Effects on the Cost of
Practicing Medicine

The promise of EBM—improved patient care and higher stan-
dards of care—comes at a cost. While many argue that the sav-
ings far outweigh the expenses, physicians will no doubt see
some effect on the cost of practicing medicine.

Bl Fast Facts _

A EBM—including guidelines and protocols— has the potential
to bolster treatment decisions and improve the likelihood of
reimbursement. But there may be a downside to this. Page 35

A As new evidence-based systems are created to improve patient
care, new ways to bill for services must be developed. For ex-
ample, the evidence for health care teams may pave the way
for expanded reimbursement for ancillary care providers.
Page 40

A FEvidence-based guidelines may have legal implications for
physicians, too. Page 43

to one solution for rising healthcare costs. “Evidence-based
Medicine can be applied—and should be applied—as it
relates to cost savings in medicine, if done prudently,” says Greg
Brown, M.D., Director of Clinical Informatics of TeamHealth a
physician-staffing company headquartered in Knoxville, Tenn. “A
lot of shotgun approaches can be virtually eliminated if we can
tighten the probabilities and put them into algorithmic pathways.”
Dennis Schmuland, M.D., director, Microsoft U.S. Healthcare
and Life Sciences Health Plan Industry Management, and a

B eyond potential benefits to patient care, EBM may also lead
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board-certified family physician, says that payers—such as
health plans and self-insured employers—will lead the way to
EBM. “With consumers at the reins and the support of stake-
holders across the healthcare system, EBM real-time benefits are
well within reach.”

But while payers may lead the way, practicing physicians may
find that the changes affect their bottom line as well—in both
positive and negative ways. Data collection may save money, but
it also costs money, which can be a burden on small practices.
Many practices have balked at the cost of fully implementing
electronic medical records. Now they may not have a choice.

EBM has the potential to streamline aspects of patient care,
which can save physicians and their staff time. EBM is also part
and parcel of the pay-for-performance trend and other reim-
bursement changes, and it has implications for medical mal-
practice litigation and contract negotiations with payers.

“A lot of people are doing lots of research producing and
advancing the state of knowledge,” says R. Lawrence Van Horn,
Ph.D., M.P.H., M.B.A., at The Owen Graduate School of Busi-
ness, Vanderbilt University. “We’re learning more and more
about what works and what doesn’t work; and, very simply, we
should do less of what doesn’t work and do more of what works.
We should reward or support those who are doing more of what
works and encourage those who don’t, to revisit the way they are
treating patients and change accordingly.”

Time-Saving Guidelines

According to a study published in the American Journal of
Public Health in April 2003, performing all the recommended
preventive care for an average patient population would take a
family physician 7.4 hours of each day—Ileaving little time to
address any acute complaints that arose. This leaves physicians
with a major time-management conundrum.

Physicians are being asked to manage their patients in a way
that is difficult to accommodate within the amount of time they
have, explains William Caplan, M.D., Director of Clinical Strat-
egy at Kaiser Permanente Care Management Institute. “All of
their time would be spent on maintenance and prevention activ-
ities without being able to deal with the acute symptomatic
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issues that the patient was presenting with,” yet all of these
things are necessary.

Developing guidelines for single conditions such as diabetes,
hypertension, asthma, or chronic obstructive pulmonary disease
“is somewhat disconnected from the reality of our patients, who
are now presenting with more and more multiple chronic condi-
tions,” Dr. Caplan says. EBM may be able to help physicians
. manage these more complicated

The goal is to provide a tool for | situations. “What we need is an
the physician that takes a very | integrated system of decision
complicated circumstance and supports that tells the physician

simplifies it to some degree. what issues are the most signifi-
Physicians would use the tool |  cant and present the highest risk
tO f|nd the pl’efel’red treatment Of morbldlty for that patient.
protocol or appropriate selec- | Those two things should have

tion of drugs for a patient who
has two or three of these
chronic conditions.

the highest priority, and “all of
those issues need to be tracked
over time in a system of care,”
Dr. Caplan says.

