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Commentary

The Use of Evidence and Cost
Effectiveness by the Courts:

How Can It Help Improve Health Care?

David M. Eddy
Kaiser Permanente Southern California

Although the relationship between health care and the courts has always
been strained, recent developmentsin health care are creating new pres-
sures that threaten to make it worse. Two particularly important ones
concern the use of evidence and the application of cost-effectiveness
analysis. This commentary will address these issues from the viewpoint
of someone in health care. | will describe an idea relationship with the
courts; the current ways the courts address evidence and cost-effective-
ness, the strengths and weaknesses of those methods; and what both
sides can do to help the health care system function better. Both the legal
and health care systems are enormously complex. To avoid obscuring the
main points, | will focus on the big picture and plead leniency for the
inevitable oversimplifications.

What Can We Expect from the Courts?

From the viewpoint of someone in health care, the purpose of the legal
systemisto help the health care system function smoothly and correctly,
consistent with the principleslaid out in the constitution, its amendments,
and our laws. We expect the courts to do this primarily by ensuring that
contracts are followed, by resolving disputes, by judging whether rea-
sonabl e expectations of performance are met, and by meting out awards
and penalties. The presumption is that we in health care know what we
are trying to do, and the legal system isthere to help us do it. The legal
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system should be afacilitator and referee, not aninitiator. Only if wefail
to articulate our goals, or if our goals violate the principles contained in
our constitution and laws, should the legal system be expected to define
our goalsfor us.

What Is the Health Care System
Trying to Do?

Thefirst sign of trouble ahead isthat thisis a surprisingly difficult ques-
tion to answer. Our health care system is phenomenally amorphous, het-
erogeneous, and complex. Thereis no single structure or coherent |ead-
ership; we have highly variable coverage of different populations; and
there are dozens of different ways of organizing, financing, and deliver-
ing care, all of which are undergoing constant change. Depending on
where they sit in the system, different participants can have goals that
are not only different but that actually compete with one another. Even
single participants can have multiple goals that are in internal conflict.
For example, a pharmaceutical company’s goal of improving health can
argue for putting alow price on a drug, at the same time that its goal of
maximizing shareholder profits can argue for ahigher price. A physician
paid afee for a service has an incentive to do atest of little value, while
the same physician working in a capitated setting has the opposite incen-
tive. Indeed, it is pushing things to talk at all about a“system,” with the
implications that word has for coherence and consistency.

But despite the complexities and inconsi stencies of the current system,
itisstill helpful to imagine that there is some overriding purpose to the
collection of activities we call health care. To articul ate that overall pur-
pose, we have to look beyond the immediate commercial and personal
objectives of the participants and think about the ultimate purpose—the
lofty goal to which all participants would lay claim. For the ultimate pur-
pose | would propose something like “to deliver the highest possible
quality of care to people, within whatever cost they want to pay.”

The generality of these words intentionally skips over avariety of dif-
ficult issues. For example, it finesses all the issues around how health
careisorganized, financed, or delivered; whether we have a single-payer
system or a heterogeneous one; who pays the immediate bills (people,
employers, governments); whether access to health careisa“right” or a
“commodity”; and the tension between maximizing care for an individ-
ual versus optimizing care for a population.
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Furthermore, this objective does not make any ethical judgments about
whether or not there should be any limit on the amount of money we
spend on health care; it merely acknowledges that there may be a limit
on what at least some people can or want to pay to receive health care,
and that if there is such alimit, then the system that delivers health care
should respect it.

In fact, let us be quite explicit about the latter point and identify two
possible settings vis-a-vis costs and budgets. Imagine that in one setting
people are willing to pay any cost for any care the physician recom-
mends. In this setting, which we might say has an open-ended or unlim-
ited budget, providers do not need to consider costs when making deci-
sions about appropriate treatments, and aphorisms such as “ costs should
play no role in medical decisions’ are applicable. Imagine that in the
other setting there is a limit to what people can or want to pay. They
either directly or indirectly (through market pressures) instruct plans to
limit their costs. Thisin turn limits the resources available to plans for
providing care. (1 will use the word “plan” in ageneral sense to include
any organization that is contracted to pay for or deliver a service,
whether it is through traditional insurance or prepaid “managed” care.)
In this setting, which we might say has a closed or limited budget,
providers have to consider the cost of atreatment, if for no other reason
than to ensure that the total stays within the budget each year. Needless
to say, settings with limited budgets can vary widely in the tightness of
the budget and therefore in the extent to which costs need to be consid-
ered. But notice again that at this point we are only acknowledging that
these two settings and their variants can exist; we are not making any
judgments about which is better, more desirable, or more ethical.

Now let us return to the statement of ultimate purpose. As general as
thisoneis, it hasthe virtue that, no matter how any of the specific issues
around the organization and financing of care are resolved, or even if
they are never resolved, there will always be aneed to do certain things.
Those things include determining the effectiveness of different treat-
ments and making judgments about whether a treatment’s benefits out-
weigh its harms. (I will use the word “treatment” to include any type of
health intervention, including prevention, testing and support care, as
well asthe more usual treatments.) In settings where budgets are limited,
additional needs are to determine the costs of different treatments and to
make judgments about their relative “ values’—whether atreatment’s net
benefits are worth its costs or it is a good use of resources. These deter-
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minations and judgments are “fundamental” in the sense that they are
intrinsic to the provision of health care and must be done no matter how
we choose to organize and finance care.

