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and hiigated malprachee cases
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to trial
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Appendix H:
Clinical Practice
Guidelines

and

Malpractice Liability

linical practice guidelines have been

hailed as tools that can help reduce defen-

sive medicine, improve the quality of care,

and protect health care providers from un-
predictable Liability by clarifying the legal stan-
dard of care (59,101 ,188). Medical professional
societies have been developing clinical practice
guidelines for some years now. In 1989, Congress
established the federal Agency for Health Care
Policy and Research (AHCPR), which is charged
with conducting medical effectiveness research
and developing and disseminating national clini-
cal practice guidelines (249).

Despite high hopes in Congress and the Ad-
ministration and continuing enthusiasm among
academics for the clinical practice guidelines
movement (30,59), a number of factors are likely
to limit the impact of guidelines on medical liabil-
ity and physician behavior. This appendix ex-
amines the potential impact of clinical practice
guidelines on medical liability. First, it describes
the existing legal standard of care and the current

role of clinical practice guidelines in helping to
determine it. Second, it discusses limitations of
guidelines as legal standards of care. Third, it de-
scribes some state initiatives to promote the use of
guidelines in litigation. Finally, it comments on
the potential role of guidelines in bringing about
more cost-effective medical care as our health care
system struggles to contain costs.

CURRENT USE OF GUIDELINES AS
LEGAL STANDARDS

Because they are more or less concise statements
of what the profession deems to be appropriate
care, clinical practice guidelines developed by
groups of physicians are clearly relevant evidence
of the legal standard of care, which is based on
customary practice. In fact, the development and
acceptance of national guidelines for hospital care
provided impetus for abandoning the strictly local
standard of care for hospitals in some jurisdic-
tions.” However, factors inherent in both the legal

"In this appendix, guideline refers to a clinical practice guideline itself. and srandard refers to the legal standard of care. In general practice,
as well as in certain places in this appendix, these terms as well as others (e. g., parameter and protocol) are used interchangeably.

In Cornfeldtv.Tongen, 262 N.W. 2d 684 (Minn.1977), the appeals court determined that [he trial court had erred in not admitting Joint
Commission on the Accreditation of Hospitals as evidence of the legal standard of care. See also Darfing v. Charleston Community Hospial,

33[H.2d 3262 HINE.2d 253 (1l 1965) (55).

14U
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system and in guidelines themselves limit the role
guidelines currently play in the litigation process.

The Legal Standard of Care

To prove that a medical practitioner committed
medical malpractice, a plaintiff must establish:

1) that the provider owed a duty of care to the pa-
tient,

2) that the provider breached this duty by failing
to provide care that met the applicable standard
of care for that practitioner under the specific
circumstances,

3) that the patient sustained compensable dam-
ages, and

4) that the physician’s breach of duty was the
proximal cause of those damages.

It is in establishing the second element, negligent
conduct, that clinical practice guidelines have a
potential role.

The applicable standard of care in a given case
is established through expert testimony. Both the
plaintiff and defense counsel call to the stand ex-
pert witnesses who testify as to what constituted
an appropriate level of care in the patient’s case
and whether or not the defendant physician
breached this standard. Expert testimony is based
on the experience of the witnesses themselves as
well as their knowledge of the literature (which
may include textbooks, journal articles, or clinical
practice guidelines); hence, the courts defer to the
medical profession rather than to some objective
or lay standard in determining the scope of a phy-
sician’s duty to a patient.’ After testimony has
been delivered, it is up to the jury to decide whe-
ther or not the physician has breached the standard
of care, although in extreme cases the court may

take this decision away from the jury by directing
a verdict.

Until relatively recently, the legal standard of
care was articulated as a strictly local standard:

A physician is bound to bestow such reasonable

and ordinary care, skill, and diligence as physi-

cians and surgeons in good standing in the same
neighborhood, in the same general line of prac-
tice, ordinarily have and exercise in like cases

(190).

Today, most jurisdictions apply a national stan-
dard for medical specialists that allows plaintiffs
and defendants access to expert witnesses from
outside their locality.'The specific standard va-
ries from state to state. In some jurisdictions, the
standard recognizes situational resource con-
straints--e.g., a practitioner would not be held li-
able for failing to perform a magnetic resonance
imaging study if no facilities were available (86).

Additional safe harbors under the customary
standard are the “respectable minority” rule,
which allows practices that deviate from the pro-
fessional norm as long as they are followed by a
respected minority of practitioners;5 and the “er-
ror in judgment” rule, which protects a physician
who chooses between two or more legitimate
courses of treatment (109).

How Guidelines Are Admitted
as Evidence
Courts generally bar written guidelines from be-
ing admitted as evidence under the hearsay rule,
which prohibits the introduction of out-of-court
statements as evidence (150). In these cases,
guidelines can only color the evidence to the ex-
tent that expert witness testimony reflects their
contents. Certain guidelines, however, may be ad-

"The professionally determined standard was challenged successfully in #Hellingv Carey.83 Wash. 2d 514, 519 P, 24 9% 1 (Wash. 1974).
in whichthe court rejected the professional standard for glaucoma screening in favor of its own higher standard. The precedent set by this case.

which sparked considerable concerminthe provider community. has since been restricted (o apply (rely tosituations of obsious negligence (83).

*Muost jurisdictions apply a national standard of care for board-certified specialists, but a significant number still apply a local standard
for general practitioners. The most common formulation of the standard currently is a modifiedlocality rule. which requires physicians tomect

the standard of physicians practicing 1n “the same or similar” localitics (9).

< See.n g Chumbler  McClire. 505 F. 2d 489 (6th Cir, 1974
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mitted into evidence as “learned treatises,” a class
of statements that are granted exception from the
hearsay rule in many jurisdictions (1 13). Federal
Rules of Evidence, which have been adopted in a
similar form by most states, define the “learned
treatise” exception as follows:

... statements contained in published treatises,
periodicals, or pamphlets on a subject of history,
medicine, or other science or art, established as a
reliable authority by the testimony or admission
of the witness or by other expert testimony or by
judicial notice (150).

There is no hard and fast rule as to which guide-
lines have “reliable authority.” Guidelines reflect-
ing comprehensive analysis of scientific evidence
and broad consensus among members of the pro-
fession are likely candidates, but courts them-
selves are likely to defer to expert opinion regard-
ing the scientific validity of a guideline rather than
make such judgments themselves (113).6

Use of Guidelines in Establishing the
Legal Standard of Care

Once admitted as evidence of the legal standard of
care, guidelines do not carry greater legal weight
than any other expert testimony—i.e., they are not
regarded as definitive statements of the standard
of care. Once all testimony has been heard, it is left
to the jury to decide the applicable legal standard
of care. Even when a guideline is quite explicit
and straightforward, it is not clear how much
weight it will be accorded by the jury. OTA knows
of no studies that have examined the reactions of
juries to the use of guidelines as evidence.

Under the current customary standard of care,
clinical practice guidelines can only influence the
standard to the extent that they are adopted into
common medical practice. The existence of a

guideline might not be persuasive if expert wit-
nesses testify that most physicians do not follow
it. In spite of extensive and focused guidelines de-
velopment in some areas of practice, physicians
are sometimes slow to incorporate them (1 32).
Additional incentives and dissemination tactics
may. be needed to change physician behavior m
accordance with guidelines.