For example, blood-pressure control parameters differ greatly
in the patient with hypertension, diabetes, and heart disease
compared with the patient who has isolated hypertension, Dr.
Caplan says. Kaiser’s Prevent Heart Attacks and Strokes Every-
day (PHASE) program in northern California is designed to help
physicians manage patients with hypertension, diabetes, previ-
ous documented heart disease, chronic renal insufficiency, or
combinations of conditions. The goal is to provide a tool for the
physician that takes a very complicated circumstance and sim-
plifies it to some degree. Physicians would use the tool to find
the preferred treatment protocol or appropriate selection of drugs
for a patient who has two or three of these chronic conditions.

Many organizations are using “active guidelines” within elec-
tronic medical records to save physicians time and to focus the
patient encounter. For example, a physician treating a diabetes
patient for hypertension can use the EMR to link back into the
section of the guideline that refers to that patient, Dr. Caplan
explains. “It pulls the appropriate recommendations and refer-
ence materials in a way that is concise, and then it is linked into
an order set. You can actually order the drugs within the elec-
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tronic system that are both evidence-based and mapped to that
patient’s set of conditions, and you can do it in a way that min-
imizes inefficiency.”

Vendors who produce electronic systems or knowledge bases
are working toward a seamless transition that will allow physi-
cians to use reference and guideline materials and order sets
without navigating through a complicated electronic environ-
ment, Dr. Caplan says.

Insurance, Reimbursements, and Challenges

EBM—including guidelines and protocols— has the potential
to bolster treatment decisions and improve the likelihood of
reimbursement. But there may be a real downside if payers or
malpractice prosecutors misuse the information. If a physician
strays from evidence-based guidelines or misinterprets data, he
or she may run the risk of forfeiting reimbursement—and per-
haps even facing legal consequences.

The meaning of “evidence” is to a degree in the eye of the
beholder. “The concept of what is good evidence is actually
quite a fluid one,” says Sara Rosenbaum, J.D., professor of law
and policy at George Washington University School of Public
Health Services in Washington, D.C. “Depending on who gets to
define what is evidence that would be relevant to the decision
about care and coverage, the results can be very different.”

For example, a physician who bases a patient’s treatment on
past experience or even a clinical study that he or she believes is
sufficient evidence may run into trouble if the payer contends
that the evidence is not relevant or strong enough because there
have been no randomized, double-blind, controlled studies. On
that basis, the payer could deny coverage.

TennCare, Tennessee’s Medicaid demonstration program, has
on the books a definition of medical necessity that has the poten-
tial to cause trouble, says Professor Rosenbaum. (TennCare was
created in 1994 to replace Tennessee’s original Medicaid pro-
gram.) “In its definition, TennCare basically puts the burden on
the patient and the patient’s provider to have to affirmatively
show safety and efficacy of medical care—essentially the FDA
standard, which has never been used in medical care—and clas-
sifies as irrelevant clinical inferences drawn from similar cases.”

topamax360.com

www.doctorsdigest.net 39



She notes it is not clear that this definition has ever been put into
effect, but its provisions are stringent.

The burden is more than arduous, she explains, adding that it
would be virtually impossible to rebut. “Nobody could meet that
burden of proof because most medical care has not been subject
to randomized control trials for safety and efficacy,” Professor
Rosenbaum states. “It would exclude virtually all of medical
care. It literally allows the payer to exclude from payment any-
thing the payer doesn’t want.”

Professor Rosenbaum points out that in the Medicare Part D
drug benefit program, the burden of proof is on the patient and
the provider to demonstrate the need for an exception from the

Evidence-based Oncology Protocols

As with most conditions, there’s a lot of variability in how patients
with cancer are treated. Variations may be due to the patients’ overall
health, the physician’s approach to care, the availability of services in
a certain area, or a multitude of other factors. At Kaiser Permanente,
management is using EBM to determine which variations are most
effective. The goal is “to standardize around a common set of proto-
cols that are supported by evidence and experience,” says William
Caplan, M.D., Director of Clinical Strategy at Kaiser Permanente Care
Management Institute. “We are trying to create a set of standardized
treatment protocols for many of our major cancer diagnoses.”