Interaction with the Courts

These determinations and judgments are fundamental in another way;
they are the sources of the conflicts that bring health care before the
courts. They do so under two main headings: coverage and mal practice.

Coverage. The question is whether a plan is obligated to pay for atreat-
ment. In theory a plan's obligation to cover atreatment will be specified
in the contract written between the plan and those who purchased the ser-
vices (the “purchasers’). The question then is: Does the contract that
describes the covered services include or exclude the treatment?

In theory this should be an easy question to answer, because most
plans and purchasers agree in principle on what they want the contract to
cover. They all generally agree that coverage should be limited to activi-
ties that address health conditions such as diseases and injuries, that
involve health interventions, that are effective in doing what they are
supposed to do, whose expected benefits outweigh any potential harms,
and that are “reasonable’ is some sense that we assume should be obvi-
ous. Good language for these criteria should do the trick.

Unfortunately, the actual language that specifies coverage suffersfrom
several problems. The most fundamental is that there are very few pre-
cise ways to define the boundaries of coverage. For example, thereisno
easy way to separate a medical condition or disease from, say, a normal
variation or aging; or atreatment from, say, a lifestyle. Nor are there
unambiguous ways to define “ effective” The magnitude of atreatment’s
effectiveness, the probability of its effectiveness, and our certainty about
both of those, al vary continuously. A third problemisthat evenif there
were clear definitions, they would be difficult to see because of incom-
plete data. Poor evidence especially plagues attempts to determine effec-
tiveness, harms, and cost-effectiveness.

These problems have several consequences. One is that contract lan-
guage varies enormously from plan to plan. Another is that definitions
tend to be extremely vague (e.g., “reasonable and necessary” or “appro-
priate”), subjective (e.g., something is“investigational” if it is“not agen-
erally accepted medical practice”), and unpredictable (e.g., something is
covered if the treating physician recommends it). References to cost-
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effectiveness are especially elusive. The concept may be included as an
explicit criterion (rarely), as an implicit criterion (e.g., buried in the
notion of “appropriateness’), so narrowly that its applicability is trivial
(e.g., “the least expensive way to achieve an identical benefit”), or not
included at all. In general, existing contract language is so flabby that it
isamost worthless for creating accurate expectations, making decisions,
avoiding disagreements, or settling disputes.

This situation would not be so bad if we didn't expect many disagree-
ments. Unfortunately, two additional problems create a set up for dis-
agreements. One is that most of the homework and negotiations around
contracts are done by third parties. That is, those who are actually pay-
ing the premiums (e.g., employers) are usually different from those who
are actually receiving the treatments (e.g., employees). Individuals are
often unaware of what isin a contract until some treatment they want is
denied. The second is that, even when people are making their own pur-
chasing decisions, their incentives and desires change dramatically
between the time the purchasing decision is made and the time the care
is needed. Aswith any transaction that involves the prediction of future
events and chance, choices are different when an event is a possibility
versusareality; peoplewant to change their bets after the wheel has been
spun. When we add the fact that for coverage decisions the stakes are
usually very high—often involving life and death, and thousands if not
hundreds of thousands of dollars—the recipeisfor trouble.

Malpractice. The issues here are different but equally slippery. Here
thereis no dispute about whether the treatment is covered. The disputes
are about whether a patient got a treatment that was indicated and/or
whether the treatment was performed properly. To determineif a patient
got an indicated treatment, the issues are whether, for that particular
patient with his or her particular indications and contraindications, the
treatment in question is effective, has expected benefits that outweigh its
expected harms, and is the most appropriate compared to other available
treatments. That is, does the treatment meet the standard of care? For
performance, the issue is whether the actual performance correspondsto
reasonabl e expectations (e.g., the correct drug was given at the correct
dose, the correct leg was operated on, no instruments were left in the
abdomen).

At least three problems make issues of malpractice difficult. First,
because individual patients have abewildering variety of individual char-
acteristics, histories, signs, symptoms, and behaviors, the range of uncer-
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tainty around the effectiveness of any particular treatment in any partic-
ular patient can be enormous and easily capable of harboring wide dif-
ferences of opinion. Second, the outcomes of virtually all treatments are
highly probabilistic: a treatment does not cause a particular outcome to
occur, it only changes the probability it will occur. Furthermore, the
effect of the treatment on the chance of the outcome is often small com-
pared to other factors such as the patient’s characteristics (risk factors)
and the severity of the patient’s disease. This means that practitioners
cannot control the outcome nearly as much as a patient might expect. The
third problem was also stressed in this special issuein the article by John
M. Eisenberg: that medical decisions have to be made prospectively,
whereas determinations of mal practice are made retrospectively. Prospec-
tively, the practitioner may not know the patient’s condition with cer-
tainty and never knows the outcome the treatment will produce. The
choice of atreatment hasto be based on the odds. Retrospectively, every-
thing is known, it is obvious whether the choice of the treatment was
right or wrong, and the patient is either happy or upset. It can be very dif-
ficult for juries and even other physicians to appreciate the appropriate-
ness of a decision made prospectively, after the ultimate answer has
become known. Given all these problems, thereis considerable room for
misunderstandings, disappointments, and disagreements.