A recent study suggests that guidelines current-
ly play only a small role in litigation but that this
role may be increasing ( 100). The authors studied
guideline use from the three different perspectives
in order to assess their use in the various phases of
medical malpractice litigation.

= A national review of all published court opin-
ions between 1980 and 1993 found only 32
cases in which the opinion indicated that guide-
lines had been used as evidence of the standard
of care.

» A review of a sample of 259 claims—both open
and closed—i{rom two malpractice insurance
companies found that only 17 involved the use
of guidelines.

= In a random sample survey of medical malprac -
tice plaintiff and defense attorneys, 36 percent
of attorneys reported that they had at least one
case per year where guidelines played an im-
portant role. Moreover. 30 percent of attorneys
reported they felt the use of guidelines in litiga-
tion was increasing ( 1 00).

The study identified more claims involving the
use of guidelines by plaintiffs than claims involv-
ing the use of guidelines by defendants. In many
cases, attempts to use guidelines as proof or rebut-
tal of negligence or nonnegligence were unsuc-
cessful. The most frequently cited guidelines were
those published by the American College of Ob-
stetricians and Gynecologists ( 100).

6 ArecentU S, supreme Court decision, Daubert v Merrell Dow Pharmaceuticals, 113 8. Ct. 2786.1 251 Ed.2d 469 (1993), gives Judges

greater responsibility for making independent judgments of the scientific validity of evidence before it i3 admirted m court. [t is unclear how

this decision wilt affect [he admissibility of ¢l inical practice guidelines as evidence of the professional standard of care butitdoes herald a shifi

away from relying solely on expert upinionto make such judgments.
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BARRIERS TO THE USE OF
GUIDELINES AS LEGAL STANDARDS

One factor limiting the impact of guidelines in liti-
gation 1s that their language and form are often not
amenable to usc as legal standards. Some guide-
lines offer several treatment options, while others
offer a single option but do not hold it forward as
the only acceptable one. A typical guideline fre-
quently includes allowances for deviation based
on professional judgment.

Many medical societies consciously avoid the
use of words such as always and never when draft-
ing guidelines and avoid referring to their guide-
lines as standards for fear of potential adverse le-
gal consequences (232). AHCPR has also been
concerned with potential legal consequences of
guidelines development and has sought immunity
from civil liability for the members of its guide-
lines panels (2.54).

The American Medical Association (AMA)
shares these concerns about the legal implications
of guidelines. Although it encourages the devel -
opment and dissemination of practice guidelines
as a means of improving and further standardizing
the practice of medicine, the AMA resists the use
of guidelines as an absolute legal standard of care:

... the evidentiary value of practice parame-
ters will vary depending upon the origins and
content of the parameter and the circumstances
of the case. As a policy matter, this result seems
entirely appropriate. Rules of law, like parame-
ters, must maintain sufficient flexibility to adjust
to the needs of the particular case. (emphasis

added) (6)

The AMA endorses and encourages building flex-
ibility into guidelines in order to avoid “’cookbook
medicine” (6). Such flexibility may be warranted:
however, it may limit the usefulness of guidelines
in a legal context.

The vastness and complexity of medical
knowledge pose additional barriers to the courts’

Clinical Practice Guidelines and Malpractice Liability | 143

ability to depend on practice guidelines. While it
may be possible to develop explicit criteria for
diagnosis and treatment of certain pathologies, the
current state of medical knowledge is insufficient
to support the development of explicit criteria for
the majority ofclinicalsituations(101 ). One study
estimated that there could be over 10 billion pos-
sible pathways for diagnosing common medical
problems (56). Adding treatment algorithms
would increase the number even further.

Even if good evidence were available on which
to base guidelines for a subset of medical condi-
tions. its complexity could be daunting in a court
of law. Court decisions could be complicated fur-
ther in cases where conflicting guidelines were
introduced into evidence. In a 1992 survey, a ran-
dom sample of state trial and appellate judges
ranked clinical practice guidelines third among 30
scientific topics on which they felt a need for
greater information (262). To satisfy this need, a
major project is currently under way to publish
“desk books” that will give judges guidance on the
evaluation of scientific evidence. However, be-
cause the medical community is still debating the
relative merits of different types of evidence on
the effectiveness of medical treatments,”it maybe
some time before judges have the tools necessary
to evaluate clinical practice guidelines from an
evidentiary standpoint.

Finally, the continuing evolution of medical
practice presents a challenge for efforts to keep
guidelines current. Some critics argue that the
adoption of rigid guidelines as legal standards of
care could hinder the development and adoption
of new medical technologies in the future.

INITIATIVES TO PROMOTE
LEGAL USE OF GUIDELINES

Today, clinical practice guidelines carry limited
evidentiary weight in medical malpractice litiga-
tion. To enhance the role of guidelines in the

T A concurrent OTA study s reviewing and ertigung medivid eftednveness rescarch methodologies and the development and dissemina-

tion of those research results to practiioners. The study includes o review of the activities of the federal Agency for Health Care Policy and

Research
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courts, two different approaches could be taken.
One approach would be to give greater evidentiary
weight to certain guidelines in the litigation proc-
ess (e.g., by authorizing judges to exercise more
discretion with respect to admissibility of guide-
lines or by adopting certain guidelines under ad-
ministrative law). A mere passive approach
would be to continue current efforts in guidelines
development at the national level in the expecta-
tion that, over time, guidelines would figure in-
creasingly in medical malpractice litigation.

The first approach requires legislative action.
In fact, such action was taken in the early 1970s as
a part of the Medicare Program. A provision of the
Medicare Act8 grants immunity from civil liabil-
ity to practitioners who exercise “due care” in
complying with treatment criteria developed by
Medicare peer review organizations (PROS). Al-
though this provision has been on the books for
over two decades, it has never been invoked, prob-
ably because the criteria developed are not explicit
enough to be of much use in a legal context
(85, 116). Even if sufficiently explicit criteria were
available, legal scholars dispute how much addi-
tional protection the provision would confer be-
cause of a lack of clarity in the legislative lan-
guage (17, 116, 169). Another likely explanation
for the disuse of the Medicare provision is its link
to the PRO program, which has itself been the sub-
ject of considerable controversy and change since
the adoption of the immunity provision (85).

In recent years, however, several states have
passed legislation that may allow for greater use of
guidelines in determining the legal standard of
care. Four states—Maine, Florida, Minnesota,
and Vermont—recently passed legislation that ac-
cords greater weight to certain guidelines in medi-
cal malpractice litigation.

Maine’s 5-year Medical Liability Demonstra-
tion Project, begun in 1991, makes state-devel-
oped guidelines admissible as a defense in medi-
cal malpractice proceedings (24 M.R.S. Sees.

080 See 1 32&7-6(¢)

2971 et. seq. (1993)). The project’s goals include
reducing malpractice suit rates and insurance pre-
miums; reducing defensive medicine; reducing
variation in practice patterns; and containing
overall health care costs. Guidelines for selected
areas of practice in obstetrics/gynecology, emer-
gency medicine, radiology, and anesthesia were
developed by four medical specialty advisory
committees appointed by the Maine Board of
Registration in Medicine (see box H-1). Guide-
lines were developed in areas of practice where
defensive medicine was believed to be extensive.

