the culprits of extravagant costs, excessive testing,
inhumaneness, and other forms of exploitation.
On the other hand, we have not yet practiced in a
system of care that depends for its economic via-
bility on maximizing, standardizing, and moni-
toring these virtues. As a practical, unspectacular
specialty, we have not been in the spotlight of
public accountability in the way we might become
under the Clinton reforms. We will lose our
charms if we forget our roots, take on airs, and see
reform as our chance to grab for power.

Brody calls attention to two potential conflicts,
which are part of the same thing, namely, better
utilization of expensive and scarce resources. One
is the shifting of funds toward primary outpatient
care and away from expensive tertiary and subspe-
cialty care. The other is gatekeeping. In both in-
stances the moral task is to divest secondary per-
sonal gain from individual clinical decisions.

Whatever gains accrue from better utilization

must be used to improve services and enhance the
functional integrity of the system. I cannot imag-
ine this happening in a climate of conflict and sus-
picion among family physicians, consultants, and
patients, so our commitment to reform ought to
include transparency of financial arrangements at
all levels of care.

Gatekeeping is like walking a gymnast’s balance
bearn; it’s much harder when the beam is elevat.ed.
Brody draws a fine distinction between protecting
patients from the potential harm of overtreat-
ment and denying them potential beneficial treat-
ment. Because iatrogenic harm is already built
into the present system of care, and only a frac-
tion of it ever comes to litigation, my guess is that
denying potentially beneficial treatment w111.con-
tinue to be felt by physicians as the greatetrisk.

There is a third element of gatekeeping that
might become more impqrtant ina r'ef.ormed sys-
tem,; that is, when the primary physician goes to
bat as an advocate for a patient to get whz.ut is
needed from the system. My recent conversations
with about 50 family physicians working in one of
the established managed care systems suggest that
the advocate role takes on more importance as the
managed care entity “matures'.”. '

Already. the shape of opposition to Fhe Clinton
reforms is becoming visible. S(')r.ne will deny the
reality of the crisis; that position has already
reached the “letter-to-the-editor” stage in Alabama.
The major opponents, however, will concede the

injustice of the uninsured, avow that they have al-
ways favored universal coverage, then oppose the
changes that could remedy the problem. They will
fight a skillful retreat under the banner of “free-
dom of choice” and conjure visions of long lines
of sick people waiting interminably to be treated.
What feels different to me now than when
Medicare and Medicaid were debated in the mid-
1960s is that the old “socialized medicine” rheto-
ric has become hollow, There is nothing left to be
feared from big government than has already been
experienced from big business. It’s way past time
for a change, and I, for one, support Brody’s call.
G. Gayle Stephens, MD

Birmingham, AL
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Family Physicians As
Researchers In Their
Own Practices

The resurgence of interest in practice-based
research! provides special impetus to consider
carefully the report in this issue of J4BFP by Slat-
koff, Curtis, and Coker.2 Beginning with the ap-
parently innocent request to provide a control
group for an investigation that required only an
additional cervical specimen to be taken at the
time of the Papanicolaou smear and a willingness
of the patient to talk with an investigator, they re-
port unanticipated difficulties that emerged, af-
fecting both providers and patients. This article is
not about theoretical possibilities; it is about the
practical consequences of fear, distrust, additional
unplanned work, and unnecessary interventions
that resulted from their efforts to improve medi-
cine through research about problems important
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to their patients. The authors point out and dis-
cuss important ethical considerations, including
informed consent, confidentality, clinicians as li-
aisons, timely feedback, and when to interrupt a
study. We want to call further attention to a pre-
viously recognized problem that could have spe-
cial importance to family physicians conducting
research in their own practices.

The dilemma or problem for which there
seems to be no fully satisfactory solution is that of
the physician-researcher with the dual ethical ob-
ligations to enhance the well-being of individual
patients while uncovering relevant knowledge for
the general good. This dilemma is not news, of
course, as noted in references accompanying the
Slatkoft, et al. article, such as the thoughtful dis-
cussion by Levine.? There has been general agree-
ment that the dual role of physician-researcher
should be permitted, and this viewpoint is a nec-
essary precondition for the advancement of family
medicine and primary care through collaborative
practice-based research. Although data are lack-
ing, our experiences suggest that involvement of
practicing physicians in all aspects of research done
in their practices probably minimizes research
risks to patients, their physicians, and their shared
relationships. Although participating in the formu-
lation of research questions and study design
might blur the roles of physicians and researchers,
this process also permits during study develop-
ment an explicit discussion of implications for the
physician-patient relationships that might be
affected by a study. No matter how committed to
a particular research effort, we have never ob-
served physicians in practice-based research net-
works placing higher value on their research than
on their patients’ well-being. These observations
notwithstanding, the nature of family practice and
practice-based research merits further explicit
consideration to confirm the ethical requirements
of family practice research.

There is a special imperative, now well recog-
nized, to cope with referral and selection biases to
avoid misinterpreting the medical literature into
tamily practice and perpetuating “false science.”
This effort necessitates research into the phe-
nomena of family practice and primary care that
can realistically be done only by family physicians
at the interface between free-living persons and
the rest of the health care system. In other words,
it is no longer acceptable for family physicians to

leave research to other scientists and assume that
their results will be of relevance and do more
good than harm when implemented with patients
in family practice.

