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this calculus. Attention should be paid to the fact that tort doctrine
carries with it a whole series of qualifiers which are aimed at limiting
liability to ‘faulty’ conduct. When used in the context of peer review,
these qualifiers may tip the balance between the stakeholders in the
peer review process toward protecting the interests of the physician,
but only at an unacceptable cost to patient safety.

1. Customary Care as a Measure of Physician Competence

Both malpractice theory and the current use of customary care
measuréments in hospitals are based on the premise that there are
identifiable customs or norms against which to measure a physician’s
conduct. In peer review, this measure is being used to determine
competence. In tort, this measure is being used to determine fault
and, therefore, culpability. However, research has raised serious
questions about both the existence of knowable and agreed upon
medical customs and the medical benefits of some customary care.™
Moreover, many customs that do exist are suspect having evolved dur-
ing the fee-for-service system of health care reimbursement that en-
couraged the over-utilization of medical services by both physicians
and patients through economic incentives.” Therefore, framing a
solution that continues to rely on custom may be ill-advised as it is
fraught with uncertainties with regard to the scientific bases upon
which many customs or practice norms are grounded, may be based
on a fiction that medical custom standards or norms actually exist,
and, to the extent that they do exist, such medical custom standards
or norms may be tainted by insurance induced ‘moral hazard.”**

2. Choosing Customs

The medical malpractice common law of the different states var-
ies with regard to the locality from which they draw their customary
practices. States have chosen to apply the customs followed by the
practitioners in the local community under the “same locality rule”*

. . . . 247
or another community under the “similar community rule,”™ or cus-

tion is appropriate. Otherwise, as the dissent in Moore points out, all physicians will
ultimately lose staff privileges. 495 P.2d at 610 (Thompson, J., dissenting).

* See supra notes 177-201 and accompanying text.

*f See supra notes 177-201 and accompanying text.

e Havighurst, Practice Guidelines as Legal Standards, supra note 182, at 98 n.33.
“Moral hazard arises whenever one person (for example, a doctor or patient) is in a
position to spend or risk resources belonging to another (for example, a health in-
surer).” Id.

" See supra note 210 and accompanying text.

" See supra note 208 and accompanying text.
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tomary care on a national level under the “national rule.”* If a hos-
pital chooses to adopt a malpractice standard, it will also have to
make this choice. Regardless of whether one accepts that customs or
norms do exist, the impact on quality of patient care by adopting tort
doctrine still may depend on this choice.” The problems associated
with the choice of an in-house standard or a local standard have al-
ready been discussed in prior sections.™ Adopting tort doctrine
which incorporates these choices into peer review would merely be
perpetuating these same problems. But what if the by-laws expressly
state that the national standard of care will be used as the measure of
competency?

3. The National Standard of Care

Arguably, adopting the national standard of care is the choice of
measures of clinical competence that will both protect the interests of
physicians and enhance the quality of patient care. Any expert testi-
mony must establish the basis for asserting that the target physician’s
conduct falls below the national standard. On the surface at least,
adopting the national standard limits the discretion of the peer re-
view panel by linking their ability to act to quality of patient care con-
cerns. However, as explained above, the idea that there is such a na-
tional standard of care is suspect in the first instance. Compounding
this concern, the representative of the hospital who is prosecuting the
case is likely to choose experts based on the positions that the experts
will take.™ As such, the experts are likely to become mere proxies for

" See supra notes 214-15 and accompanying text.

M See supra notes 210-15 and accompanying text.

See supra Part VI.B.

Experts are chosen on the basis of the positions they will take and their per-
ceived ability to persuade a jury, or a peer review panel, to accept their view of the
targeted physician’s conduct. Havighurst, Practice Guidelines as Legal Standards, supra
note 182, at 98. For example, in Islami v. Covenant Medical Center, 822 F. Supp. 1361
(N.D. Iowa 1992), the peer review matter came down to a battle of the experts. Id. at
1364-68. Based on a charge that a physician was performing surgeries unnecessarily,
the highly-qualified expert hired by the executive committee to provide an.outside ...
review recommended the corrective action of requiring that the targeted physician
obtain a second opinion prior to performing all major surgeries. Id. at 1366. The
three highly-qualified experts hired by the targeted physician disagreed that the sur-
geries were unwarranted. Id. at 1367. The case came down to a battle of the experts,
with the executive committee ultimately giving more credibility to their own expert
in setting especially harsh ‘corrective measures that effectively terminated the tar-
geted physician’s staff privileges. Id. at 1368.
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the standard of care judgments of the complaining members of the
medical staff as given voice by the executive committee.™

Moreover, overall clinical competence is an assessment that
should be made over a period of time which involves the care of mul-
tiple patients.” This means that a series of incidents, each standing
alone, may not be sufficient for corrective action. But viewed in toto,
these incidents could add up to a pattern of overall poor quality of
care. As such, the physician is likely to challenge the assessment of
each incident on the proper practice custom and whether that stan-
dard was violated. This boils down to a battle of the experts on what
the standard of care is for each event and whether the physician has
violated that standard. This, in all likelihood, involves multiple ‘trials
within a trial” Such a proceeding, extraordinarily expensive and
time consuming enough when dealing with the care of just one pa-
tient, would involve an enormous amount of time and expense.’™