The statute permits physicians electing to par-
ticipate in the demonstration to use these guide-
lines as an affirmative defense in medical mal-
practice proceedings. Under the affirmative
defense provision, use of guidelines as evidence is
no longer a matter of the judge’s discretion. If a
physician introduces the guideline as a defense, he
or she must prove only that the guideline was fol-
lowed. In order to deny a physician this affirm-
ative defense, the plaintiff must either: 1 ) prove
that the physician did not follow the guideline, or
2) prove, through expert testimony, that the guide-
line is not applicable to the given case. If the plain-
tiff is unable to do this and the physician proves
that he or she complied, the physician is cleared of
liability.

Another provision of the Maine Statute prohib-
its plaintiffs from introducing a state guideline
into evidence in an effort to prove that the physi-
cian’s performance was substandard (24 M. R. IS.
Sec. 2975 ( 1993)). This provision was included to
allay fears on the part of physicians that the guide-
lines, instead of protecting them from liability,
would be used against them (212). Some critics,
however, claim that this provision may be subject
to challenge on state or federal constitutional
grounds because 1t selectively denies plaintiffs the
use of evidence that may be critical to proving
malpractice (215). A hearing on such a constitu-
tional challenge would probably not occur for sev -
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BOX H-1: Guidelines Adopted for Use in the Maine Medical Liability Demonstration Project

Emergency Medicine

« Criteria for performing cervical spine x-rays on asymptomatic trauma patients in the emergency

reom

« Checklist for criteria to be met in accordance with federal statute before affecting a patient transfer

Obstetrics and Gynecology
» Caesarean delivery for failure to progress

* Management of singleton breech presentation

* Management of Intrapartum fetal distress

diagnosis of lelomyomata
* Tocolysis

Assessment of fetal maturity prior to repeat cesarean or elective induction of labor

Antepartum management of prolonged pregnancy
Hysterectomy for diagnosis of abnommal uterine bleeding in women of reproductive age or

« Diagnosis and management of ectopic pregnancy

* Management of perinatal herpes simplex virus infection

Anesthesiology
« Preoperative testing

« Preoperative, interoperative, and postoperative monitoring

Radiology
« Screening mammography
«Antepartum  ultrasound
» Outpatient angiography
«Adult barium enema examination

SOURCE State of Maine Board of Registraton mMedicine Department of Professional and Fnancial Reguiation, Ruie 02-373chs
20 22 24 26 Medical Liabiity Demonstration Project-—Specialty Practice Parameters and Risk Management Protocols

eral years. As of May 1994, the state’s largest
medical malpractice insurance carrier had only re-
ceived one claim for which the adopted guidelines
were potentially relevant (29).

Florida legislation in 1993 authorized a 4-year
demonstration project similar to that in Maine.
Outcomes data on hospital patients collected
through a statewide mandatory reporting system
will be used to help develop “practice parameters”
for inpatient care. These parameters, as well as pa-
rameters for selected outpatient services, will be
developed by the Florida Agency for Health Care
Administration in conjunction with relevant state

health professional associations and boards. Once
adopted under state rulemaking procedures. these
parameters will be admissible as an affirmative
defense in medical malpractice proceedings (Fla.
Stat. Sec. 408.02 (1993)). Unlike Maine, how-
ever, the Florida legislation does not bar plaintiffs
from trying to use the parameters to prove that a
physician’s care was substandard. A plaintiff
might be able to introduce the parameter as evi-
dence, but the parameter would not be accorded
greater weight than any other expert testimony.
Minnesota recently passed legislation that al-
lows guidelines developed or adopted by a special

Clinical Practice Guidelines and Malpractice Liability | 145

¢



146 | Defensive Medicine and Medical Malpractice

state commission to be used as an absolute de-

fense in malpractice litigation (164)."Like the
Maine statute, Minnesota’s law also bars the
plaintiff from introducing the guideline as evi-
dence that the physician failed to meet the stan-
dard of care. As of May 1994, the first round of
guidelines had yet to be developed (72).

Vermeont’s approach is more moderate,
amounting to a change in the rules of evidence that
would allow a wider variety of guidelines-—-e. g.,
guidelines developed by health care professional
groups, the federal government, or health care
institutions—to be directly admitted as evidence
of the standard of care by either the plaintif or the
defendant in future mandatory medical malprac-
tice arbitration proceedings (18 V. S. A, part 9,
chapter 21, Sec. 1 { 1992)). This provision would
make it easier to introduce guidelines as evidence
but would not give them legal weight any greater
than other expert testimony.

Maryland, in a departure from the strategies
adopted by other states, recently adopted legisla-
tion that mandates the development of state guide-
lines but explicitly prohibits them from being
introduced as evidence by any party in a malprac-
tice suit (Maryland, State House of Representa-
tives, House Bill 1359, enacted Apr. 13, 1993.) A
few other states have passed legislation authoriz-
ing the development of guidelines and encourag-
ing consideration of their use in the future as legal
standards of care.

Some patient rights advocates may oppose the
approach taken by Maine and Minnesota because
it offers no safeguard against “bad” guidelines—
i.e., the plaintiff cannot contest the reasonableness
of the guidelines themselves ( 179). Some critics
contend that the use of guidelines as rigid legal
standards may be problematic due to the continual
evolution of medical practice and the inability of
written guidelines to reflect changes in a timely
manner (94).

State guidelines initiatives raise the potential
for conflict between national, state, and even insti-
tutional guidelines. For example, most of Maine’s
guidelines were based on nationally recognized
guidelines, but others were developed de novo by
Maine physicians (53) and could be construed as
setting a precedent for reconversion to a more lo-
cal standard of care. Guidelines developers in
Minnesota anticipate using national guidelines as
models and amending them if necessary to con-
form to the realities of health care delivery in the
state (72). In Vermont, the statutory description of
guidelines could be interpreted as including even
written hospital protocols.

It will be some time before evidence of the ef-
fects of these state efforts is available. Some early
reports suggest that the Maine initiative has re-
duced defensive practices in selected areas (e.g.,
the use of cervical spine x-rays in the emergency
room) ( 115). Given the modest nature of the
changes and the limited number of guidelines
adopted, however, it is unlikely that these pro-
grams will have much of an impact overall on the
practice of medicine. The extent to which Maine
and Minnesota’s programs will streamline the liti-
gation process is also questionable. In both states,
expert testimony will still be required to establish
whether the guidelines are relevant to the case and,
because of the complicated nature of medical
practice, whether they were in fact followed. In
cases where several different guidelines can be
introduced as evidence, expert testimony may
also be necessary to determine which, if any, rep-
resents the legal standard of care.