The Method of the Courts

When cases of coverage or mal practice come before a court, the ultimate
problem for the court isto determine whether what was done was appro-
priate in some sense. To deal with theinherent ambiguitiesin aword like
“appropriate” itisextremely helpful for the court to have somereference
or comparison. The underlying ideaisthat thereisacorrect “ standard of
care” out there, either a correct conclusion about the coverage of atreat-
ment or a correct way to manage a patient. If several treatments provide
roughly equal benefits to a patient, there may be more than one way to
achieve the standard of care, but thereis still athreshold of quality that
we call the standard of care. The task of the court is to determine the
standard of care and make a judgment about whether what was done
meets that standard.

Thetraditional method used by the courtsto determine the standard of
careisto apply what might be called an “internal test” Rather thantry to
determine the standard of care for itself, the court hears the testimony
of experts from within health care who are expected to know the stan-
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dard of care and compares their answers to what was done. What the
court actually hears depends on what the lawyers want to present, but it
generaly involves the answers to any of three questions: What do the
majority of practitioners do? (What isthe “community standard”?) What
do groups of experts say (e.g., the recommendations of specialty societies
or national panels)? Or what does an individual expert believe? While the
community standard could conceivably be determined empirically, per-
haps by polling community physicians or analyzing databases, it is usu-
aly learned by asking experts.

So in the end, it comes down to the testimony of experts. If al the
experts agree, the court'sjob is easy. If the experts disagree, which they
always do in an adversarial setting, then the court has to evaluate the
credibility of the experts and decide which ones are correct. To do this,
the court has two main sources of information. One is an assessment of
any supporting evidence presented by the expert. The other is an assess-
ment of the overall credibility of the expert based on such things as the
expert’s training, academic affiliations, experience, articulateness, and
ability to build rapport with ajury.

At this point we should pause to note that the heavy reliance on experts
by the court raises a question about differences in the “standards of evi-
dence” used by the courts and health care. In health care, evidence means
empirical observations. They may be systematic observations using rigor-
ous experimental designs or nonsystematic observations (e.g., experi-
ence), but they are all empirical observations of real events. In the legal
system, “evidence” means whatever is put before a court. On the surface
this may appear to be fundamentally different standards of evidence. But
in fact, at least for the use of expertsin health care cases, the theoretical
intent is the same. To see this we first need to appreciate that in the end,
the only way for anyoneto learn afact is through empirical observations.
(The only other methods are things like revelation and divination, which
do not meet either the court's or health cares definition of evidence))
When the court asks an expert to express abelief about afact, the court is
presuming that that expert will be basing his or her belief on empirical
observations, not revelations, dreams, or ancient texts. Thus the role of
the expert is to serve as an interpreter of empirical observations. The
assumption is that the beliefs developed by the expert will be accurate
interpretations of all the pertinent empirical evidence. Thus the expert is
not thereto introduce adifferent kind of evidence that isnonempirical, but
to introduce the conclusionslearned from the empirical evidence. The evi-
dence ultimately desired by the courts is the evidence also used in health

e



JHPPL 26.2-10 Eddy 3/22/01 12:17 PM Pa%394

394 Journal of Health Politics, Policy and Law

care, it isjust obtained secondarily, through the expert, rather than pri-
marily, through direct study of empirical observations.

Having said all this, it is also important to note that what the court
actually hears can vary from pure primary evidence to pure secondary
evidence. The actual information imparted to the court by an expert may
be a detailed description of the empirical evidence, without any judg-
ments about what the evidence says about the case, or a pure opinion
about the case, without any reference to the evidence behind the opinion,
or anything in between these two poles.

The Assumptions behind the Court’s Methods

Onitsface, the court’s approach seems quite reasonable. Certainly itisfar
easier for acourt to listen to and evaluate experts than it isfor a court to
learn medicine, learn experimental methods, read scores of reports of
clinical trias, weigh benefits against harms, and so forth. It is aso very
respectful of the professionalism in medicine. However, the validity of its
approach rests on several assumptions. The assumptions differ slightly,
depending on whether the method of learning the standard of careis by
reference to a community standard, through the testimony of individual
experts, or through the conclusions of a group of experts.

When the reference isto acommunity standard, the main assumptions
arethat

= Thereisastandard of care. That is, everyone agrees generally on
the threshold of quality that should be achieved and that thereis at
least one way to achieveit.

= Thereisacommunity standard and it matches the standard of care.
That is, the mgjority, or at least a substantial proportion of practi-
tioners know what the standard of careisand do it.

= Thereisno other practice that amajority or substantial proportion of
practitioners do that does not meet the standard of care. (Otherwise
such a non-standard-of-care practice might be interpreted as the
standard of care)

= To be meaningful asan indicator of quality, the standard of carethat
is revealed through the community practice should be consistent
across communities, unlessthere are differencesin physical resources
that can explain differencesin practices.

= The community standard can be learned from experts. That is, at
least some experts know what practitioners are actually doing, pre-
sumably through observation or analysis of data.
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= These experts will present their beliefs without bias.

= |If experts disagree about the community standard, the courts can dif-
ferentiate the “true” experts from the “false” experts. Thisin turn
requires assumptions that (1) to the extent an expert has presented
the empirical evidence on which his or her beliefs are based, the
courts can evaluate that empirical evidence, and (2) to the extent an
expert’s credibility is based on less direct measures (e.g., training,
affiliations, experience), there is a good correlation between those
indirect measures and the accuracy of the expert.

When individual experts are the sources of information about the stan-
dard of care, some additional assumptions are that

= There are at least some experts (true experts) who know the true
standard of care.