® While it does not erase the issue of whether a national standard of care actually

exists, those hospitals which send patient files to outside organizations which provide
an independent review by physician specialists appear to provide the most objectively
fair evaluation of physician competence under this current system of evaluation. For
example, the hospital in Harris v. Bellin Memorial Hospital, 13 F.3d 1082 (7th Cir.
1994), requested that Confidential Peer Review, Ltd. (“CPR”) provide an independ-
ent review. CPR is an organization comprised of physicians with both academic and
medical credentials which reviews the performance of health care providers
throughout the United States. Id. at 1084. “A CPR review consists of four phases:
determining the case mix and time frame to be reviewed; reviewing administrative
records; on-site inspection of medical records selected by the team; and preparing a
final report that includes findings, conclusions, and recommendations.” Id.; see also
Lee v. Trinity Lutheran Hosp., 408 F.3d 1064, 1068 (8th Cir. 2005) (five charts sent
for external review by expert who opined that physician did “not [meet} the standard
of care.”); Islami, 822 F. Supp. at 1364-68 (patient charts sent to outside expert);
Branch v. Hempstead County Mem’l Hosp., 539 F. Supp. 908, 912-13 (W.D. Ark.
1982) (noting that the hospital sent charts of operations performed by the targeted
physician to the Arkansas Foundation for Medical Care, which is the “Professional
Standards Review Organization (PSRO) for the State of Arkansas with the responsi-
bility to review all federally funded patients, to assure that the care that they receive
meets professionally recognized standards”).

** One example of an objective national standard is the comparison of a physi-
cian’s mortality and morbidity rates with the national standards for the type and na-
ture of the physician’s practice. Se, e.g., Rees v. Intermountain Health Care, Inc.,
808 P.2d 1069, 1071 (Utah 1991) (loss of staff privileges for elective cardiac surgery
for excessive complication and mortality rates compared with national standards). It
is important to note that evaluation of competence should not be limited to this type
of measure, which is reflective of low quality care that has, in fact, caused harm. A
hospital should not be limited to merely a reactive role by being barred from acting
until incompetence actually causes harm. A hospital must be able to proactively pre-
vent harm.

* For example, in Spencer v. Community Hospital of Evanston (Spencer IT), 408
N.E.2d 981 (Ill. App. Ct. 1980), the hearing on the evaluation of the charges against
the target physician as part of the formal peer review took a total of twenty-five ses-
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These transaction costs may deter the hospital from proceeding
unless absolutely necessary and under circumstances where the like-
lihood of success is high. Such an event would also unduly burden
both the physicians who sit on the appeals panel and their patients by
keeping the reviewing physicians from attending to their practices for
a protracted period of time.

Hospitals engaging in a risk/benefit analysis to determine
whether to initiate an investigation and pursue corrective action
against an incompetent physician are likely to balance the expendi-
ture of resources in time and money against the chances of success
and the potential for suit by an injured patient™ if the physician pro-
ceeds to provide poor care without intervention. The overwhelming
burdens of the current formal peer review process may discourage
hospitals from engaging in peer review™" until a sufficient number of
adverse events has occurred so that the incompetence of the physi-
cian is irrefutable. Playing such a waiting game could place all of the
hospital’s patients at risk until there was an acceptable level of cer-
tainty of a positive outcome.

Thus, adopting the national standard of care into the peer re-
view process would only perpetuate the current system which relies
on customs and norms. Over and above this concern, adopting a
negligence standard could add new problems to the mix.

4. Tort Concepts Designed to Assign Liability on the
Basis of Fault

There are many doctrines that are part and parcel of malprac-
tice law that are not relevant to peer review and should not be con-

sions over a period of three months. Id. at 984. When considering the number of

“hours this'entailed for the physician-members of the ad hoc hearing committee, the
witnesses (all of whom were medical personnel taking time from patient care), the
attorneys, the court reporter, and the hearing officer, the expenses, both in terms of
dollars and time away from patient care, were tremendous. Then add in the time

spent by the various medical committees to investigate the matter initially and then
to hear the appeals. See also Spencer v. Cmty. Hosp. of Evanston (Spencer I), 332

N.E.2d 525 (Ill. App. Ct. 1975). Finally, consider the extraordinary amount of time

(from 1974, when the conflict began, until the final court verdict in 1980) and ex-

pense it took to go through the court proceedings in both Spencer Iand Spencer II.
* “An analogy between a surgeon and an airline pilot is not inapt: a hospital

which closes its eyes to questionable competence and resolves all doubts in favor-of-- - -~

the doctor does so at the peril of the public.” Rhee v. El Camino Hosp. Dist., 247
Cal Rptr. 244, 250 (Ct. App. 1988).

™ This may be one of the reasons that hospitals are not engaging in peer review
in spite of the added encouragement of immunity created by state statutes and
HCQIA.  See generally Scheutzow, supra note 96 (study that suggests that providing
immunity does not encourage peer review).
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sidered as part of the peer review process. For example, the causa-
tion and damages elements of a negligence action are not relevant as
the issue in peer review is not whether the physician has actually
caused harm, but whether the physician is providing poor quality
care that might lead to patient harm.” Other examples include the
defenses of assumption of the risk and contributory negligence. As
the focus of peer review is solely on the conduct of the physician, not
the patient, these defenses are not relevant.

While greatly enhancing the protection of physicians’ interests,
the addition of these doctrines could actually be destructive to the
goals of peer review. Because the tort system is designed to evaluate
liability for harm based on fault, malpractice jurisprudence revolving
around standard of care measurements is packed with doctrines
aimed at limiting liability to faulty conduct.”™ Examples include the

®" There are five main elements of a cause of action for negligence: duty, breach,
legally recognized harm, cause in fact and proximate cause. See generally W. PAGE
KEETON, DAN B. DOBBS, ROBERT E. KEETON, & DAVID G. OWEN, PROSSER AND KEETON
ON THE LAaw OF TORTS § 30, 164-68 (5th ed. 1984). The only elements relevant to
peer review are duty and breach. Duty being defined as the responsibility of a physi-
cian to “‘possess and use the care, skill and knowledge ordinarily possessed and used
under like circumstances.”” DOBES, supra note 177, § 243, at 634. Breach is defined
as a failure to provide that level of care. Id. Whether a physician has actually caused
harm is not relevant. Corrective action is necessary for the physician who is provid-
ing poor quality care that might cause harm. The physician who has repeated ‘near
misses’ comes to mind, where only the diligence of others or just plain luck has
averted patient injury.