Simultaneously, it is widely accepted that the
physician-patient relationship is central to effec-
tive family practice.’ It is striking that the re-
search reported by Slatkoft, et al. was reviewed
and approved by two institutional review boards,
and yet the project negatively impacted patients
and providers and could have jeopardized their
relationships with each other. Perhaps this out-
come was partly a consequence of the formal ethi-
cal reviewers not addressing the question, “How
will this project affect the physician-patient rela-
tionship, if at all?” For much of our medical re-
search, the physician-patient relationship does
not exist; if it does, it is often restricted in focus or
in time. Obviously, the same is not true for re-
search done by family physicians in their own
practices, where the typical assumption is that
care will be ongoing, beyond the concerns of a
particular problem or research project. Indeed,
practice-based research in family practice has spe-
cial advantages and opportunities because of this
circumstance, but have we adequately assessed the
special requirements this situation imposes on
conducting research in a manner that protects the
relationships between patients and their family
physicians? Have we determined which, if any, of
the usual requirements and procedures of institu-
tional review boards are not needed?

There are other attributes of family practice
and the rest of primary care that might also re-
quire explicit consideration in the evaluation of
the ethical appropriateness of practice-based re-
search. For instance, doing nothing is often very
useful in primary care. Time spent in watchful
waiting without any intervention is often essential
to excellent care. Some research designs might
not permit “no intervention.”

Alternatively, doing something, however clini-
cally benign, can have substantial impact in pri-
mary care, creating effects that are neither desired
nor harmless. As shown in the report by Slatkoff,
et al., an unanticipated telephone call initiated by
the clinician is not likely to be viewed as a neutral
or negligible event by the patient who receives
such a call.

Feedback in the primary care clinical setting is
relatively immediate, occurring often within
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hours or days instead of the months that can in-
tervene between starting and concluding a re-
search project. The desirable habit of follow-up
with a preparedness to react to interval develop-
ments in behalf of a patient perhaps sets the stage
for what Slatkoff, et al. eventually recognized was
a mistaken decision to intervene with patients
serving as controls in their study.

Ambiguity and uncertainty are inherent to the
nature of primary care, and much of the research
that is needed will of necessity grapple with this
ambiguity. It seems likely that no amount of an-
ticipation can predict all the variance and unex-
pected events that will occur during a well-con-
ceived investigation executed in family practice
settings. These unexpected events might require
responses that readily can be made in the context
of a known past and an anticipated future involv-
ing patient, clinician, and staff.

So far, much practice-based research has been-

done without alteration of care and without iden-
tification of physician or patient. Data that would
have been collected anyway form the substrate for
investigation, with the assumption that the con-
sent patients give by seeking care is sufficient and
exempts such research from further special proced-
ures. Inevitably, probing beyond descriptions
leads to a need for prospective data collection
linked to individuals, and more intervention re-
search is needed in family practices. It seems the
time has arrived for careful consideration to be
given to the mechanisms that should be used to
assure research done “among friends” in ongoing
relationships is promoted by practical and achiev-
able methods that protect patients who depend
upon practices, which are also laboratorigs.

We suggest that there is a need for further at-
tention to the establishment of standards for the
ethical conduct of practice-based research. Not
being expert in this area, we suspect such stand-
ards will almost certainly replicate much of what
has evolved for the rest of medical research. It is
possible that on careful reflection, nothing addi-
tional will be required. It seems to us, however,
that research occurring within the context of an
ongoing physician-patient r.elationship will re-
quire some special consideration.

Larry A. Green, MD
Paul A. Nutting, MD, MPH
Denver, CO
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Planning For The Unknown
In Research: Ethical
Dilemmas Confronting

The Clinician-Investigator

Medical history is replete with examples of ways
in which concern about risks and respect for the
patient-subject have been allowed to erode in the
name of science.l? The recent revelation by the
federal government regarding questionable ex-
periments with plutonium on unsuspecting and
unconsenting human subjects, particularly in
cases where the subjects were considered a captive
or disadvantaged class, demonstrates the fragile
nature of the moral safeguards supposedly in
place for the protection of patients and research
subjects. In this issue of J4BFE, Slatkoff, Curtis,
and Coker’s thoughtful article highlights at least
two difficult problems facing clinician-investiga-
tors who enroll their patients in a research study.?
The first problem focuses on the content of
informed consent and the level of knowledge
a clinician-investigator should attain about a
research project in order to inform the prospec-
tive patient-subject fully about uncertainties

Submitted, revised, 7 March 1994,
From the Center for Applied Professional Ethics, Department of
Philosophy, University of Tennessee, Knoxville. Address reprint
requests to Frank H. Marsh, JD, PhD, Center for Applied Pro-
fessional Ethics, 801 McClung Tower, University of Tennessee,
Knoxville, TN 37996-0480.

Editorials 263

"yBuAdod Aq parosrold 1sanb Ag Gzoz Aeln 8 uo /Biowygel mmmy/:dny wouy papeojumod 66T ABN T U0 T9Z'€" L Widel/zzTe 0T se paysiignd 1siij :10eid Wed pieog wy ¢


http://www.jabfm.org/