When the reference isto acommittee of experts, thereisusually an addi-
tional assumption that

= A group of experts will be more accurate and less biased than indi-
vidual experts. Two ways this can occur arethat (1) whereas no sin-
gle expert may have all the required knowledge or experience, a
combination of experts will; (2) whereas a particular expert may be
biased, the biases of a collection of expertswill cancel out.

There is one more important assumption that is contained in the idea
of the existence of a standard of care and that should be made explicit.
It isthat al the practitioners who make up a community standard, or all
the experts who provide individual testimony or serve on committeesare
in basic philosophical agreement about what constitutes high-quality
care. If thisis not the case, then there might be a standard of care for
each philosophy. This assumption harks back to the premise that therole
of the legal system isto help the health care system do what it istrying
to do. Unless the health care system agrees with itself about what it is
trying to do, thelegal system could be led down hopelessly tangled paths
as practitioners and experts play out their different philosophies.

Problems with the Court’s Methods

Each of the assumptions underlying the court’s approach to health care
cases seems reasonable, and until fairly recently there waslittle reason to
guestion them. Unfortunately, we now have incontrovertible evidence
that virtually none of them are reasonable.
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Begin with the use of experts to learn the community practice. The
assumption is that an expert can somehow “see” what all (or arandom
sample?) of the physiciansin a community are doing either first hand or
by analyzing data. In fact it is a magjor research task to figure out what
practitionersin acommunity are doing. When an expert answers a ques-
tion about a community standard it is extremely unlikely that he or she
has any real data on actual practices. It is far more likely that what an
expert believesis the practice in acommunity is what the expert person-
aly believes should be the standard of care. In practice, questions to an
expert about a community standard are really more like questions about
apersona belief.

But more important, the idea that a community standard exists at all
has been shattered by hundreds of studies of variations in practice pat-
terns and inappropriate care. When rates of procedures vary across com-
munities by factors of two, five, ten and more, and when 10 percent, 20
percent, 50 percent, even 70 percent of practices are judged by peers and
experts to be inappropriate or equivocal (providing no advantage of ben-
efits over harms), it is impossible to believe that there is a single com-
munity practice out there that the majority of practitionersare following.
Indeed, given the very high rates of inappropriate carethat can prevail in
communities, if we actually measured what practitionerswere doing and
used that to define the standard of care, we would run a high risk of
installing an inappropriate practice as the standard of care. The well-
documented overuses of hysterectomies, antibiotics, bypasses, and
C-sections are examples.

Nor can we continue to take the opinions of experts at face value. New
studies continually reveal that practices that were once accepted without
doubt can turn out to be worthless or even harmful. We were wrong about
diethylstilbestrol, radical mastectomies, erythropoetin for anemiain end-
stage renal disease, hyponatremic encephal opathy, treatment of ingested
poisons, hormone replacement therapy for heart disease, and class| anti-
arrhythmics for heart attacks. Experts from top universities with the most
experience testified under oath that high-dose chemotherapy for late-
stage breast cancer would produce 20 to 30 percent long-term cure rates.
Randomized controlled trials later proved them wrong. Thisis not to say
that all expertsare awayswrong. It isto say that we cannot assume they
areright, and there is no easy way to tell when they are and when they
are not from their credentials or enthusiasm.

Nor can we take at face value the recommendations of a group of
experts, such as a specialty society committee or a national panel. In
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addition to examples of committee recommendations that have later been
proven wrong, we have the fact that the recommendations of many com-
mittees disagree with each other. This is especially obvious for treat-
ments that represent organizational turfs. Examples include cancer
screening and the management of back pain.

At this point it isimportant to stress that the fallibility of experts and
the variations in community practices do not mean that experts and prac-
titioners are inadequate or arbitrary, much less petty, dumb, or greedy.
The fundamental problem hereisthat human biology, diseases, and med-
icine are phenomenally complex, and the complexity simply exceeds the
capabilities of human subjective reasoning. There is no more shamein
thisthan there isin the fact that people can't calculate their income tax
in their heads. It is tempting to imagine that there was a time when the
practice of medicine was simpler and experts could form accurate beliefs
from subjective reasoning, but treatments like leaching and strychnine
suggest that the mismatch in complexity has always existed. But what-
ever the strengths of subjective reasoning in the past, it is clearly inade-
guate now. Recognizing this fact does not imply disrespect, it implies
confidence that we all want to provide the best care possible, and that
thereis no way to correct a problem without facing it.

There is one more threat to the court's method that needs to be
addressed. It strikes at the fundamental assumption that there is a stan-
dard of care. As stated above the concept of a single standard of care
impliesthat everyonewho isapart of determining that standard— physi-
cians, patients, purchasers, and others— agrees on what constitutes high-
quality care. Until recently that was generally true. However, two recent
developments have caused serious splits in the principles people use to
define the standard of care. Not surprisingly, the principles involve evi-
dence and costs. Depending on which principle one applies, one can
arrive at different standards of care.