®® For example, under the tort law of the majority of states, if a physician follows
the medical custom of the relevant community, he has not fallen below the standard
of care “regardless of how risky the custom or how unnecessary.” DOBBS, supra note
177, § 242, at 633. But see Helling v. Carey, 519 P.2d 981, 983-84 (Wash. 1974) (hold-
ing that the physictan’s adherence to customary care did not insulate him from liabil-
ity). In other words, the malpractice jurisprudence of the majority of states dictates
that custom is the conclusive evidence of the standard of care. Peters, supra note
205, at 911-21. Unlike a regular negligence case, the jury in a malpractice case is
evaluating whether the physician has conformed to the applicable custom. Id. at
919-20. If so, the physician is not liable. The issue for the jury is not what the physi-
cian should have done under the circumstances, but what he actually did. Id. Thus,
if the physician has conformed to acceptable social norms (customs) as defined by
tort law, the physician is not at fault and would not be liable for any patient injury in
a malpractice suit. Id. But, this physician may still be causing unnecessary and easily
avoidable injuries to patients. By incorporating tort theory into the peer review

~ process, the physician may be insulated from any corrective measures and can pro-

ceed to subject patients to an unnecessary risk of harm. Many new safety practices
have recently been introduced since the To Err Is Human report, see supra note 1, ap-
proximately seven years ago. Wachter, supra note 3, at 540. However, the newer the
safety precautions are, the less likely that they will be seen to be part of customary
practice under tort law. In fact, the safety precaution may be so new that basically no
one in the relevant community has yet to follow it. An even more problematic situa-
tion is created when a new safety practice reflects the exact opposite of a practice
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‘two schools of thought’ doctrine or the ‘respectable minority rule,””
the ‘honest error rule,”™ and the ‘minimum competence’ doctrine.™

that the profession at large customarily follows, but that scientific evidence reveals to
unduly risk patient safety. In all of these scenarios, adopting the standard of care
used in malpractice litigation may insulate from corrective action a physician who
willfully ignores new treatments, practices or procedures that are safer and/or more
effective.

A similar result will be achieved in those jurisdictions that accept the ‘respect-
able minority’ or ‘differing school of thought’ doctrines. DOBBS, supra note 177,
§ 245, at 637. “The two schools of thought doctrine provides an absolute defense to
medical malpractice liability when a physician has chosen one medically acceptable
course of action over alternative treatments that enjoy the support of other medical
experts.” Joan P. Dailey, Comment, The Two Schools of Thought and Informed Consent
Doctrines in Pennsylvania: A Model for Integration, 98 DICK. L. REV. 713, 713 (1994).
Generally, a second school of thought “exists when ‘reputable and respected’ medi-
cal authorities support a particular mode of treatment.” Id. However, some courts
have attempted to limit this definition by holding that a second school of thought
only will be legally recognized when it is supported by a “considerable number of
recognized and respected professionals . . . .” Jones v. Chidester, 610 A.2d 964, 969
(Pa. 1992).

In the context of peer review, as long as one group of physicians, or a respect-
able minority of physicians, refuses to adopt the new treatments or procedures, the
recalcitrant physician can avoid corrective action. On the other hand, a physician
who is on the cutting edge of health care and adopts a new highly effective treatment
risks sanction, as she is ahead of her colleagues and is not a part of a respectable mi-
nority or school of thought. An example that arose in the context of a peer review
case is Lee v. Trinity Lutheran Hospital, 408 F.3d 1064 (8th Cir. 2005). In Le, one of
the reasons the physician’s privileges were terminated was that she was using a com-
bination of drugs to treat AIDS that only later became the standard of care. Id. at
1067. Thus, this rule has a chilling effect on those physicians who may wish to em-
ploy a new treatment that is no longer experimental but has not yet been adopted by
a considerable number of physicians. As the court pointed out in Hubbard v. Calvin,
147 Cal Rptr. 905 (Ct. App. 1978), a physician should be liable only if he or she
failed to provide reasonable care under the circumstances, not because the physician
does not follow his or her colleagues. Id. at 907.

™ Another example of tort doctrine focusing on finding liability for fault that
could place patient safety at risk is the very dated rule that a physician is “not liable
for a bad result, nor for a mistake or error in judgment where he acted in good
faith.” DOBBS, supra, note 177, § 243, at 634 (citing Dotson v. Hammerman, 932
S.w.2d 880 (Mo. Ct. App. 1996); Donaldson v. Maffucci, 156 A.2d 835 (Pa. 1959);
Gerald v. Sacred Heart Med. Ctr., 937 P.2d 1104 (Wash. Ct. App. 1997)). If adopted
into peer review, the honest error, or the good faith mistake, rule may allow the phy-
sician who continuously makes mistakes and errors over a period of years to avoid
corrective action. If the physician is continually injuring patients, his subjective good
faith is not relevant to peer review. The vast majority of states have rejected this rule,
with many replacing it with a new rule that states that a physician is not liable if he or

she makes a good faith or honest error in judgment between two alternative courses ~—~ — 77T

