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Most family physicians are familiar with the frustration of
reading the results of a new randomized clinical trial
using a particular intervention in a very highly selected
group of patients. It is not the results that are frustrating
per se, but the implicit assumption of the researchers and
journal editor that such results are direcdy applicable to
the varied patient populations of other practice settings.
Most large randomized trials are conducted in tertiary
care centers using patients who are often quite unlike those
routinely seen in family practice settings. Such trials are
highly selective by design, excluding large numbers of po-
tential patients, to achieve a homogeneous group of pa-
tients who are middle-aged, have fully developed diseases
and no comorbid conditions, and in whom adherence can
be carefully controlled. Endpoints of the study are usually
limited to pathophysiologic measures and rarely reflect the
patient’s functional status and quality of life.

Few physicians would deny the importance of such
carefully controlled clinical trials in understanding the
diagnosis and treatment of specific diseases. Such re-
search alone, however, is not adequate to guide the
decisions made in the care of heterogeneous patient
populations. Additional information is needed when care
involves patients of all ages, with various comorbid con-
ditions, and in whom adherence to medical advice varies.

The need for information directly relevant to the
clinical practice of family medicine has given rise to
intense interest in practice-based research. Organizations
that support research in practice settings have taken
several forms, but all have the central purpose of provid-
ing a laboratory for study ofhealth and health care events
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in relatively unselected populations of patients and prac-
titioners. 1

Formal networks of practicing primary care physi-
cians committed to collaborative research have been in
existence in other developed countries for a number of
years, receiving substantial governmental support, and
filling significant roles in research and disease surveil-
lance. In the United States, state and regional practice-
based research networks appeared in family medicine as
early as the mid-1970s. The early networks included the
Michigan Research Network, the Dartmouth Primary
Care Cooperative Information Project (COOP), the
Minnesota Academy of Family Practice Research Panel,
and the Colorado Family Medicine Information System.
In 1978 the Ambulatory Sentinel Practice Network
(ASPN) was established as the first national network.
Initial support of ASPN was provided by the North
American Primary Care Research Group, the Rockefeller
Foundation, and more recently, the American Academy
of Family Physicians. Subsequently, the Pediatric Re-
search in Office Settings (PROS) was formed as the
second national practice-based network, with support
provided by the American Academy of Pediatrics.

The Agency for Health Care Policy and Research
has emphasized the need for practice-based research in its
research agenda for primary care2 and has emphasized
practice-based research in its small grants program.3
Practice-based research is also earning respect among
other research agencies of the US Public Health Service.
Three practice-based clinical trials currently in progress
by family physicians serve to illustrate the diversity of
research possible in practice settings as well as the
breadth of potential funding sources.

Improving Early Detection of Cancer

With funding from the National Cancer Institute, Allen
Dietrich, MD, of the Department of Community and
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Family Medicine of Dartmouth Medical School, is study-
ing the effect of minimal and intensive dissemination
strategies to improve early cancer detection services pro-
vided in primary care. Through the Cancer Prevention in
Community Practice Project, Dietrich’s research team is
using an intervention designed in an earlier project4 to
reach all 400 family physicians and general internists in
Vermont and New Hampshire. The intervention in-
volves assisting individual practices in designing a series
of office routines that support early cancer detection and
preventive care. The routines involve use of manual flow
sheets and require the active participation of office staff.
In the previous project, volunteer practices that were
provided such assistance improved mammography
screening rates for women aged 50 years and over from
under 60% the previous year to almost 80%. The impact
of the dissemination strategies will be assessed over 12
months through patient exit questionnaires, medical
record reviews, and physician and office staff question-
naires. The project is cosponsored by the New Hamp-
shire and Vermont state chapters of the American Cancer
Society and the New Hampshire and Vermont chapters
of the American Academy of Family Physicians.