With respect to evidence, the split is between a traditional approach
that gives heavy weight to it, and a more recent approach that is much
more skeptical of subjective reasoning and much more strict about
requiring good evidence. In this context it is important to distinguish
“subjective reasoning” from therelated ideas of “clinical judgment” and
the “art of medicine” Subjective reasoning is the attempt to pull al the
factsthat are pertinent to a question about a treatment into ones head and
synthesize them into a conclusion, without using formal, explicit meth-
ods such as a statistical analysis of data. Clinical judgment and the art of
medicine both can include subjective reasoning. But they have additional
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elementsthat are not included in subjective reasoning, such as empathiz-
ing with a patient, discussing a patient’s preferences for benefits and
harms, addressing a patient’s hopes and fears, and helping a patient cope
with a problem. Everyone agrees that these are important and there are
no formal methods for accomplishing them that can replace clinical judg-
ment and the art of medicine. But there are formal methods that can
enhance subjective reasoning when it comes to estimating the expected
effect of atreatment on the probability of some health outcome.

With this distinction in mind, the different weights placed on subjec-
tive reasoning have profound implications for the standard of care. The
skepticism about subjective reasoning and requirement for empirical evi-
dence can lead to a policy that a treatment should not be affirmatively
recommended through a guideline or made the standard of care (or if it
isanew treatment, covered by the plan) unless there is good evidence it
is effective and beneficial. On the other hand, those who prefer the for-
mer approach would acknowledge that good experimental evidence is
highly desirable, but they would argue that it is unrealistic and too strict
to require good evidence, and that a practice might be recommended or
even made the standard of careif thereis suggestive evidence, or if it is
supported by biological theory, or eveniif it just provides a hope of effec-
tiveness.

With respect to cost, the split is between a position that took root inthe
era of open-ended budgets fed by indemnity insurance and a more recent
position that is trying to respond to marketplace demands that costs be
controlled. The former holds that costs should play no role in medical
decisions. The latter says just the opposite, that costs have to be consid-
ered in medical decisions. The differences can create two very different
standards of care. In settings where there are no limits on costs, a stan-
dard of care should include treatments that provide even small benefits,
regardless of their costs. Examples aretPA asablood thinner (instead of
streptokinase) for acute heart attack, nonionic (instead of ionic) contrast
agents (dyes) for certain radiographic procedures, and annual Pap smears
(instead of three-year Pap smears) for cervical cancer. However, in set-
tings where budgets are limited, avery different standard of care should
apply. There, the standard of care should include streptokinase, ionic
contrast agents, and three-year Pap smears, because the marginal gains
in benefit of the more expensive aternatives are tiny compared to their
costs, and the money could be put to better use elsewhere.

These disagreements about the roles of evidence and costsin defining
the standard of care can wreak havoc on court cases. The risk is that
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decisions made in one setting, where one standard of evidence or cost is
being applied, will bejudged by experts from another setting that applies
different standards. A good exampleisthe case of high-dose chemother-
apy and autologous bone marrow (HDC/ABMT) or stem-cell transplant
for late-stage breast cancer. Refusals to cover this treatment, on the
grounds that it was experimental, were based on alack of evidence from
well-controlled trials of an effect on health outcomes. But the experts
who testified for coverage developed their beliefs from biological mod-
els (“more is better”), uncontrolled clinical series, and the effects on
intermediate biological outcomes (response rates). If the philosophical
differences had been made clearer to the courts, and if contract language
had been more precise about which standard of evidence would be
applied, the courts might have been ableto sort it all out. But asthe cases
actually played out, the courts came to very different decisionsin differ-
ent cases, reflecting the conflicts in philosophies behind the testimonies
presented to them. Far from helping the courts deal with our internal
philosophical disputes, we are using the courts as a battleground for
fighting them.

What Can Health Care Do to Address
These Problems?

These issues raise grave problems for health care, and it is going to take
every bit of intelligence, honor, and courage to address them. Both con-
ceptual and practical steps need to be taken.

Conceptual Steps

The first and most important conceptual step is to resolve the issue of
conflicting philosophies and standards of care. This does not necessarily
require that one position be agreed on and the others discarded. To be
sure, agreement on asingle vision for health care would be desirable for
the simplicity, consistency, and public confidence it would create. But if
that is not possible, which appearsto bethe casefor at |east several years,
this conceptual step only requires that each position be recognized and
respected as ethical and legitimate. The key isfor all the actorsin health
care to acknowledge that there can be different settings in which health
careisdelivered, and that the standards of care can be different in those
different settings.

To understand what this might ook like et us use the two possibl e set-
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tings introduced earlier as examples. In the setting of limited budgets,
costs would be considered as critical variables in determining the stan-
dards of care, and cost-effectiveness would be used when data and meth-
ods permit. Because ineffective treatments waste money and expose
patients to unnecessary risks, in this setting let us also imagine that there
would be arequirement for good evidence before anew treatment is cov-
ered or an old treatment is affirmatively recommended. Old treatments
that are not supported by good evidence would still be covered but would
not be affirmatively recommended through guidelines or as a standard of
care. In the other setting, which has an open-ended budget, costs would
not enter medical decisions or determinations of standards of care. Inthis
setting we can also imagine that the standards of evidence might be
looser. A new treatment might be covered if it ispossibly effective and/or
itisthe patient’slast hope. An old treatment that is not supported by good
evidence might be made the standard of careif it is“time honored” and
thereis ageneral consensus about its appropriate role.