of treatment, if both alternatives are reasonable under the circumstances. DOBBS,
supra note 177, § 243, at 635. See also Perkins v. Walker, 406 N.W.2d 189, 190 (Jowa
1987) (jury instruction that “a doctor cannot be found negligent merely because he
makes a mistake in the diagnosis and treatment of a patient”); Hunsaker v. Bozeman
Deaconess Found., 588 P.2d 493, 506-07 (Mont. 1978) (approved instruction “that
an unsuccessful effort, a mistake, or an error in judgment is not necessarily negli-
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However, fault is not relevant in the context of peer review. The fo-
cus of peer review is to identify and deal with those physicians who
provide poor quality care.™

gent”); Roach v. Hockey, 634 P.2d 249, 252 (Or. 1981) (After defining reasonable
care by a physician, the court properly instructed “‘if the defendant in good faith and
in the exercise of reasonable care erred in such judgment, then he would not be neg-
ligent’”); Miller v. Kennedy, 588 P.2d 734, 738 (Wash. 1978) (approving instruction
“that a physician is not liable for an honest error of judgment where he or she has
exercised the requisite degree of care and skill in arriving at the judgment”). The
problem, once again, is with the physician who repeatedly makes the wrong choice
with multiple patients. If the physician is continually injuring patients, his lack of
fault as defined by tort doctrine is not relevant to peer review.

*' Should the physician be held to ordinary customary care, minimal customary
care or reasonable care, or the best possible care? Any one of these standards could
apply. In some jurisdictions, only minimal competence is required. For example, in
the medical malpractice case of Hall v. Hilbun, the standard of care expectation was
set at a very low level:

Each physician may with reason and fairness be expected to possess or
have reasonable access to such medical knowledge as is commonly pos-
sessed or reasonably available to minimally competent physicians in the
same specialty or general field of practice throughout the United
States, to have a realistic understanding of the limitations on his or her
knowledge or competence, and, in general, to exercise minimally ade-
quate medical judgment.
Hall v. Hilbun, 466 So. 2d 856, 871 (Miss. 1985) (emphases added). In spite of the
fact that other states have not opted to adopt this measure into their medical mal-
practice law, hospitals in several states appear to have embraced the minimum com-
petence rule as the standard of care that applies in peer review proceedings. See, e.g.,
Poe v. Charlotte Mem’l Hosp., Inc., 374 F. Supp. 1302, 1307 (W.D.N.C. 1974) (peer
review showed a failure on the part of the physician “to meet the minimum standards
of care for patients”); Balkissoon v. Capitol Hill Hosp., 558 A.2d 304, 305 (D.C. 1989)
(physician hospital privileges terminated based on “failure to satisfy minimal stan-
dards”). Adopting the Hall ». Hilbun version of the standard of care places a ceiling
on quality aspirations and ties the hands of medical staffs which either seek to fur-
nish clinical privileges solely to physicians who provide the highest quality of care, or
a quality of care that is above ordinary care. Or, in states which adopt the minimal
competence rule, impede hospitals which desire to grant clinical privileges to physi-
cians who are at least more than minimally competent. Finally, there is one case
where the hospital had at one time adopted a gross negligence rule into its peer re-
view process. In Storrs v. Lutheran Hospitals and Homes Society of America, Inc., 661 P.2d
632 (Alaska 1983), staff privileges were only reduced or terminated upon a finding of
gross negligence. Id. at 633-34. This standard is so weighted in the favor of the in-
terests of the physician that it discounts the interests in patient safety entirely. Under
this standard, a physician who was repeatedly negligent, but was not grossly negli-
gent, in the care of his or her patients could maintain his or her hospital staff privi-
_ leges. - _
*® The End of the Beginning documents this very phenomenon:
[Wjith the implementation of new safety systems (such as “sign your
site” or read-backs of oral orders), a new problem has emerged: what to
do with providers who willfully violate reasonable safety rules. Nothing
undercuts an institution’s effort to fully comply with safety regulations
more than having an individual provider (particularly a prominent
physician) regularly ignore the regulations. As James Reason, one of
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Wading through the morass of malpractice doctrines to decide
which should or should not apply and the resultant impact the deci-
sions will have on the scope of discovery and other evidentiary issues
could well bog down the peer review hearing process with endless
motions and arguments. As these cases are unlikely to reach the
courts based on the limited scope of judicial review currently being
applied, much of the decision-making in the context of formal peer
review will go unreported and unreviewed. This results in each hos-
pital across the country reinventing the wheel at each separate peer
review hearing, examining the competency of physicians on an ad
hoc case-by-case basis. This piecemeal system can only culminate in a
lack of uniformity in the treatment of physicians from hospital to
hospital, and even from physician to physician within the same hospi-
tal.

Overall, adopting malpractice doctrine to provide greater clarity
to the measures of competence currently being applied in peer re-
view would be inadvisable. While affording physicians’ interests
greater protection by limiting the loss of staff privileges to situations
where there has been a finding of fault, this limitation comes at too
great a cost to the public’s interests in patient safety.

B. Clinical Practice Guidelines in Peer Review

Describing the expectations of physician performance in con-
tractual terms using clinical practice guidelines may avoid many of
the pitfalls that are attendant to the current categories of standard of
care measurements and could deflect the temptation to import inap-
propriate and destructive legal and evidentiary principles into the
peer review process. At least in theory, this approach will foster a
more equitable balancing of the hospital’s quality of care concerns
with the interests of the physician in a fair process of review for staff
privileges. This alternative arguably does more to ensure HCQIA
protections for all involved in the process.

the giants of systems theory, notes, “Seeing them get away with it on a

daily basis does little for morale or for the credibility of the disciplinary

system.” - - )
Wachter, supra note 3, at 540 (quoting JAMES REASON, MANAGING THE RIsks OF
ORGANIZATIONAL ACCIDENTS 212 (1997)).
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1. What are Clinical Practice Guidelines?