Kaiser has collected the cancer treatment variations supported by a
review of the evidence through clinical trial programs and literature
that the health plan’s oncologists and oncology groups are using.
Those variations are being reviewed by a panel of inter-regional oncol-
ogy chiefs.

Kaiser has already developed guidelines on the use of antiemetics
and management of neutropenic fever caused by use of chemothera-
peutic agents, and the use of Epogen and similar agents in maintain-
ing hemoglobin in blood counts, according to Dr. Caplan. The
pharmacy service’s analytic unit uses evidence-based processes to
evaluate new therapeutic agents for oncology, as well as other condi-
tions, for potential inclusion in the formulary. “We have our own inter-
nal capacity to evaluate these agents through the Pharmacy and Audit
Services that gather the relevant and current evidence in support of
these drugs and do an assessment and evaluation.”

36 www.doctorsdigest.net

formulary. If the insurer denies the exception, only the physi-
cian’s most arduous efforts on behalf of a patient will get that
patient covered, she says.

Once a provision is already on the books, it can be difficult to
make changes. That’s why Professor Rosenbaum says, “The time
to deal with this is as legislation is being developed. It is a whole
different approach to thinking through involvement in the pol-
icy-making process.”

Most people simply do not understand the significance of this
issue, and most physicians are not active enough in health pol-
icy issues to get involved when decisions like this are being
made, Professor Rosenbaum says.

Drug Costs

EBM may also lead to a more comprehensive cost-benefit
analysis of therapeutic agents. An EBM approach allows a larger
range of data to be considered.

The two key factors used in deciding which drugs to add to a
formulary or recommend to a patient are disease-related out-
comes and patient-related outcomes, says pharmacist Paul
Chrisp, Ph.D., Editor-in-chief of Core Evidence, a new evidence-
based journal for medical decision-making. The editors describe
the publication as the first international, peer-reviewed journal
to assess new drugs by critically evaluating evidence on clinical
effectiveness and outcomes. The assessments in Core Evidence
speculate on the potential economic impact of a new drug or its
impact on resource use within a particular healthcare setting.
Value for money and evidence-based clinical effectiveness are
the two big drivers in health care today, says Dr. Chrisp. “Any
decision on whether to use a particular new drug in any health-
care setting is dependent on its cost effectiveness.”

Disease-related study outcomes are easy to measure, Dr.
Chrisp says. They answer questions that are important to health-
care providers, such as how much one drug lowers cholesterol or
how much another drug reduces blood pressure.

Patient-related outcomes, on the other hand, provide answers
to the questions that matter to the patient, such as these: Will
taking this drug prevent me from having a heart attack? Will it
stop my symptoms? Will I be able to walk to the bus stop or
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make my own meals? This information is harder to come by.

Dr. Chrisp says Core Evidence ties these two together by pre-
senting evidence of a drug’s clinical effectiveness and economic
arguments about its likely impact in practice. “What we try to do
is take the widest context of what doctors are actually facing and
what formulary groups are actually facing when making these
decisions and present the evi- .
dence in a coherent way,” he says. Value for money and evidence-

“We focus on the things that | pased clinical effectiveness are
matter to doctors and patients, the two big drivers in health care
and we evaluate the strength and today, says Dr. Chrisp. “Any
reliability of the evidence decision on whether to use a
against those key outcomes and | Particular new drug in any
say whether the evidence actu- healthcare setting is depf,ndent
ally supports the drug or is on its cost effectiveness.
equivocal or is weak,” Dr.
Chrisp explains. Where patient-related outcomes are mentioned
in clinical studies, “we try to emphasize that,” and he adds,
“where they’re lacking, we say that there is no patient-related
outcome evidence for this drug, only disease-related outcomes,
and that in itself is an important observation.”