Each of us might have a personal belief about which of these two set-
tingsis preferable, but our immediate need is not to force agreement on
asingle position, but to acknowledge that multiple settings can exist, and
the standards of care can appropriately be different in the different set-
tings. In fact, the existence of the two settings and the balance between
them should ultimately be determined by people and patients—the ones
who actually receive the treatments, live with their outcome, and pay
their costs. People who are willing to pay any costs and want to receive
investigational treatments (and are willing to pay the higher premiumsto
have them covered), will choose plans that operate with an open-ended
budget, with arelatively loose standard of evidence. People who balk at
paying higher costs and only want to pay for treatments that are known
to provide benefit, will choose plans that operate under alimited budget,
with atight standard of evidence. Both settings and their respective stan-
dards of care are correct and ethical, provided they accurately reflect
what people want and are willing to pay for.

This step of acknowledging the existence of more than one setting and
different standards of care should greatly improve the ability of the
courts to resolve our disputes. If experts respect the existence of differ-
ent settings and different standards of care, and if they are careful to
provide testimony that is appropriate to the settingsin which the disputes
arose, they can concentrate on the matters at hand and spare the courts
confusing and conflicting testimonies that reflect differences in philoso-
phies more than differencesin the facts or evidence.
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The second step isto acknowledge that there is no such thing asacom-
munity standard. We can still talk of a“standard of care” or “standards
of care” with all that that implies about coverage and malpractice. What
we need to drop are the assumptions that the majority of physicians are
currently following a single standard of care, and that one can learn the
standard of care by observing the practices of a community of physi-
cians. Thisstep by itself will be enormously useful in everyones attempts
to reduce inappropriate care and waste. Currently, many physicians
claim to feel that a particular practice is inappropriate, and that they
would personally prefer not to do it but are compelled to do it out of fear
that they will be compared to a community standard. The result is that
they al doit, which in turn makes it the community standard, which fur-
ther entrenches the practice. This conceptual step will break that chain.

Thethird conceptual step isto reaffirm that ultimately truth islearned
from empirical evidence. This may seem like atrivial step to take, given
that the scientific revolution has been under way for more that a half a
millennium, but there are still vestiges of the thought that truth is what
great authorities say it is. A practical implication of this step is that we
should al be humble, even skeptical, about our ability to form accurate
beliefs subjectively. We should challenge oursel ves and consciously hold
back on locking in abelief until we have seen a systematic review of the
evidence.

A fourth conceptual step isto acknowledge that the subjective beliefs
of experts or aconsensus of subjective beliefs cannot necessarily be taken
at face value. This does not imply that al experts are wrong. Indeed, itis
probable that most are right most of the time. This step only states that
an expert or consensus of expertsis not necessarily right, and thereis no
easy way to determine when they are and when they are not (without
looking at the actual empirical evidence). It is also important to under-
stand that this step does not mean we do not need experts. They will
always be needed to survey and interpret the evidence. It is only to say
that when experts offer conclusions about the standard of care, they need
to describe the underlying evidence.

Practical Steps

These conceptual steps lead to several practical steps. The first has
already been introduced: we need to be much more careful about anchor-
ing beliefs and claims to empirical evidence. The ideas here were first
described in the context of “evidence-based guidelines’ (Eddy 1990) and
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have subsequently blossomed into “evidence-based medicine” (Guyatt
1991; Sackett and Guyatt 1992; Sackett et al. 1997). For the development
of guidelines and standards of care, “the evidence based approach explic-
itly describes the available evidence that pertains to a guideline and ties
the guideline to evidence. . . . It consciously anchors a guideline, not to
current practices or the beliefs of experts, but to experimental evidence.
The usual question is whether the practice under consideration has been
shown to be effective in improving the most important outcomes. Merely
providing evidence as background material or peppering aguidelinewith
occasional referencesto support particular positions do not count” (Eddy
1990: 1272). The most commonly cited definition of evidence-based
medicineis less directive about the balance between subjective reason-
ing and empirical evidence but still emphasizes the role of evidence:
“The conscientious, explicit and judicious use of current best evidence
in making clinical decisions about the care of individual patients’ (Sack-
ett et al. 1996: 71).

The second practical step is for those who fund and conduct clinical
research to improve the collection and interpretation of empirical evi-
dence. The problem is not just the paucity of good evidence but the
mixed quality of the evidence that does exist. Empirical evidence can be
very difficult to collect and interpret. It is easy to be misled, especialy if
amisinterpretation coincides with on€s prior beliefs and self interests.
While a full description of experimental methods would obviously be
inappropriate here, two things are especially important. Oneis the need
for controls to minimize the effects of patient selection biases. The other
isthe need to track atreatment’s effect all the way to health outcomesto
avoid being misled by changesin biological outcomes. A high proportion
of the evidence collected and reported by researchers, and cited by pro-
ponents of treatments, is at best worthless, and at worst misleading. This
needs to be corrected.

None of the previous steps will be fully effective unless plans, pur-
chasers, and patients communicate much more precisely about what a
plan is expected to cover. The main vehicle for accomplishing thisis the
benefitslanguage in contracts. Thusthe third practical step isto improve
the contracts that describe what planswill cover. This should involve the
following:

= Include explicit descriptions of (1) the standard of evidence that will
be used to determine coverage and to design guidelines, and (2) the
role that costs and cost-effectiveness analysis will play in coverage
determinations and guidelines.
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= Describe any methods and processes that will be used to make spe-
cific determinations.

= Include examplestoillustrate the principles, methods, and processes.

= List specific treatments that are likely to be controversial.

= Makethelanguage as clear as possible. Thisincludes using big print,
paying attention to different language needs, discussing the coverage
with people face to face, providing counselors, and avoiding any
advertising or other public statements that may mislead people about
the extent of coverage. The goal isto achievetruly informed consent
that will not only create accurate expectations but that will hold up
in court.