PRACTICE GUIDELINES IN AN ERA

OF COST CONTAINMENT

Increasing concern over the costs of medical care
has sparked the introduction of cost as a factor in
medical decisionmaking (204). Costs as well as

“Itis unclear exactly how Minnesota’s absolute defense provision differs from Maine’s affirmative defense. The legal meaning may he
essentially the same+. c., the plaintiff must prove that the phy sician didn “t follow the guideline o that the gindeline s not applicable o the

specific case inorder to deny the physician this asenue of defense However unt there hinve been test casesinvolving the guidelines, itremiams

unclear how exactly how judges willinterpret the statutes (833
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effectiveness have been used as criteria by payers
and nstitutions to help decide which of two or
more diagnostic or treatment alternatives 10 reim-
burse or use for a given condition—for example,
low versus high osmolar contrast media for radio-
logic diagnosis (103). AHCPR is now required to
consider cost implications when developing
guidelines (42 U.S.C. Sec. 299b-1 (1994)).

Judges have traditionally been averse to accept-
ing the high cost (to the provider) of performing a
procedure as a defense against medical malprac-
tice (168). A physician may refuse to accept a pa-
tient on the basis of that patient’s ability to pay
(48,98.143). However, once a physician has estab-
lished a relationship with a patient, the law gener-
ally holds that he or she is responsible for ensuring
that the care that patient receives measures up to
the “customary practice™ standard.'" although in
some cases courts have allowed departures from
customary practice due to cost constraints. Forex-
ample, in Youngherg v. Romeo ! the court found
that a physician in a state-operated facility could
not be held hable for failing to meet normal pro-
fessional standards due to institutional budget
constraints.

A more recentcase, Wickline v. Stare of Califor-
nia}? illustrates the legal system’s increasing
consciousness  of the tension between cost
constraints and appropriate care. The case in-
volved a claim of negligence against the state
Medicaid program for not approving a medicaily
necessary extension of an inpatient stay for com-

plications following coronary artery bypass sur-
gery. The patient’s primary physician had re-
quested an 8-day extension, but the Medicaid
program authorized only 4 days. The patient was
discharged after a 4-day extension and suffered
posi-discharge complications that uitimately re-
sulted in a leg amputation. The court concluded
that the state Medicaid program was not liable for
Wickline’s injury because the decision of when to
discharge was the responsibility of the treating
physician. The primary physician testified that
“he felt that Medi-Cal had the power to tell him, as
a treating doctor, when a patient must be dis-
charged from the hospital.”13 However, all three
physicians involved in the patient’s care testified
that the decision to discharge after the 4-day ex-
tension was consistent with customary practice. 14
The court stated that, although:

. cost consciousness has become a permanent
feature of the health care system, it is essential
that cost limitation programs not be permitted to
corrupt medical judgment. We have concluded,

from the facts in issue here, that in this case it did
n{~[I5.16

Some legal scholars have argued that, as cost
concerns enter increasingly into physicians treat-
ment decisions, the customary standard will come
to reflect these concerns either implicitly or ex-
plicitly (85,1 99), as suggested in Wickline. Prac-
tice guidelines, to the extent that they reflect cost
considerations and are given evidentiary weight in
court, are clearly one of the more systematic ve-

10 See, ¢.g. Smuthv Yohe 194 A 24167 (Pa. 1963), Clark«. United statel, 402 F. 2d 950 (Cir. D.C. 1968), Wilkinson v. Vesev. 295 A, 2d
676 (RE 19725 Ricks v Budge, 63 P.2d 208 (1937, Rese v United Stares, 630 F. 2d 1068 (Sth Cir. 1980y Wickline v. Stare of California, 183
Cal. App. 3d 1063, 228 Cal. Rptr. 661 «CL Cu App 19865, see also (47.88.111.251).

1 Youngherg v Romeo, 457 U.S. 30K (19¥7).

TWeckline s Stete of Calilornia. 288 Cal. Rptr 661 (Cal. Ct. App. 1986).
FWeltine v Staze of California, 28% Cal, Rptr 661 (Cal. Ct. App. 1986).
S Wi khne « Stare of Califormi, 288 Cal. Rptr. 661 ¢Cal. Cu. App. 1986).

P Wrckime . Saie of Caltfornia, 288 Cal. Rptr, 661 (Cal. Cu App. 1986)

O The differing countopmons n Wickiine and Youngberg regarding physicians” duties under costconstraints mas have turned on the differ-

enee i employment stitus between the physicians. In Youngherg. the physican was an employee of a state insthitution. 1 Wrekfine, the physi-

Gy wore private prictiioners. Physacian emplosmenat status s yet another factor that may influence decisions as to the appheable standard

of carc orsliermanels . the Jocus of responsibiliny tor treatent decisions.
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hicles that might be used to bring about such a
change. There is still considerable argument re-
garding the incorporation of cost concerns into
practice guidelines (33,1 88). The AMA does not
include cost as one of its criteria for guidelines de-
velopment (8) and maintains that practice guide-
lines should be developed independent of consid-
erations of cost (227). An entire area of law is
under development that may expose payers to li-
ability for negligent utilization review and pay-
ment decisions that result in harm to patients (84).

It remains to be seen whether courts will come
to accept economic factors as determinants of the
legal standard of care for physicians. Resolution
of these difficult questions maybe central to effec-
tive health care reform. If they can be used to pro-
tect physicians from liability, clinical practice
guidelines may be a potential means for reconcil-
ing broader social goals (e.g., health care cost con-
tainment) with a more individual-oriented legal
standard of medical care.
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Appendix J:

Detailed Critique of
Reynolds et al. and
Lewin-VHI Estimates

n chapter 3 of this report, the Office of
Technology Assessment (OTA) reviewed
two wide] y publicized estimates of the costs
of defensive medicine and the medical mal-
practice system-one published in 1987 by Re-
ynolds and colleagues at the American Medical
Association (194) and the other published in 1993
by Lewin-VHI, Inc. (1 25). This appendix pro-
vides a detailed critique of the data, methods, and
assumptions that underlie those estimates.

THE REYNOLDS ESTIMATES
Method 1: Survey of Physicians

Reynolds and colleagues tried to estimate the full
impact of the malpractice system on physician
costs, including:

» malpractice insurance premiums;

» the time lost in defending against malpractice
claims and lawyers’ fees not covered by mal-
practice msurance; and

= practice changes, including

—increased recordkeeping,

-—use of more tests or treatment procedures,
—increased time spent with patients. and
—increased followup visits.

1154

Of all the practice changes, only two-increases
in tests or treatment procedures and followup vis--
its—fall within OTA’s definition of defensive
medicine. Though some observers would claim
that more time spent with patients or in document-
ing medical records is defensive medicine, OTA
excluded these practices because it is extremely
difficult to measure their frequency and magni-
tude and because the positive impact of these prac-
tices on the
quality of care is less equivocal. In contrast, proce-
dures and followup visits are documented in uti-
lization data, offering an empirical check.
Estimation of malpractice insurance premiums
was based on the American Medical Association
(AMA) Socioeconomic Monitoring System
(SMS) survey, which asks physicians to report
their malpractice insurance premiums and other
practice costs. The SMS also gives information on
days lost from work to defend against malpractice
claims and the amount paid for outside attorneys.
These data items, though subject to the usual
problems of recall bias, are sufficiently accurate
for the purposes at hand. (They are also subject to
verification with objective premium data and oth-
er survey data. ) The mamn problem comes in esti-
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mating the net costs of practice changes resulting
from malpractice liability.