For example, in a recent review of a drug used in Alzheimer’s
disease, the journal’s analysis indicated the drug was cost effec-
tive if all aspects of care are considered, such as the time spent
by family members caring for elderly relatives with Alzheimer’s
disease. Without the patient-related data, however, the same drug
did not appear cost effective.

According to Dr. Chrisp, readers are finding this type of infor-
mation helpful. Feedback from managed-care groups and health
services indicates the information is very useful, and in some
instances the reviews become the cornerstone of formulary
work. For the average physician, a journal like Core Evidence
can help with planning and budgeting to accommodate promis-
ing new drugs. Physicians need to keep up with the latest devel-
opments, and not to waste money on less effective treatments.
Physicians also need to make sure they are able to engage in dis-
cussions with patients who ask about new drugs they see adver-
tised on television or in the press, he adds.

“It’s about effective use of resources,” says Dr. Chrisp, “that’s
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the bottom line.”

Incentive Costs

Insurance companies are also using EBM to establish cover-
age and reimbursement schedules. According to Thomas Sim-
mer, M.D., Senior Vice President and Chief Medical Officer at
Blue Cross Blue Shield Michigan, EBM concepts fall into three
categories at his organization:

B New technology assessments, which determine what is inves-
tigational and what is considered established therapy.

B Clinical practice guidelines endorsed by the health plan.
(These are evidence-based guidelines rather than consensus
guidelines, and the level of evidence behind them is communi-
cated to the practitioner. Those endorsements go through an
organization called the Michigan Quality Improvement Consor-
tium.)

B Pay-for-performance programs, which BCBSM calls “value
partnerships.” “These are programs where we work with physi-
cians through physician organizations,” Dr. Simmer says. These
include more than 50 physician organizations and 1.2 million
members. The metric that governs that program links to EBM
particularly on the quality side, he explains.

“It’s a little bit different on the cost side,” which Dr. Simmer
says “has primarily focused on generic use; and you could argue
that’s evidence based because there’s a slew of evidence that
generics are equivalent to branded substances with the same
chemical composition, and that it’s just more cost effective to
prescribe a generic,” he explains.

The metrics for quality center around five conditions, says Dr.
Simmer: diabetes mellitus, persistent asthma, congestive heart
failure, coronary heart disease, and appropriate use of antibi-
otics. Blue Cross Blue Shield Michigan uses 17 standard meas-
ures (not original to BCBSM) in these categories. Each of their
groups is measured by these standards, and an overall report for
the health plan is created. The goal is to improve health plan per-
formance for all the practice groups.

“In our company we have an incentive payment process” that
rewards physicians who meet or exceed baseline goals, with
extra rewards for those who go beyond the stated goal, he
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explains. Using a flexible approach allows physicians to have
more latitude to focus on the areas they want to focus on, based
on the realities they face in their individual groups. “We reward
the groups based on the level of their contribution to our health
plan achieving its overall goals for this quality improvement pro-
gram,” Dr. Simmer says. He estimates that the reward pool to be
divided among the three categories for 2007 will amount to some
$25 million.

“We want to engender a collaborative spirit of sharing best
practices” and sharing rewards, Dr. Simmer explains. By stimu-
lating individual groups’ creativity, not only do individual
groups improve, but the entire plan improves by adopting suc-
cessful programs the members have created.

New Ways to Bill for Services

As new evidence-based systems are created to improve patient
care, new ways to bill for services must be developed. This has
been especially true for services for patients with chronic con-
ditions, says Dr. Simmer.