= Create an appeals process that is fair to patients but is consistent
with the terms of the contract. The process will involve areview by
external impartial experts, but the instructions to the experts will be
different depending on the setting and the terms of the contract. For
example, in asetting that is committed to practicing evidence-based
medicine, the question to reviewers should be: What is the evidence
and does it meet the standard described in the contract? In a setting
that wants a looser approach to evidence, the question can be: In
your opinion, isthis treatment appropriate?

It isdifficult to overemphasize the importance of this step. Thisiswhere
plans can make clear the type of setting in which they are practicing, the
role of costs, the approach to evidence, and the implications of al these
for coverage and the standards of care. And this is where people will
make their choices about the type of coverage and care they want to
receive and the premiums they want to pay. If people prefer a different
setting than is being offered by a particular plan, they can and should
seek another plan that offers the setting, care, and costs they prefer. But
once the plan has made its commitment in the contract, and once a per-
son accepts that commitment, both parties should be held to it by the
courts.

What Can the Courts Do to Help?

If weimagine for a minute that “the courts’ is an entity that can respond
to social needs and make changes, there are several thingsit can do to
help support the conceptual and practical steps health care must take.
The first is to make a similar commitment to empirical evidence.
Experts will continue to play the critical role of introducing evidence to
the court, but it is the expert’s role as interpreter of the evidence rather
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than holder of abelief that is desired. When an expert expresses an opin-
ion, the court can and should ask to see the evidence behind that opinion.

The court should not assume that the validity of an expert’s testimony
is correlated with the expert'straining, affiliations, or other indirect mea-
sures, even experience. In fact, these characteristics may well correlate
better with personal and professional biasesthan with validity. For exam-
ple, the principle investigator of the world's largest research project to
demonstrating the value of some new treatment arguably hastheworld's
biggest incentive to have that treatment covered. Furthermore, creden-
tials and experience in some medical specialty do not necessarily mean
that an expert istrained in the formal methods of interpreting evidence,
even in that specialty. For areminder, experts in high-dose chemother-
apy, including the principle investigators of some of the most prominent
trials, testified vehemently that the treatment was effective, only to be
proved wrong. To the greatest extent possible, the credibility of an expert
should be based on the credibility of the evidence he or she presents.

The third thing courts can do is honor the contract. Specificaly, to the
extent that a plan’s contract describes the standards of evidence it will
apply, and the role of costs in coverage decisions and guidelines, the
court should respect what the contract says and ensure that the case is
evauated within the standards and methods agreed to in the contract. If
the contract specifies a strict requirement for evidence of effectiveness
before covering anew treatment, the court should look for evidence that
meetsthat standard. If the contract saysthat costswill be considered and
cost-effectiveness will be used, the court should accept and apply the
results of cost-effectiveness analyses. If the contract impliesthat atreat-
ment will be considered noninvestigational and covered if the patient’s
personal physician believesit isin the patient’s best interests, then that
should be the test applied by the court. Similarly, patients should be
expected to make reasonabl e attempts to read and abide by the contracts
they sign. In deMeurer v. HealthNet, Mr. deMeurer admitted he “threw
it in apile with all the other papers’ without reading it (Larson 1996).
That should not invalidate the contract.

A fourth step isto strivefor consistency and predictability. Thereisno
way that health care can reduce variations in practice patterns and high
rates of inappropriate care—two of the biggest contributorsto bad qual-
ity and waste—without making decisions that will be controversial.
(Notice that every instance of inappropriate careisinitiated by someone
who will argue it is appropriate.) In order for individual physicians,
groups of physicians, or plansto make controversial decisions, they have
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to be confident that they will be treated fairly if they end up in court. A
big part of the burden of achieving consistency rests on the plan's con-
tract; court decisions cannot be consistent until contracts are clear. But
the court itself, even setting issues of ERISA aside, also have aresponsi-
bility for increasing consistency. Judgments that bewilder outsiders can
destroy confidence that the courts can address difficult cases fairly.

The importance of this problem calls for some examples, all drawn
from HDC/ABMT for breast cancer. In one case the court ruled in favor
of the plaintiff on afinding that the following statement in the coverage
policy was ambiguous: “Autologous bone marrow transplants of other
forms of stem cell rescue (in which the patient is the donor) with high
dose chemotherapy and irradiation are not covered” (Bailey v. Blue
Cross & Blue Shield of Virginia, No. 94-2531 [4th Cir. Oct. 11, 1995]).
In stark contrast, a different court found the following criterion for
excluding coverage to be sufficiently preciseto find for the defendant: A
treatment is“ experimental or of aresearch nature” if it isnot “generally
accepted medical practice” (Peruzzi v. Summa Medical Plan, No. 98-
0069 [6th Cir. Feb. 27, 1998]). In an especially puzzling case, to avoid
any possibility of bias, HealthNet asked a group of cancer experts from
UCLA, UCSF, and Scripps to define for themselves the indications for
high-dose chemotherapy for breast cancer. A case of breast cancer
occurred that the experts agreed did not meet the indications they them-
selves had defined. HealthNet held the line, only to lose the case, have to
pay $1.3 million in damages, be castigated by the court for “extreme and
outrageous behavior [that] exceeded al bounds usually tolerated in aciv-
ilized society,” and be featured on the front cover of Time (Larson 1996).
Needless to say, we need more order than this if we are to successfully
address the issues of evidence and cost-effectiveness.