In its fourth quarter 1984 survey, the AMA
asked a series of questions about whether physi-
cians were maintaining mm-e detailed records,
prescribing more diagnostic tests and treatment
procedures, spending more time with patients.
and having more followup visits with patients in
the last 12 months in response to their malpractice
risks ( 194). If physicians answered in the affirma-
tive to any of these items, they were asked to quan-
tify the change over the past 12 months in percent-
age terms.

Table J-1 summarizes the results of the survey.
The physicians reported that in 1984 they in-
creased tests and procedures by 3.2 percent and
followup visits by 2.6 percent in response to
changes in the frequency of malpractice claims.
These two practice changes fall within OTA’s defi-
nition of defensive medicine. The other practice
changes, such as increasing recordkeeping and
time spent with the patient, may result from the
same desire to avoid a malpractice suit, but these
practice changes lead to increases in the cost per
visit or procedure. Such cost increases would be
passed on to consumers in the form of higher fees
rather than additional procedures or visits.

Reynolds estimated the cost of all of the 1984
practice changes except the cost of extra tests and
procedures, which was excluded because the re-
searchers could not find a good way to estimate
the average cost of such a diverse array of services.

Activity
Increased recordkeeping
Prescription of more test or treatment procedures

Increased time spent with patients
Increased followup visits

Percent of physiciar}s with at least 1 listed practice charge

TABLE J-1: Reported Practice Changes in Response to Increasing Liability Risk, 1984

Percent of physicians
making change in 1984

The average cost per physician of the remaining
practice changes was $4.600. of which $1,900 was
the cost of reported changes in followup visits.

The authors computed the ratio of the 1984cost
of practice changes ($4,600) to the 1984 increase
in malpractice insurance premiums ($ 1,300), and
applied this ratio (3.53) to the average 1984 mal-
practice premium ($8,400) to arrive at a per-physi-
cian cost of practices done in response to the mal-
practice system: $29,700. or 14percent of average
physician revenues. In the aggregate, this cost cor-
responds to $10.6 billion in 1984.

To summarize, under method 1. Reynolds’ to-
tal estimate of the cost of the malpractice system
for physicians—$ 13.7 billion in 1984---com-
prises the following elements:

-premiums-$3.0 billion.

sother costs of incurring malpractice claims-
$0.1 billion, and

spractice changes-$ 10.6 billion.

Of the $13.7 billion in total cost, about $4.3 bil-
lion, or 30 percent, represents defensive medicine
under OTA’s definition.

The estimate of the cost of practice changes has
several potential sources of bias. On the one hand,
there is reason to believe that Reynolds’ estimate
of the malpractice system’s impact on health care
costs is too low because Reynolds and colleagues
excluded the reported 1984 cost impact of in-
creased tests and treatment procedures. The im-
portance of this exclusion is unknown. but it rep-

Average percent
change in 1984

31.0% 2 9%
200 32
170 24
170 26
418

* Calculations nclude zeros for ohys-ciars who did not make practice ctrange

SOURCE American Med:ca Assocatior Soc cect
“The Cost of Medical Professional Lab. 'ty Journa/

Copyright 1987 American Medical Assocation

¢ Mon tonng System s
Unenc s Medhoal ASSCUlr

veyasreposedie TATeyrovs JA R ese and M L Gonzalez
257(20) 2776-2781 May 2229 1987
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resents the essence of OTA’s definition of
defensive medicine and means that the Reynolds
estimate probably does not capture the greatest
part of defensive medicine.

On the other hand, there is reason to believe that
Reynolds’ estimate is too high, because the survey
may have prompted physicians, who regularly ar-
ticulate negative feelings about malpractice habil-
ity, to overestimate the impact of rising malprac-
tice claims on their practices. Data from the
National Ambulatory Medical Care Survey
{(NAMCS) show no change between 1981 and
1985 in the per-capita number of followup visits;
they also show an annualized rate of increase of
less than 1 percent in total per-capita physician of-
fice visits over the period (70). Barring some dra-
matic factor at work between 1983 and 1984 to
otherwise reduce the frequency of followup visits
by as much as 2.3 percent, physicians’ responses
to the AMA survey appear to exaggerate their ac-
tual change in behavior. I If physicians overesti-
mated the malpractice system’s impact on follow
up visits, they may also have done so with the oth-
er practice changes.

Finally, Reynolds’ approach involved an arbi-
trary assumption with unknown effects on the val-
idity of the estimate. Reynolds assumed that the
ratio of the change in practices (in response to

malpractice risk) to the change in premiums can
predict the ratio of the level of such activities to the
level of premiums in 1984. The authors had no
empirical evidence for this assumption, and there
is reason to believe that it may be inaccurate.’ As a
consequence of these issues, OTA concluded that
Reynolds’ first method does not offer a sufficient-
ly reliable estimate of the full cost impacts of mal-
practice liability and does not offer a basis for esti-
mating the costs of defensive medicine.

I Method 2: Relationship Between
Reported Malpractice Risk and
Physician Fees and Utilization

The researchers examined the relationship be-
tween the level of malpractice hability risk, as
measured by the 1984 malpractice premium re-
ported by each physician responding to the AMA
survey, and the physician’s fees and volume of” se-
lected services reported in the same survey. Re-
gression of utilization and fees on premiums’and
other demographic variables (e.g., physicians per
1,000 population, years in practice, board certifi-
cation, etc. ) gave estimates of the impact of each
$1 of premium on the utilization or fee for a given
procedure. Doctors with higher premiums were
found to have higher fees, but they had lower lev-

1t is theoretically feasible that physicians responding to the AMA survey were able to differentiate between extra followup visits they
would like to have provided and extra visits that they actually realized, after other independent impacts on visits were taken into account. I, for
example. the demand for visits declined over the period, physicians might have ordered more follow up visits for defensive reasons but never-
theless actually provided fewer net visits overall. To accept this possibility v, one would have to believe that physicians responding to surveys
could accurately estimate the partial impact of their defensive behavior on the volume of visits.

1 The assumptionimplies alinear refationship between the frequency of the cited practices and the levelof malpractice insurance Premiums,
with the graph of the line intersecting the y-axis at the origin. Because ordering extra iests. procedures, and visits does not cost physicians money
and is often financially remunerative, there is no reason to believe that as malpractice premiums decline, the motive to practice defensively
declines in a linear fashion to the origin. Indeed, one would expect that physicians in 1984 were practicing on the “flat of the curve” where they
were already as defensive as they knew how to be. Thus, to the extent that their reported 1984 behavior changes reflect reality, the linearity
assumption would understate theamount of defensive medicine. On theother hand, practice changes that take up more time (such as increased
time with the patienty would increase the physician’s costs and presumably be more directly responsive to increases in premiums. Whether the
relationship is linear or notis unknown.

¥ The malpractice premium used in the regression analysis was an estimated value based on a first-stage regression of premiums on demo-
graphic characteristics, the status of various malpractice reforms in the physician state. and the malpractice claim frequency in the state. This
two-stage method of estimation is referred to as the insirumental variable technique. The ratonale for such an approach is t make the instru-
mental variable (premiums m this case) a better measure of the actual variable (malpractice risk in this case) than it would be were the actual
value used m the regression.
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els of use of the most important services studied.
Table J-2 summarizes the results for each service.