The Effect of Brief Physician
Intervention on Alcohol Abuse

Michael Fleming, MD, of the Department of Family
Medicine at the University of Wisconsin, has recently
received support from the National Institute on Alcohol
Abuse and Alcoholism to conduct a randomized clinical
trial to test the effect of briefly delivered physician advice
on problem drinkers. This is the first large-scale random-
ized controlled trial of an alcohol abuse intervention to
be conducted in the United States using practice-based
primary care physicians. The study will be conducted in
the practices of 60 family physicians from the Wisconsin
Research Network (WReN). Problem drinkers will be
identified by a self-administered questionnaire on general
health habits, and randomized to an experimental group
and a control group. The experimental group will be
offered services according to a standard protocol that
includes a diagnostic interview, a brief, intensive coun-
seling session, a self-help manual, a prescription to
change drinking habits, and two follow-up visits. Four-
teen outcome variables will be used to assess changes in
drinking patterns, utilization of inpatient and outpatient
services, legal events, accidents and injuries, family and
social relationships, and self-reported health status. It is
expected that the study will provide additional evidence
to support the inclusion of screening for heavy drinking
in health maintenance protocols for all adults.
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Outcomes Associated with Routine
Use of Prenatal Ultrasound

Bernard Ewigman, MD, and his associates in the Depart-
ment of Family Medicine, University of Missouri, are
conducting a large randomized trial of the outcomes
associated with routine use of ultrasound examination in
low-risk pregnancies. The study is being funded by the
National Institute of Child Health and Human Develop-
ment.5This trial overcomes the weakness of the nearly 30
studies conducted in the last 20 years by attaining ade-
quate statistical power. Over 15,000 low-risk obstetrical
patients have been recruited and randomized into the
two arms of the trial. In one group, patients receive two
screening ultrasound examinations during the pregnan-
cy; in the other group, ultrasound is used only when
specifically indicated. Outcome variables will include
pregnancy management and perinatal morbidity and
mortality. To achieve statistical power, Ewigman has
recruited over 100 practices in seven states, of which 17
are family practices and 92 are obstetrics practices.

Clinical Trials in Practice-Based
Research

Each of the studies described above represents a different
application of practice-based research. Ewigman has
adapted the principles and methods of large multicenter
clinical trials to practice settings to achieve large enough
numbers of patients to study clinical problems in screen-
ing. Although the study was designed originally to enroll
patients from tertiary care centers, it quickly became
apparent to the investigators that adequate numbers of
low-risk patients could be generated only by involving
practicing obstetricians and family physicians.

Dietrich is randomizing practices in a classic health
services research study to develop and test strategies to
assist practicing physicians in the implementation of can-
cer control activities. The study directly addresses the
dilemma faced by family physicians who find that the
pace and logistics of their practice environment compete
with their desire to increase health promotion and disease
prevention activities. Using the patients and physicians in
actual practice settings, his study will produce informa-
tion that should be directly applicable to a wide audience
of practicing primary care physicians.

Fleming is using a randomized design to study the
effect of a brief intervention for alcohol abuse on unse-
lected primary care patients. His study will enroll prob-
lem drinkers from the practices of family physicians and
should produce results that will translate easily into the
work of practicing family physicians.
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The studies also illustrate the various strategics for
organizing randomized trials in practice settings. Flem-
ing is using volunteer practices from WReN, a large and
well-established statewide practice-based research net-
work with an impressive history of research. Dietrich’s
initial work was done with the Dartmouth COOP, an-
other well-established practice-based research network.
By expanding to the larger group of primary care prac-
tices in New Hampshire and Vermont, he is increasing
the sample size while retaining the value of research in
practice settings that is particularly critical for under-
standing strategics for dissemination of practice guide-
lines. Finally, Ewigman has recruited over 100 practices
for his study, and he believes that for large-scale trials,
recruitment of new practices may be as efficient as using
existing networks (Bernard Ewigman, personal commu-
nication, July 1992).

Although the studies described vary in a number of
important ways, all three were designed specifically to
produce information useful to family physicians in their
everyday practice. This is logically accomplished bv using
practice settings as the laboratories in which the practice
of family medicine can be observed.67 These and other
studies currently in progress in practice-based settings
demonstrate the importance of practice-based research in
building the knowledge base required to improve the
care family physicians provide to their patients.
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