The Institute of Medicine describes clinical practice guidelines
(“CPGs”)™ as “systematically developed statements to assist practitio-
ner and patient decisions about appropriate health care for specific
clinical circumstances.”® Modern medical science, based on clinical
outcomes and effectiveness research that integrates powerful com-
puter technologies with an ever-growing body of treatment data, can
evaluate the optimum treatment approach for many types of clinical
conditions. CPGs are based on this modern medical science and rep-
resent “well-considered opinions of expert panels, based upon re-
views of the best available data, as to how physicians should approach
certain clinical problems.” It is widely believed that CPGs will en-
hance the quality of care by reducing variation in practice and will
move physicians more quickly toward current understandings of best
medical practice derived from outcomes research.” At the same
time, CPGs can reduce the cost of care by promoting lower cost
choices that produce the same outcomes as higher cost alternatives.*

CPGs can generally be placed in three different categories, de-
pending upon their auspice and purpose.” First, there are those
which were created to improve clinical outcomes, called ‘standard of

263 . . R . T
CPGs are also referred to as ‘practice parameters,’ ‘clinical pathways,” or ‘clini-

cal algorithms.”

** "INST. OF MED., CLINICAL PRACTICE GUIDELINES: DIRECTIONS FOR A NEW PROGRAM 8
(Marilyn ]. Field & Kathleen N. Lohr eds., 1990).

*® Richard E. Leahy, Comment, Rational Health Policy and the Legal Standard of
Care: A Call for Judicial Deference to Medical Practice Guidelines, 77 CAL. L. REv. 1483,
1506 (1989).

™ Rosoff, supra note 185, at 369; AM. MED. ASS’N, LEGAL IMPLICATIONS OF PRACTICE
PARAMETERS (1990); PHYSICIAN PAYMENT REVIEW COMM’'N, 1989 ANNUAL REPORT TO
CONGRESS 219-36 (recommending federal support for outcome research and crea-
tion of practice guidelines based thereon); see generally Brook et al., supra note 198;
David M. Eddy, Clinical Decision Making: From Theory to Practice, 263 J. AM. MED. ASS'N
287 (1990); Clark Havighurst, Practice Guidelines for Medical Care: The Policy Rationale,
34 St. Lours U. L]. 777 (1990) [hereinafter Havighurst, Practice Guidelines for Medical
Care]; Eleanor D. Kinney & Marilyn D. Wilder, Medical Standard Setting in the Current
Malpractice Environment: Problems and Possibilities, 22 U.C. Davis L. Rev. 421 (1989);
Leahy, supra note 265; William Roper et al., Effectiveness in Heaith Care: An Initiative to
Evaluate and Improve Health Care, 319 NEW ENG. J. MeD. 1197 (1988) (officials of the
Health Care Financing Administration proposal); Symposium, Getting It Right: The
Makings of Practice Guidelines, QUALITY REV. BULL., Feb. 1990, at 40.

" Rosoff, supranote 185, at 370.

** Id. at 370 (citing John Ayres, The Use and Abuse of Clinical Practice Guidelines, 15
J. LEGAL MED. 421, 436-38 (1994) (CPGs are created to assure quality of care, maxi-
mize efficient utilization or maximize profits for third party payers)); see also Maxwell
J. Mehlman, Assuring the Quality of Medical Care: The Impact of Outcome Measurement and
Practice Standards, 18 LaAW MED. & HEALTH CARE 368, 375 (1990) (surveying the vari-
ous forms CPGs can take).
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care’ guidelines.” Second, there are those which were created to
improve cost effectiveness, referred to as ‘appropriateness guide-
lines.”™ Many of the CPGs in this category only consider quality con-
cerns to the extent that quality is not unduly negatively impacted by
cost reduction.” In the third category, there are CPGs that couple
the best of both worlds as they are both quality-enhancing and cost-
reducing.””

While CPGs have played a role in the practice of medicine for a
considerable period of time, there has been a relatively recent
marked increase in the notice paid to the possible advantages of a
greatly expanded role for CPGs in the delivery of patient care. This
increase in attention was triggered by the health systems research that
revealed striking and unjustifiable variations in the choices that phy-
sicians made in the diagnosis and treatment of the same clinical con-
dition.”

In response to the concerns these studies engendered in the
general public and among insurers, managed care organizations, and
the government, the American Medical Association strongly advo-
cated that private professional physician groups establish ‘practice
parameters’ and instituted criteria and procedures for their devel-
opment.” Private physician organizations representing physicians in
specific practice areas responded by expending considerable efforts
toward standardizing specifications for both the procedures for and
the management of medical conditions.”™ For example, very detailed
and well-defined CPGs were developed by the American College of
Physicians by virtue of the Clinical Efficacy Assessment Project.”
Other examples include those enacted by the American College of
Obstetrics and Gynecologists, the American Academy of Pediatrics,””

** Troyen A. Brennan, Practice Guidelines and Malpractice Litigation: Collision or Co-
hesion?, 16 J. HEALTH POL. PoL’Y & L. 67, 67 (1991) [hereinafter Brennan, Practice
Guidelines].

270 Id.

o Rosoff, supra note 185, at 371.
1d.

See supra notes 182-98 and accompanying text.

272
273
274

PARAMETERS (1990).

" Havighurst, Practice Guidelines as Legal Standards, supra note 182, at 89.