Reynolds took the findings presented in table
J-2 as the basis for estimating what utilization and
fees would have been if malpractice insurance pre-
miums (and, presumably, malpractice liability
risk) had been zero in 1984. These rates were
compared with actual reported utilization and fees
to obtain an estimate of the impact of premiums on
physician revenues.

The eight services chosen for the analysis rep-
resented about 70 percent of the average revenues
of self-employed physicians in 1984. Without any
malpractice insurance premiums, these revenues
would have been reduced (according to the regres-
sion estimates) by 11.2 percent of average reve-

Procedure Coefficient
Fees

Established patient office visit 085
New patient office visit 116
Followup hospital visit 118
Electrocardiogram 148
Obstetric care, normal delivery 2224
Hysterectomy 2538
Hemia repair 311
Cholecystectomy -238
Monthly utilization

Established patient office visit -6641
New patient office visit -1381
Followup hospital visit -4515
Electrocardiogram 606
Obstetric care, normal delivery 146
Hysterectomy -049
Hemia repair -051
Cholecystectomy ~ 070

TABLE J-2: Effects of Professional Liability Premiums on Physician Fee and Utilization Levels, 1984

nues. In the aggregate, a reduction of 11.2 percent
in average physician revenues represents an $8.4
billion saving in expenditures if there were no
malpractice insurance premiums (and presumably
no malpractice liability system). If the services
constituting the 30 percent of average revenues
not studied by Reynolds were influenced by pre-
miums to the same extent as the eight studied, the
physician revenues saved by no malpractice li-
ability would amount to $12.1 billion in 1984.
The most striking feature of this analysis is that
virtually all of the impact on cost comes through
increased fees, rot through increases in utilization
of procedures. In fact, utilization of most of the
procedures studied appeared to be reduced by
higher malpractice insurance premiums. Any pos-

‘/o change in fee

Standard or utilization per
Error ‘» change in premiums*
0 17b 0272
0.37b 0212
0.22b 0340
0 46’ 0205
4.53b O 427
5.74b 0349
566 0069
860 -0033
28 97° -0171
7 .33¢ -0209
20 84 -0297
3499 0073
131 0168
063 -0276
112 -0224
085 0217

*The premium levels used i the computation are the averages for the specialties used . estimating the premium effect for each procedure For
patertvisits these include alispecialtes except radiology, psychiatry, pathology and anesthesiology for electrocardiograms general family
pract ce and internal medicine for obstetric care and hysterectomies, obstetrics-gynecology, and for hernia repairs and choiecystectom es.

general surgery

b Indicates regression coefcientis different from O at the Olsignificance leve
‘inchcates regression coeff «cientis aferent from O al the 10 sign dcance level

SOURCE R A Reynolds J A Rizzo and M L Gonzalez ‘The Cost of Medhca Professional & abi tv The Journa: of Armercarn Medical ASsocanon

267(20) 2776-2781, May 22/29 1987 table 2

Copyright 1987, American Med.ca Association
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itive effects of malpractice risk on defensive med-
icine are apparently overshadowed by the nega-
tive effect of malpractice risk on demand that
results from the higher fees that physicians with
higher malpractice risk charge their patients.

Thus, if the statistical analysis is correct, high
malnractice rigk deprpqepq the demand for ser-

aaaiphatiall o O TOSS0s 110 Qeinaiil 2

vices as much as or more than it increases defen-
sive medicine.

The method underlying the estimates is based
on a standard econometric technique, but as with
all econometric analyses, the results might be sen-
sitive to the specification of the statistical model
and the ability to measure the relevant variables.’
Just how sensitive they might be is impossible to
tell without more analysis of the quality of the pre-
mium measure of malpractice risk or corroborat-
ing evidence from other analyses.

To turn the results of the statistical analysis into
an estimate of the net costs of the malpractice sys-
tem, the authors assumed that the relationship be-
tween malpractice insurance premiums and prac-
tice fees and volumes is linear throughout the
range of potential premiums. The assumption that
defensive medicine or other practice changes de-
cline in lock-step linear fashion with declines in
premiums all the way to the point of zero pre-
miums is unlikely to be accurate, for reasons dis-
cussed above. Thus, OTA is unable to verify the
accuracy of the estimates derived from the second
method.

Even if the total cost estimates are accurate,
they do not allow any inferences about the extent
or cost of defensive medicine, whose practice is
embedded in a larger set of utilization changes re-

sulting from the malpractice system. High or low
rates of defensive medicine are equally consistent
with the results of the statistical model.

LEWIN-VHI ESTIMATES

Lewin-VHI began with the Reynolds™ estimates
of the cost of the malpractice system {an average
$18.8 million in 1991 constant dollars) and added
another $6.1 billion for extra costs ncurred in hos-
pitals. Lewin-VHI obtained this hospital cost esti-
mate by assuming that the cost of hospital profes-
sional liability in excess of hospital malpractice
insurance premiums ($2.7 per dollar of premium)
was the same as the ratio of physicians costs to
physicians’ premiums estimated in the Reynolds
study.' The preliminary total cost of malprac-
tice—$24.9 billion in 1991—was then reduced by
three percentages (80, 60, and 40). This produced
"low,”’($5 billion) “medium” ($10 billion) and
“*high” ($1 4.9 billion) final estimates of the net
costs of defensive medicine to the health care sys-
tem in 1991. The adjustments were made because
Lewin-VHI researchers wanted to exclude that
portion of defensive medicine not caused solely
by hability concerns.

To help justify their estimates, Lewin-VHI re-
searchers described three technologies whose uti-
lization may be influenced by malpractice risk:
electronic fetal monitoring in labor and delivery,
skull x-rays in emergency rooms, and preopera-
tive laboratory testing ‘Lewin-VHI researchers
concluded that the low estimate of defensive med-
icine costs ($5 billion) represents a reasonable
lower bound on defensive medicine costs based
on a brief review of the literature on “unneces-

‘For example, the assertion that individual physicians premiums are a good measure of lability risk using the instrumental variables tech -

nique cannot be assessed with the information presented in the paper or its unpublished technicatuppendis Recentrescarch suggests thatif an

instrumental + ariable is not a good une. it can Jead (o misleading and biased results ( 173,213). The authors had a measure of claim frequency
available o them. which they might also have uscd as a direct measure of malpractice risk. Whether these factors would change the resalis is

impassible o know without carrying out such analyses.

SLewin-VHI obtained this ratio (2.7) from AMA rescarchers;its lower than the rauo published inthe Rey nolds study (3,2).

S For example, the authors cited one study of preoperative tests that claimed about $2.7 Wil ion extra isspenteach year for unnecessary

preoperative testing (1381 Because doctors by preally do not gain financially Iromordening such tests.the Lewsn- Vil authors concluded that an

appreciable portion of these costs results from fear of malpractice hability (125).



Appendix J: Detailed Critique of Reynolds et al. and Lewin-VHI Estimates | 159

sary” use of these three procedures. Lewin-VHI
offered no justification for the upper bound of the
range.

Although the Lewin-VHI researchers acknowl-
edged the great uncertainty surrounding any esti-
mate of defensive medicine, the objective basis
for their specific adjustments from the Reynolds
estimate is weak. The evidence presented in the
three clinical examples used for the lower bound
estimate does not necessarily reflect the percent-
age of unnecessary procedures motivated solely
(or even primarily) by fear of malpractice liability.