In the old model, the physician-patient encounter was based
on a chief complaint; and the encounter was documented in the
physician’s medical record, which was also problem oriented
and focused on the chief complaint. But the effectiveness of that
model has been challenged. The new “Chronic Care Model rec-
ognizes that the physician’s care has to be organized around the
condition the patients have, not around the problem [with which]
they present,” Dr. Simmer explains. “We have had to change
some of our reimbursement policies to be able to pay for the care
components” which were previously non-payable services, says
Dr. Simmer. Instead of having a physician-patient encounter, the
goal is “a productive interaction between an informed, activated
patient and a prepared, proactive practice team.” That opens the
door for payment for services provided by a nurse or other staff
member.

To implement this model, a practice may set up a system of
“planned visits.” First the practice sends a letter to the patient
with a chronic illness telling of the upcoming visit and what to
expect. When the patient arrives at the office, the medical assis-
tant who greets the patient has a printed list of all the services

40 www.doctorsdigest.net

that person needs. In the case of a diabetic patient, Dr. Simmer
says the medical assistant would be trained to do a rigorous foot
exam and, if needed, retinal photography. The physician reviews
test results graphically displayed in a binder so the patient can
compare progress relative to the goals set with the physician.
Often patients may also have group visits during which people
with similar conditions bring their binders and talk about such
things as what was difficult about managing their weight, Dr.
Simmer explains.

The result is “an activated patient,” and that is important, Dr.
Simmer says, “because 99.99 percent of the time, the patient is
not at the doctor’s office, and the real key is what they do out-
side of the doctor’s office. The old model of just telling people
what to do doesn’t work. It frustrates everybody.”

Even though there has been literature to prove this model’s
effectiveness, it has been difficult to implement because care
provided by non-physician members of the practice team was
not billable. Physicians were not able to practice the way they
thought they should because of reimbursement issues.

To change that, Dr. Simmer says, “We have had to work with
the doctors to figure out a way to make these services— that we
all consider to be valid — payable.” It isn’t easy, he adds, but
“this is part of redesigning care so that the business case for that
care is solidly based on what’s billable as a legitimate fee for
service.”

To make it work, BCBSM had to use Medicaid codes because
the CPT codes produced by the American Medical Association
were largely physician centric. “They don’t have too many codes
for billing non-physician services coming out of the AMA,” Dr.
Simmer says. BCBSM found the valid HIPAA-compliant codes
they needed were only used by Medicaid. It turned out, he
explains, “Medicaid had to cross this bridge a while back to pay
for social workers and other things because the patient popula-
tion was needier when it came to structuring the care.”

The two codes BCBSM uses to cover non-physician services
provided by other members of the care team are T1015 and
T1019. These codes allow for services to be billed when they are
“incident to the physician visit,” Dr. Simmer explains.

The way it works is simple. After seeing the patient, the physi-
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cian says the rest of the care team has to provide the remaining
services, which can then be billed using the Medicaid codes at
$60 for every 30 minutes that non-physician care providers
(nurses, social workers, pharmacists, diabetes educators, nutri-
tionists, and others) on the care team spend with the patient.

“They can now bill us” for those services, Dr. Simmer says.
“We’ve allowed these groups to bill these codes as ‘incident to
the doctor’s visit’ so that the patient’s co-pay only applies to the
doctor’s visit. There’s no additional co-pay for the rest of these
services.”

Is it working? Dr. Simmer says their groups are now telling
BCBSM that this has made it possible for them to create a
healthcare team—the model supported by the evidence for treat-
ing chronic conditions. However, he notes not all practices have
been able to set up the model. He points out that in a practice
with only two or three physicians, there may not be the patient
numbers to justify the creation of a whole care team.

Some physicians may also be unwilling to give up their role
as sole provider. However, Dr. Simmer points out, paraphrasing
a favorite quote: “When you’re talking with patients, remember

HMO EBM Advantage x 2: Rx Analysis

When Cox-2 Inhibitor drugs came on the market, Kaiser Perma-
nente’s pharmacy analytic services and medical groups did their own
evaluation of the drugs’ risks and benefits. They collected data inter-
nally and made a judgment that Cox-2 inhibitors were to be used only
in selective instances based upon their risk. “Because of that,” says
William Caplan, M.D., Director of Clinical Strategy, Kaiser Permanente
Care Management Institute, “the prescribing patterns of those drugs
by our clinicians were quite different from what we saw nationally. And
as it turned out, those drugs were indeed associated with levels of risk
that were really, | think, unwarranted, given their benefit.”