A final recommendation isfor the court to use court-appointed, neutral
experts. It is difficult enough for impartial people who specialize in the
interpretation of evidence to make sense out the existing research. It can
be hopeless for people who have less experience with numbers. Reliance
on competing experts in an adversarial mode is more likely to confuse
and distort than clarify. Some of the legal issues raised by this “gate-
keeper” model are discussed by Daniel W. Shuman in thisissue.

Precedents and Prospects

Thisisalong list of difficult recommendations. Some of the precedents
are hopeful; some are discouraging; and some are blatantly naive. One
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of the encouraging areas is the potential of the court to press experts for
the empirical evidence that supports their beliefs. Certainly there are
many precedents for demanding to know the empirical evidence behind
an expert'sopinion. A forensic expert who specializesin footprintsis not
just asked: “Was the accused at the scene of the crime?’ He or sheis
grilled on the evidence behind any answer to a question like that. In
health care cases, the courts appear to be more deferential to medical
experts and require less explanation or empirical evidence. But the
precedent to ask much moreisthere.

The precedents for applying or accepting cost-effectiveness analysis
(CEA) are less encouraging to me. As discussed by Peter D. Jacobson
and Matthew L. Kanna elsewhere in thisissue, the use of CEA in other
types of cases is mixed. In some cases an appeal to cost-effectiveness
provides asuccessful defense, in othersit killsadefendant’s case. If there
isapattern at all, it appears to be that cost-effectiveness analysisis used
when it can support the little guy against the big guy. To the extent that
thisistrue, it is not very encouraging to health plans. From the perspec-
tive of health care, the most promising case law isthe reasoning of Judge
Learned Hand in United States v. Carroll Towing (159 F.2d 169 [2d Cir.
1947)); thereis negligence when the cost of preventing an accident isless
than the probability of the accident multiplied by the gravity of the
resulting injury. Judge Hand's formula can be adapted nicely to the types
of problems seen in health care. But there appears to be considerable
variability in the extent to which Judge Hand's formulais actually used,
and its transferability to health careis unclear.

The most encouraging new development is the U.S. Supreme Court’s
recent unanimous ruling in Pegramv. Herdrich (120 S. Ct. 2143 [2000]).
Herdrich, a member of the physician-owned Carle Care HMO, had an
inflamed abdominal mass. The physician, Pegram, determined that it did
not constitute an emergency and instead of ordering an immediate ultra-
sound at a nearby hospital, scheduled an ultrasound at a Carle Care hos-
pital eight days later. In the meantime, Hendrich's appendix ruptured,
requiring emergency surgery. Because Carle Care rewards its physician
ownerswith ayear-end bonus for controlling costs, Herdrich argued that
the financial incentives compromised the medical care she received and
constituted an inherent breach of an ERISA fiduciary duty. The caseisa
good exampl e of the type of decision that hasto be made in a budget-lim-
ited setting. A physician chose a course of treatment that has a slightly
higher risk, because the magnitude of the risk was judged to be too small
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to justify the cost. It has the added feature that the physician making the
decision would sharein the savings.

The Court found for the physician. The immediate reason was that the
plaintiff had failed to create a claim under ERISA. But Justice David
Souter’s opinion for the Court went out of itsway to include apolicy dis-
cussion of the use of rationing and cost-cutting incentives by HMOs. His
opinion made it clear that it is appropriate for HMOs to ration care, con-
trol costs, and even use physician financial incentives to accomplish
these goals. “Imposing federal liability for efforts to reduce costs—the
entire purpose of managed care—could destroy HMOs altogether.” He
continued: “No HMO organization could survive without some incentive
connecting physician reward with treatment rationing. . . . Inducement to
ration care goes to the very point of any HMO scheme, and rationing
necessarily raises some risks while reducing others” The Court did not
specifically address the use of CEA, but the inclusion of cost-effective-
nessin benefit contracts and the use of formal methods to determine cost-
effectiveness should find support in Pegram.

At thispoint it isworth observing that the methods of CEA areimper-
fect and easily abused (see Drummond Renni€s essay in thisissue), and
often the necessary data are unavailable or untrustworthy. But before we
reject such analyses, we need to note that virtually every other aspect of
medical decision making is also imperfect and suffers from incomplete
data. Some examples from this discussion are the use of experts by
courts, benefits language in contracts, references to community stan-
dards, clinical research, and the estimation of a treatment’s outcomes.
Furthermore, the options that remain if one does not use formal CEA,
such asignoring costs, or trying to guess atreatment’s cost-effectiveness,
are imperfect. At least this provides a formal, accountable method for
addressing costs that is at least as good as any other approach. Limita-
tions of the methods and data should not cause usto discard it altogether
but to limit its use to cases the methods and available data permit.

One Final Thought

Considering all the problems, the necessary steps for health care, the
help needed from the courts, and the prospects for accomplishing it all,
it is easy to be discouraged. Indeed, we can expect turmoil for many
years to come. Thisleads to afinal thought. The best way for the health
care system to interact with the courtsisto stay out of them. Wein health
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care should do everything we can to prevent misunderstandings and con-
flicts, and to address them outside the courts through such things as coun-
seling, mediation, and binding arbitration. In the end, the most important
lessons are to be clear in our thinking, to be precise in our communica
tions, to be fair and consistent in our applications, and to be respectful
and helpful when disagreements do arise.
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