Also, the estimates of the number of unnecessary
procedures in the studies cited by Lewin-VHI
were based on small and sometimes subjective as-
sessments. Finally, they represent only three rela-
tively narrow areas of medicine.

To summarize, Lewin-VHI began with the esti-
mates by Reynolds and colleagues, whose accura-
cy is unknown and unverifiable, and then made
downward adjustments using a fragile base of evi-
dence. Consequently, the Lewin-VHI estimate is
not a reliable gauge of the possible range of defen-
sive medicine costs.
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Accelerated compensation events (ACE)

A set of medical injuries deemed to be statistically
“avoidable” with good medical care which would
be compensated under a limited no-fault claims
resolution system.

Affirmative defense

A response by the defendant in a legal suit that, if
true, constitutes a complete defense to the plain-
tiff’s complaint.

Alternative dispute resolution (ADR)

A process outside the judicial system for resolving
legal claims. Decisions are made by dispute reso-
lution professionals. ADR can be binding or non-
binding (see arbitration).

American Medical Association/Specialty Society
Malpractice Liability Project (AMA/SSMLP)
Administrative System

A proposed alternative to the malpractice system
in which the medical licensing boards in each state
would decide medical malpractice cases based on
fault (negligence), using an administrative proc-
ess designed to be more abbreviated and less cost-
ly than the current malpractice system.

Arbitration

A form of ADR in which the parties agree to have
one or more trained arbitrators hear the evidence
of the case and make a determination on liability
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or damages. The rules of evidence and other pro-
cedural matters may often be specified by the par-
ties. There are two types of arbitration: binding
and nonbinding. In binding arbitration the arbitra-
tion decision is subject to very limited judicial re-
view. If arbitration is nonbinding, the parties may
proceed to trial if they are not satisfied with the
outcome of the arbitration. Some states require
parties to submit a claim to nonbinding arbitration
before trial (see also pretrial screening).

Attorney fee limits

Legislation that either limits a plaintiff attorney
fees to a set percentage of the award or allows for
court review of the proposed fee and approval of
what it considers to be a “reasonable fee.”

Awarding costs, expenses, and fees

Statutes that provide that the losing party in a friv--
olous suit may be required to pay the other party’s
reasonable attorney and expert witness fees and
court costs. These provisions are designed to deter
the pursuit of frivolous medical injury claims.

Caps on damages

Legislative limits on the amount of money that
can be awarded to the plaintiff for economic or
noneconomic damages in a personal injury claim.
such as medical malpractice. The limit is imposed
regardless of the actual amount of economic and
noneconomic damages.



Certificate of merit

As a prerequisite to filing suit, some states require
that a plaintiff obtain a written affidavit from an
independent physic 1 an attesting that the plaintiff
suit has merit. This provision is designed to limit
nONMErItorious  suits.

Claim frequency

A rate expressing the frequency with which physi-
cians are named in malpractice claims. It is usual-
ly expressed as the number of malpractice claims
per 100 physicians per year.

Collateral source rule

A rule of evidence that prohibits the introduction
at trial of an y evidence that a patient has been com-
pensated or reimbursed for the injury from any
source (e.g., health or disability insurer). Legisla-
tion modifying the collateral source rule has taken
two basic approaches: 1) permitting the jury to
consider the compensation or payments received
from some or all collateral sources and decide
whether to reduce the award by the amount of
collateral sources; or 2) requiring a mandatory off-
set against any award in the amount of some or all

collateral source payments received by the plain-
tiff.

Confidence interval

An interval that contains, with certain probability,
the true value of a statistic. The mean is a typical
statistic. The true mean lies within the bounds of
the 95-percent confidence interval in 95-percent
of all samples.

Correlation

A statistic that gauges the strength of association
between two variables. The value of a correlation
coefficient usually ranges from a minimum of
zero (no association at all between the two vari-
ables) to a maximum of one (perfect association
between the two variables). Some correlation co-
efficients also have a sign indicating the direction
of association between the two variables: a posi-
tive sign indicates direct association (as one vari-
able increases in value. the other also increases);
and a negative sign indicates inverse association
(as one variable increases in value, the other de-
creases).
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Damages

See economic damages and noneconomic dam-
ages.

Defensive medicine

The ordering of extra tests, procedures, and visiis
or the avoidance of high-risk patients or proce-
dures primarily (but not necessarily solely) to re-
duce their risk of malpractice liability. The perfor-
mance of extra procedures for defensive purposes
is positive defensive medicine. Avoidance of
high-risk patients or procedures is negative defen-
sive medicine.

Difference-of-means test

A test of the statistical significance of the differ-
ence between two groups in their mean scores on a
single variable.

Direct malpractice costs

The net costs of compensating injuries through the
medical malpractice system, including costs
borme by malpractice insurers, defendants, and
plaintiffs.

Discovery

Pretrial tools for obtaining information in prepara-
tion for trial. The tools include written and oral
questioning of relevant parties, requests for docu-
ments, and physical examination of evidence and
physical premises. The process of discovery is
governed by federal and state rules of civil proce-
dure.

Economic damages

Monetary damages that compensate the plaintiff
for his or her actual economic losses—i.e., past
and future medical expenses, lost wages, rehabili-
tation expenses, and other tangible losses,

Enterprise liability

A system under which a health care institution or
health insurance plan assumes full legal liability
for the actions of physicians acting as their agents,
and individual physicians cannot be named as de-
fendants.

Error in judgment rule

An exception to the general requirement that the
physician must meet the prevailing standard of
care provided by his or her profession. A physi-
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cian’s conduct will not be judged to fall below the
standard of care if the physician chooses between
two or more legitimate choices of treatment, even
though a better result might have been obtained
with a different treatment.

Guidelines

Generally referring to chinical practice guidelines,
which are defined by the Institute of Medicine as
“systematically developed statements to assist
practitioner and patient decisions about appropri-
ate health care for specific clinical circum-
stances. ” However, @ ’guidelines” in some cases re-
fers to clinical practice guidelines developed with
additional goals explicitly in mind, such as cost
containment or reduction of defensive medicine.

Health maintenance organization (HMO)

A health care organization that, in return for pro-
spective per capita payments (cavitation), acts as
both insurer and provider of comprehensive but
specific health care services. A defined set of phy-
sicians (and often other health care providers such
as physician assistants and nurse midwives) pro-
vide services to a voluntarily enrolled population.
Prepaid group practices and individual practice
assoclations, as well as @ ’staff models,” are types
of HMO:s.

latrogenic injury

Unintended, detrimental effects on a patient’s
health as a result of medical care. The term is com-
monly applied to secondary infections, adverse
drug reactions, injuries, or other complications
that may follow treatment.

Indirect malpractice costs

A cost of the malpractice system that is not direct-
ly associated with the compensation of persons in-
jured by medical malpractice. Defensive medi-
cine is an example of an indirect cost of the
malpractice system (see defensive medicine,
compare direct malpractice costs).

Informed consent

As applied to clinical care, a patient’s agreement
to allow a medical procedure based on full disclo-
sure of the material facts needed to make an in-

formed decision. The required elements of disclo-
sure differ from state to state.