Kaiser’s reviews also changed the pattern of prescribing for upper
respiratory illnesses, which are overwhelmingly viral in origin, Dr.
Caplan notes, based on existing evidence and external guidelines that
clearly pointed to overuse of medications that lack efficacy. As a
result, Kaiser physicians’ use of antibiotics for these conditions has
greatly diminished.
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it’s not the information that you impart, it’s the information that
they need and retain. Your role as educator is not to be the sage
on the stage, but to be the guide on the side.”

There is belief that patients want to see the doctor, not ancil-
lary care providers. While that may be true at first, the evidence
suggests that when patients actually interact with multiple mem-
bers of the team on a consistent basis, they begin to have trust in
that team and its members, says Risa Lavizzo-Mourey, M.D.,
M.B.A., and CEO of the Robert Wood Johnson Foundation.
Then, if they see the nurse practitioner instead of the physician,
“they don’t feel as though they’re being slighted because they
are getting what they need, when they need it.” However, when
patients do not know all the members of the team and are not
able to develop the ongoing, trusting relationships with ancillary
providers, that’s when people are at risk of feeling they’re not
getting the care they expected, she adds.

Liability Cost Savings

Liability is the most important legal issue involving EBM,
says Professor Rosenbaum, both in terms of patient care and the
physician’s legal liability. On the plus side, EBM helps practi-
tioners and providers develop systems that incorporate the best
available research that can help reduce liability risks.

For example, when the professional liability market hardened,
TeamHealth went to a self-insurance model for their providers. In
order to decrease the cost of this undertaking, the organization
decided to look at its large database of actuarial experience to
determine where its greatest ongoing exposure was and to see
whether changing patient behaviors could induce better outcomes.

TeamHealth looked at two major areas that Gar LaSalle, M.D.,
Chief Medical Officer of TeamHealth, says “seemed to have a
high number of high-dollar cost claims.” One was acute coro-
nary syndrome, which he notes is still a leading cause of mal-
practice claims in this country. However, TeamHealth has been
able to dramatically reduce that claim in its organization. Its
solution was to analyze available research on the topic and
develop a curriculum to educate physicians about the prudent
approach to acute coronary syndrome, using high-risk clinical
scenarios and essential information from current literature on the
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subject. Physicians must pass a test to prove their competency in
the area before the organization’s insurance will cover them, Dr.
LaSalle explains.

TeamHealth took a similar path to review how physicians han-
dled transient ischemic attacks (TIAs). The company reviewed
billing data, actuarial experience, and the evolving standard of
care for managing TIAs in the

Physicians should remember,
however, that guidelines and
protocols do not provide legal
protection. Practice guidelines
tell physicians what they can do
for a patient; but, notes Profes-

subset of patients who go on to
have a stroke within a short time
period. Dr. LaSalle says, creat-
ing a standarized system “was
not turn-key” (instantly ready to
implement). To make it work,

unlikely, the physician must make an effort for the patient’s sake
as well as for the physician’s legal protection. Physicians should
not simply accept the verdict of an insurer; they must question
and evaluate based on evidence and, if the evidence warrants,
challenge the verdict.