¥ See INST. OF MED., ASSESSING MEDICAL TECHNOLOGIES 275-85 (1985).
See generaily OFFICE OF QUALITY ASSURANCE, AM. MED. ASS’N., LISTING OF PRACTICE
PARAMETERS, GUIDELINES, AND TECHNOLOGY ASSESSMENTS (1989); INST. OF MED.,
MEDICAL TECHNOLOGY ASSESSMENT DIRECTORY: A PILOT REFERENCE TO ORGANIZATIONS,
ASSESSMENTS AND INFORMATION RESOURCES ( 1988).

277

i

AM. MED. ASS'N, ATTRIBUTES TO GUIDE THE DEVELOPMENT OF PRACTICE -
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and those originally developed at Harvard to govern the delivery of
anesthesia.”

Government agencies also joined the CPG movement. The
Agency for Health Care Policy and Research runs the Medical Treat-
ment Effectiveness Program® which “supports research, data devel-
opment, and other activities to develop and review clinically relevant
guidelines, standards of quality, performance measures, and medical
review criteria, in order to improve the quality and effectiveness of
health care services.”™

2. Use of Clinical Practice Guidelines in Peer Review

This proposal envisions physicians, who make up a specific prac-
tice group within a hospital, setting up a working committee. The
task of this working committee is to propose to the entire practice

e John Eichorn et al., Standards for Patient Monitoring During Anesthesia at Harvard

Medical School, 256 J. AM. MED. Ass’N 1017 (1986) (reductions of anesthesia-related
injuries directly attributed to implementation of practice guidelines originally devel-
oped at Harvard); Paul R. McGinn, Practice Standards Leading to Premium Reductions,
AM. MED. NEWS, Dec. 2, 1988, at 1. In addition, private hospitals are engaged in the
ongoing process of developing clinical pathways. Clinical pathways are similar to
CPGs. See generally DONNA D. IGNATAVICIUS & KATHY A. HAUSMAN, CLINICAL PATHWAYS
FOR COLLABORATIVE PRACTICE 10 (1995); Karen A. Butler, Comment, Health Care
Quality Revolution: Legal Landmines for Hospitals and the Rise of the Critical Pathway, 58
ALB. L. REv. 843 (1995). Clinical pathways are interdisciplinary plans of care for
more long-term conditions that detail the optimal sequence and timing of treat-
ments for patients with particular medical conditions as they progress through dif-
ferent stages of their disease process. The team of practitioners, including the physi-
cians and support staff, meet to tailor the decision pathways to the needs of the
particular patient. The goal is to optimize the quality of the patient’s care by plan-
ning ahead for events that are likely to occur. This planning can reduce delays, de-
crease the use of resources and provide a degree of certainty for both patients with
long-term illnesses and those who care for them. For example, University Hospitals
of Cleveland generated a critical pathway for individuals who are ventilator depend-
ant. By performing a retrospective chart review and projected reimbursement by
third party payers, the Hospital was able to reduce the cost of caring for this popula-
tion. Another example is a critical pathway that was created by Johns Hopkins Hos-
pital for individuals requiring the removal of their prostate gland.

7 The Agency for Health Care Policy and Research (“AHCPR”) was created by
The Omnibus Budget Reconciliation Act of 1989, 42 U.S.C. § 299 (2000). The
AHCPR was created within the Public Health Service, a subdivision of the Depart-
ment of Health and Human Services. Id. A separate office was created within the

~-AHCPR called the Forum for Quality and Effectiveness in Health Care. Havighurst, . .
Practice Guidelines as Legal Standards, supra note 182, at 90. This Forum appoints pan-
els of physician experts and consumer representatives to oversee development of
CPGs either by the panels themselves, by private organizations or by independent
contractors. See id.

* FURROWET AL., CASEBOOK, supra note 199, at 204. The Agency for Health Care
Policy and Research is a part of the Public Health Service, which is a division of the
Department of Health and Human Services.
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group a set of CPGs that have been modified to fit the clinical care
expectations of the practice group as a whole. For example, the car-
diology practice group of a hospital may want to start with the CPGs
promulgated by the American College of Cardiology ("ACC”). The
CPG working committee would then take the suggestions of the en-
tire practice group regarding modification of these CPGs to fit the
collective practice style and professional judgments of all of the phy-
sicians in the practice group.

Once the practice group adopts the first set of comprehensive
guidelines, a CPG committee would be appointed on a yearly basis
which would assume the responsibility for CPG review and updating.
Whenever new CPG provisions or revisions of existing CPGs were dis-
tributed by the ACC (or other appropriate CPGs), the CPG commit-
tee would be responsible for making recommendations to the cardi-
ology practice group on the appropriateness of adoption, with or
without revision, or rejection. In addition, the cardiology CPG com-
mittee could modify these CPGs on an ongoing basis to keep pace
with scientific developments over and above the CPGs suggested by
the ACC. The CPGs adopted by the cardiology practice group would
then become the expectations of performance for all of the cardiol-
ogy practice group’s physicians. These performance expectations
would become part of the medical staff by-laws by virtue of an appen-
dix.

For example, scientific studies have long established that provid-
ing aspirin to a patient within twenty-four hours of a heart attack may
increase that patient’s chances of survival by thirty percent.™ Yet in
hospitals across the country, physicians are failing to provide this
simple life-saving treatment up to fifty percent of the time.”™ Under
this proposal, the CPG committees of all of the hospital cardiology
departments across the country should propose that the CPG of the
ACC™ recommending this treatment be adopted as an expectation of
performance of the medical staff of the hospital’s cardiology depart-
ment.