Joint and several liability

A rule under which each of the defendants in a tort
suit can be held liable for the total amount of dam-
ages, regardless of his or her individual responsi-
bility. In other words, even if a defendant was only
20 percent responsible, he or she could be held hi-
able for 100 percent of the damages if other defen-
dants are unable to pay. Several states have elimi-
nated joint and several liability for medical
malpractice so that physicians are liable only in
proportion to their responsibility.

Low osmolality contrast agent (LOCA)

A contrast agent is a substance that is used to im-
prove the visibility of structures during radiologic
imaging-e. g., angiography, intravenous urogra-
phy, or computerized tomography (CT) scans. A
low osmolality contrast agent has an osmolality
(i.e., concentration of dissolved particles in solu-
tion) that 1s closer to the osmolality of body fluids
than the osmolality of traditional contrast agents.

Malpractice cost indicators

Factors that reflect direct costs of the medical mal-
practice system, such as claim frequency, pay-
ment per paid claim, and malpractice insurance
premiums (see direct malpractice costs).

Multivariate  analysis

Statistical analysis of three or more variables si-
multaneously. The most widely used form of mul-
tivariate analysis is multiple regression analysis,
in which a single dependent varnable (the pre-
sumed effect) is analyzed as a function of two or
more independent variables (presumed causes).

Negligence

In medical malpractice, conduct that falls below
the prevailing standard of care in the medical pro-
fession (see standard of care).

No-fault compensation program

A malpractice reform under which certain medical
injuries would be compensated regardless of wheth-
er they are caused by negligence. This reform



would be administered in a manner analogous to
worker’s compensation programs in the states.

Noneconomic damages
Monetary damages that compensate the plaintiff
for “pain and suffering,” which includes:

« tangible physiologic] pain suffered by a victim
at the time of injury and during recuperation,

= the anguish and terror felt in the face of impend-
ing death or injury,

» emotional distress and long-term Ioss of love
and companionship resulting from injury or
death of a close family member, and

= Joss of enjoyment of life by the plaintiff who is
denied pleasures of a normal person because of
physical impairment.

Normal distribution

A bell-shaped frequency distribution of the values
of a variable, so that most of the values fall in the
middle of the distribution and few of them fall at
the extremes.

Odds ratio

The ratio of the odds of an event occurring under
one set of circumstances to the odds of the event
occurring under mother set of circumstances.

Patient compensation fund (PCF)

A go~'ernment-operated” mechanism that pays the
portion of any judgment or settlement against a
health care provider in excess of a statutorily des-
ignated amount. A PCF may pay the remainder of
the award or it may have a statutory maximum
(e.g.. $1 million).

Payment per paid claim
The average dollar amount awarded to plaintiffs
for claims that result in payment.

Periodic payments

Payments to the plaintiff for future damages made
over the actual lifetime of the plaintiff or for the
actual period of disability rather than in a prospec-
tive lump sum.

Point estimate

A sample-based estimate of the true population
value of a statistic-e. g., the mean of a variable
(see also confidence interval).
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Pretrial screening

An alternative dispute resolution procedure that
parties use prior to filing a legal suit. The pretrial
screening panel usually comprises health care pro-
fessionals, legal experts, and sometimes, consum-
ers. The panel hears the evidence, including expert
testimony, and makes a finding on liability and, in
certain cases. on damages. Pretrial screening may
be voluntary or mandatory, as spectfied by legisla-
tion. The panel decision is not binding on the
parties, so parties may continue to pursue claims
through the legal system.

Punitive damages

Monetary damages awarded when the defendant
conduct is found to be intentional, malicious, or
outrageous, with a disregard for the plaintiffs
well-being. (Punitive damages are rarely awarded
in malpractice suits. )

Reliability

The reproducibility of a measure. A measure is re-
liable if it yields similar results each time it is used
on similar samples, or if its components yield sim-
ilar results for the same or similar samples
(compare validity).

Res ipsa loquitur

Alegal doctrine that allows plaintiffs with certain
types of injuries to prevail without having to
introduce expert testimony of negligence. (Liter-
all y, “*the thing speaks for itself.”) A plaintiff must
establish that the procedure or incident causing
the injury was under the exclusive control of the
physician and that such injuries do not occur in the
absence of negligence.

Respectable minority rule

An exception to the general rule that a physician
must meet the prevailing standard of care pro-
vided in his or her profession. A physician is
shieided from liability when his or her clinical de-
cision is consistent with the practices of a minority
of physicians in good standing.

Right of subrogation

A provision typically found in health and disabil-
ity insurance contracts that requires a plaintiff to
reimburse the insurance company for any pay-
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ments received from the tort system that were for
services reimbursed by the insurer.

Scale
A composite statistical measure comprising sev-
eral variables.

Schedule of damages

A set of guidelines for juries to use in deciding ap-
propriate awards for noneconomic damages in
malpractice cases.

Standard of care

A legal standard defined as the level of care pro-
vided by the majority of physicians in a particular
clinical situation. In a malpractice action, a physi-
cian’s actions are judged against the prevailing
standard of care. Negligence is defined as failure
to meet the standard of care.

Statistical significance

A statistically significant finding is one that is un-
likely to have occurred solely as a result of chance.
Throughout this report, a finding is considered to
be statistically significant if the probability that it
occurred by chance alone is no greater than five
out of 100—i.e., a “p value” of 0.05 or less.

Statute of limitations

A legal rule that determines how long after an in-
jury one can bring a lawsuit-e. g., t wo years after
the injury. In many states, the “clock” does not
start until discovery of the injury. The discovery
rule states that the date of injury, from which the
statutory time period is measured, is the date that
it was reasonable for the plaintiff to have discov-
ered the injury rather than the actual date of injury.
Injuries may be discovered years after the treat-
ment was provided, so the time period for filing
action may be uncertain.

Stratified random sampling

A method of drawing a random sample from a
population that has been grouped by population
characteristics.

Tort law

A body of law that provides citizens a private, ju-
dicially enforced, remedy for injuries caused by
another person. Legal actions based in tort have
three elements: existence of a legal duty from de-
fendant to plaintiff, breach of that duty, and mjury
to the plaintiff as a result of that breach.

Tort reform

A legal reform that changes the way tort claims are
handled in the legal system or removes claims
from the civil judicial system.

Tort signal

Direct or indirect signals from the malpractice
system that apprise physicians of their liability
risk (e.g., litigation exposure of self or peers, mal-
practice insurance rates, professional literature
and popular media).

Unweighed results

Statistical results based on a disproportionate stra-
tified sample (see stratified random sampling)
without applying sampling weights (see weight).
Validity

Broadly, the extent to which an observed situation
reflects the true situation. Infernal validity is a
measure of the extent to which study results reflect
the true relationship of an intervention to the out-
come of interest in the study subjects. External
validity is the extent to which the results of a study
may be generalized beyond the subjects of the
study to other settings, providers, procedures,
diagnostics, etc. (compare reliability).

Weight

A multiplier applied to each element of a given
stratum of a sample (see stratified random sam-
pling) so that the sample accurately represents the
population from which the sample was drawn. A
weight can be thought of as the number of members
of the population represented by each respondent.

Weighted resuits
Results to which sampling weights have been ap-
plied (see weight).
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