“You have to tell your patient, ‘Look, this is what your insurer
will cover. I am advising you that you need X and Y, and your
insurer will only pay for Z. I will help you fight with the insurer

to help you get that coverage. I
want you to understand that if
you only want what the insurer
covers and we can’t budge the
insurer, then it is against my

]
“What we know about medi-

cine is constantly changing,”
says Dr. Kramer. “Sometimes
our intuition or notions of what

sor Rosenbaum, “If you rely | TeamHealth used a two-pronged
unquestionably on  practice approach that first exposed their
guidelines and do not protest if . .

o e physicians to what the current
you don't think that they are literature said and then gave the
appropriate for your patient, you . o g L
will be liable for malpractice.” physicians “their own statistics

and profiles” showing what the

physicians were actually doing.
Insurance companies may use EBM as the basis for encour-
aging practitioners to prescribe generic rather than brand drugs.
Managed-care companies may develop treatment protocols for
chronic conditions based on EBM. Practice guidelines may be
established as a result of EBM research.

Physicians should remember, however, that guidelines and pro-
tocols do not provide legal protection. Practice guidelines tell
physicians what they can do for a patient; but, notes Professor
Rosenbaum, “If you rely unquestionably on practice guidelines
and do not protest if you don’t think that they are appropriate for
your patient, you will be liable for malpractice. The insurer prob-
ably will not be.”

Although the protest may result in a denial, physicians are
expected to fight for their patients, adds Professor Rosenbaum.
“When a practice guideline is ill suited for one of your patients,
you really have to go the extra mile to try to get the insurer to do
the right thing.”

In some cases the physician may succeed in persuading the
insurer to change a decision. But even if that outcome seems
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medical advice [to proceed with | is true turn out to be wrong; so
the insurer’s recommendation],” we all need to be prepared for
Professor Rosenbaum says. “I surprises, and we all rllee‘d to be
would not only fight for the prepared. to kgep rethinking our
patient, but I would write the assumptions.

patient a letter; I would note in

the medical record that you counseled the patient. This is where
communicating with patients is absolutely critical,” she adds.

“In other words, you have got to do an informed consent with
your patient. You can’t just blindly follow because the insurer says
that is what you are supposed to do,” Professor Rosenbaum says.

This type of clear communication with the patient is not only
the proper thing to do in terms of patient care, Professor Rosen-
baum adds, but it is also the best way to limit your own liability
exposure.

Regardless of the physician’s medical setting—managed care,
HMO, PPO, or other—“If you comply without protest and go
along with a practice standard that you know is simply not
appropriate—but that is what the payer will pay for — then you
actually could face liability.”

When BCBSM talks to physicians, “We tell them that people
who practice according to Evidence-based Medicine are obvi-
ously better protected than those who don’t; and unless they
change how they practice medicine, there’s a gap,” says Dr. Sim-
mer. “That gap is a dangerous thing for them, but we haven’t
gotten very far with doctors feeling in any way consoled by Evi-
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dence-based Medicine as a means of addressing the liability
questions. That’s what we say to them, but it doesn’t carry much
water for us.”

EBM in Action

Medical oncologist Barnett Kramer, M.D., M.P.H., Associate
Director for Disease Prevention at the National Institutes of
Health and Director of the Office of Medical Applications
Research, walks physicians through the process of making med-
ical decisions using EBM.

“What we know about medicine is constantly changing,” says Dr.
Kramer. “Sometimes our intuition or notions of what is true turn
out to be wrong; so we all need to be prepared for surprises, and we
all need to be prepared to keep rethinking our assumptions.”

There are different ways to test our assumptions, he says, but the
randomized trial is probably the strongest and most efficient test.

Dr. Kramer explains the process of evidence-based decision
making as looking for the strongest evidence that is out there,
which is sometimes—but not always—a randomized, controlled
trial or trials, and seeing how well it applies to the clinical deci-
sion you have to make and how it applies to your patient.

He lists the formal steps involved in making an evidence-
based decision:

1. Frame the question at hand. What are the salient questions
that I have to sort through for this patient?

2. Look at the literature or look at the summaries of the litera-
ture to see what the best evidence is that addresses that question.