A legitimate criticism of this proposed process is the amount of
time, duplication of effort and expense associated with this CPG re-
view enterprise. A possible solution to these concerns is similar to

281

Hospital Quality Alliance Project, supra note 188.

282

1d.

** The ACC/AHA Guidclines for the Management of Patients with Acute Myo-
cardial Infarction, and updates to the guidelines, are published in the Journal of the
American College of Cardiology, 28 J. AM. C. CARDIOLOGY 1328428 (1996); 34 J. AM. C.
CARDIOLOGY 890-911 (1999) (updates), available at http://content.onlinejacc.org/.
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that which is used by the institutional review boards (“IRBs”) of medi-
cal institutions conducting multicenter trials during clinical investiga-
tions of drugs and devices.™

[S]lometimes the IRB at each center of a multicenter trial con-

. ducts a complete review of the protocol and informed consent.
Such multiple reviews by multiple IRBs can result in unnecessary
duplication of effort, delays, and increased expenses in the con-
duct of multicenter clinical trials. Greater reliance on a central-
ized IRB review process, in appropriate circumstances, could re-
duce IRB burdens and delays in the conduct of multicenter
trials.”

For example, central IRBs have been created to review multicenter
trials dealing with a particular type of condition. “[T]he National
Cancer Institute . . . has created a freestanding central IRB . . . to
provide the option for centralized IRB review for the many multicen-
ter cancer trials conducted by NCL”* Similarly, CPG committees
with comparable practice specialties could contract with a centralized
CPG review group to perform a continuous review of CPGs to reflect
scientific developments. The recommendations of this centralized
CPG group could then be submitted to the CPG committee of the lo-
cal institution for adoption, adoption with modification, or rejection.
This pooling of resources is one way to deal with the concerns of du-
plication of effort, delay and expense.

In choosing the appropriate CPGs, a CPG committee should ex-
amine two important questions.” First, who developed the CPGs?
And second, what methodologies were used? Most probably, physi-
cians will be drawn to CPGs generated by those groups with ‘auspice
legitimacy’;™ in other words, those developers with excellent reputa-
tions for accuracy and technical expertise. These are most likely to
be prestigious national groups representing practice specialties, such
as the ACC or the American Heart Association. On the other hand,
physicians are likely to avoid those CPGs promulgated by payors, re-
ferred to by some as ‘boundary guidelines.” Boundary guidelines “are

™ See U.S. Food & Drug Administration, Guidance for Industry Using a Central-

ized IRB Review Process in Multicenter Clinical Trials, at Part II, http://www.fda.
gov/cder/guidance/0C2005201fnl.htm (last visited Apr. 28, 2006).

® I, (citations omitted).

* Id. at Part VILB.

*7 These are adapted from the set of four questions that Professor Rosoff recom-
mends that a judge ask when deciding which CPGs should have evidentiary weight,
and how much, in malpractice proceedings. Rosoff, supra note 185, at 384-95.

* Id. at 384 (citing Mehlman, supra note 268, at 377 (citing Kinney & Wilder, su-
pra note 266, at 448) ).
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used by payors to define a range of practice options within which
physicians could act without incurring financial or other sanctions.”*
Based on altruistic motives, physicians are likely to perceive these
types of CPGs as unduly limiting treatments necessary for patient wel-
fare based on cost/benefit decisions made by profit conscious pay-
ors.™ Physicians may also shun CPGs developed by payors based on
self-protective motives.” Payor-developed CPGs which call for the
provision of less care may be viewed as increasing the risk of malprac-
tice exposure.™ As the literature documenting the practice of defen-
sive medicine demonstrates, the fear of liability greatly influences
physician choices making these types of CPGs unlikely choices for
adoption.™

Next, a CPG committee should examine the scientific basis for
the CPG carefully. Was the clinical practice data base sufficiently
large? Were the results based on solid scientific outcomes research?
Were the methodologies used appropriate and employed with the
guidance of qualified medical professionals? Is there provision for
the timely updating of the CPG based on clinical experience with the
CPG? If the answers to any of these questions are negative, the CPG
under consideration should be viewed with suspicion. In contrast,
CPGs which are created by competent scientists based on careful
analysis of an appropriately large data base (controlling for con-
founding, bias and probability issues) created to optimize quality of
care should be carefully considered for adoption.™

3. Expectations of Performance

Once the CPGs are adopted by the practice group, each physi-
cian who is a member of that department will be expected to comply
with the CPGs except in situations where, in the judgment of the phy-
‘sician, they are not appropriate. In those circumstances, the physi-
cian will be expected to engage in documentation of the reasons for
deviating from the CPGs. A physician who fails to comply with the

b Havighurst, Practice Guidelines for Medical Care, supra note 266, at 778 n.3 (citing
L. LEWIN & ]J.E. ERIKSON, LEADERSHIP IN THE DEVELOPMENT OF PRACTICE GUIDELINES:
THE ROLE OF THE FEDERAL GOVERNMENT AND OTHERS 3 (rev. ed. 1989) (prepared for
the Physician Payment Review Commission’s Conference on Practice Guidelines,

Washington, D.C.,, Oct. 11, 1988)).
" See generally Rosoff, supra note 185, at 376 (generally describing some of the
reaQSQPnIsdfor negative physician attitudes toward CPGs).
Id.
* Id.
* I,

292
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CPGs without a well-documented rationale should be subject to cor-
rective action.”

For example, if a CPG on aspirin treatment of heart attack vic-
tims has been adopted and if a heart attack patient is admitted to the
hospital with a condition that contradicts the provision of this treat-
ment, the physician must document this fact. Otherwise, the failure
to provide the treatment will violate the performance expectation as
set forth in the adopted CPG.