3. Decide how closely the strongest evidence or the aggregate
of evidence fits the patient that you’re dealing with.

4. Make the decision, and then help the patient to make the
decision.

5. Evaluate the outcome of your decision, creating a feedback
loop to see whether the main question was formulated in the
right way; then you can go back to evaluate whether the outcome
was as you anticipated or whether you need to reformulate the
question or keep it open.

People who have suspicions about evidence-based decision
making may not be aware that it is patient based and patient ori-
ented, Dr. Kramer says. The physician trying to make an impor-
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tant clinical decision does not accept the literature without inter-
pretation. And, there is a certain art in interpreting and evaluat-
ing the consequences of your decisions, he adds.

Obviously no physician can make a complete, systematic
search of the literature for every decision that he or she will
make. All physicians need to look for ways to streamline deci-
sions. Fortunately, there are a

u
number of databases that a  [Tajl physicians need to look for
physician can consult with for- | ways to streamline decisions.
mal rating systems or at least Fortunately, there are a number
formal assessments of the of databases that a physician
strength of the evidence. can consult with formal rating

Dr. Kramer gives an example | systems or at least formal
of formulating the question: assesgments of the strength of
“Let’s say I already know that the evidence.
my patient has a rising PSA.
What do I do about it?” He says one could go to the existing
databases that summarize the literature. Three databases he likes
are the National Cancer Institute Physician Data Query
(www.cancer.gov/cancertopics/pdq), UpToDate (www.uptodate.
com), and the American College of Physicians’ PIER (www.
pier.acponline.org).

These databases allow for quick assessments of important
clinical questions, Dr. Kramer says. “You can search on the
questions or keyword or topic. They try to tell you to whom the
evidence applies and how strong the evidence is and, usually,
what the potential harms are, not just the benefits, and what is
the strength of the evidence or the strength of the recommenda-
tion.” An added benefit is that the reviews are usually systematic
so they do not rely on one author’s recollection of the literature,
which Dr. Kramer notes can be selective.

The search results can be read pretty quickly, he says. “Even
when I attend in the clinic, I have these databases on the com-
puter; and it doesn’t take more than perhaps 10 or 20 minutes to
read through” the results of a search, he says.

The next step is to ask how closely the literature applies to the
patient in question. Is the age right? Obviously, Dr. Kramer
notes, if the physician is trying to make a decision on a very ill
85-year-old and finds that all the studies were done on healthy
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60-year-olds, the physician has to apply clinical judgment about
whether the benefits will be of the same magnitude as in the lit-
erature and likewise will the harms be of the same magnitude.
Then the physician can sit down with the patient and tell the
patient what is known from the literature and how it applies to
the patient. Of course, Dr. Kramer says, if the patient wants the
physician’s opinion about which way he or she would go, then
obviously the physician can give his or her opinion, provided it

is based on the totality of the evidence.

Ideally, Dr. Kramer says, physician and patient make the treat-
ment decision together. However, he notes, often the benefits so
greatly outweigh the harms of an intervention that it is easy to
say the standard practice would be to give a specific therapy or
specific advice. But “there are many cases in medicine where it’s
a much closer call,” Dr. Kramer adds. The decision may be
driven by personal factors that only the patient can know. In
those circumstances, he says, it is most useful to explain every-
thing to the patient, including the salient important benefits and
everything that is known about the important harms, and to see
if the patient feels comfortable making the decision or has fur-

ther questions.

“Every patient has his or her different style,” Dr. Kramer says.
Some may listen to the pros and cons and say, “I came here to
get your opinion. What would you say?” In that case, if the
physician knows the patient’s values and concerns and is com-
fortable doing so, he or she can make a recommendation.

Similarly, knowing the patient’s fears gives the physician an
opportunity to provide information that will ease them. For
example, a patient who is afraid of surgery because someone
close to him died on the operating table may be reassured by
learning that the risk of dying from this surgery is relatively low.
An elderly patient may decline surgery that the evidence says
would add five to seven years to his life because he has other
medical problems and is less concerned about the additional life

span than about the up-front harms, Dr. Kramer says.
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