This documentation exception should avoid a rigid expectation
that the CPG be followed in all circumstances. It recognizes that pa-
tient care does not always follow the norm and allows for flexibility to
adjust to a patient’s unique needs.™ As Professor Rosoff explains:

The goal of . . . CPGs is not, despite what some physicians may
believe, to remove all elements of discretion and professional
judgment from medical care. There will always be the need—
and, one would hope, the latitude—for the exercise of profes-
sional judgment. Still, as the body of what is knowable and what is
known grows, the degree of latitude will inevitably be impacted by

the extant knowledge base. When one does not know what is

right or wrong, everything is fair game to do. Knowledge brings

limitations, or at least, the basis for limitations to be imposed. As

an Institute of Medicine committee on Practice Guidelines has

stated, the formal recognition of the practice guidelines move-

ment “can be seen as part of a significant cultural shift, a move
away from unexamined reliance on professional judgment toward
more structured support and accountability for such judgment.”™”

* If physician competence is questioned based on frequent deviations from the

CPGs, the pattern of conduct should be evaluated in peer review by a reasonable care
standard. The CPG which was avoided, customary care standards, and evidence re-
garding the benefits and risks associated with the physician’s choices in the provision
of patient care would all be relevant. See infra Part VILB.7 for a discussion of the
appropriate reasonable care standard. Instituting this system could provide earlier
notice of a physician who exercises poor judgment on a continual basis. Earlier no-
tice allows for earlier intervention in the form, for.example, of required attendance
at educational seminars. Instituting corrective action before patient harm occurs
enhances the quality of patient care. In addition, earlier interventions may lead to
less dire correctional measures. The less dire the correctional measures, the more
likely that the physician will accept these actions informally, avoiding the costs asso-
ciated with the formal peer review process.
" Rosoff, supra note 185, at 375.

* . (footnotes omitted) (quoting INST. OF MED., supra note 264, at 2).
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4. Enhancing the Quality of Patient Care

While CPGs generally are still in their infancy, as evidence-based
medicine moves forward,” under this proposal, the CPGs of hospital
departments can develop apace. A benefit of introducing CPGs into
the peer review process is that it requires physicians to keep step with
current practice. At the same time, the committee approach encour-
ages the practice group to make an educated rejection of a CPG
rather than a rejection through inertia either from indifference or
from the burdens of daily practice which leave little time for review-
ing, assessing, and integrating the almost constant flow of new scien-
tific developments. Collectively shouldering this burden through this
process protects an entire practice group from lagging behind new
scientific developments. Physicians will no longer be able to ignore
new suggested CPGs out of hand, but will be required under the by-
laws to make informed decisions to accept, modify and accept, or re-
ject them. There is little doubt that the quality of patient care will
benefit from this process.

Applying contractual expectations of performance provisions
also side steps doctrines inherent in customary care measurements
and tort ‘standard of care’ analysis. The locality rule,”™ honest error
rule® and the good faith mistake rule,” which can sometimes act to
immunize an incompetent physician from corrective action, all be-
come irrelevant. The concept of fault is properly eliminated from

™ “Medical knowledge about evidence-based medicine has accumulated at a
staggering rate. Between 1966 and 1995, the number of clinical research articles
based on randomized clinical trials jumped from about 100 per year to 10,000 annu-
ally.” FURROW ET AL., HEALTH LAW, supra note 99, § 6-2, at 274 (citing Mark R. Chas-
sin, Is Health Care Ready for Six Sigma Quality?, 76 MILBANK QUARTERLY 565, 574
(1998)). “Web-based databases have proliferated to help physicians gain efficient
and use-friendly access to this proliferation of guidelines and other medical informa-
tion.” Id. (citing Barry R. Furrow, Broadcasting Clinical Guidelines on the Internet: Will
Physicians Tune In?, 25 AM. J. LAw & MED. 403 (1999)):

The National Guideline Clearinghouse [http://www.guideline.gov] of-

fers free access by physicians and others to the current clinical practice

guidelines . . . . A search produces all guidelines on a given subject,

along with an appropriateness analysis of each guideline. The Clear-

inghouse provides a standardized abstract of each guideline, and

grades the scientific basis for its recommendations and the develop-

ment process for each. o
Id. (footnotes omitted). Other commercial internet-based services include MDCon-
sult, http://www.mdconsult.com (last visited Apr. 29, 2006), and Medscape, http://
www.medscape.com (last visited Apr. 29, 2006). See FURROW, ET AL., HEALTH LaW, su-
pranote 99, at 275,

% See supra notes 206-14 and accompanying text.

" See supra note 260.

' Sep supra note 260.
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the process. In addition, hospitals will not be barred from choosing
to employ physicians who adopt ‘best practices’ instead of those who
are minimally competent.

5. Decreasing Transaction Costs While Still Enhancing
Quality of Care

Finally, with regard to the scope of discovery, little room remains
for an argument that the care provided by other physicians in the de-
partment is relevant. This means that discovery can be confined to
the patient records of the allegedly incompetent physician. This
streamlines the process and makes the hospital less reluctant to act
on evidence of incompetence on the part of a physician. Hospitals
may be willing to formally intervene with a recalcitrant physician
much sooner as evidence comes to light of issues of incompetence,
instead of waiting until the evidence becomes incontrovertible, the
situation becomes dire and the only choice becomes termination of
staff privileges. This benefits the physician as intervention earlier
rather than later may mean that the sanctions imposed will be less se-
vere than termination, allowing the physician the opportunity to
remedy the situation. The less dire the sanctions, the more willing
the physician may be to accept them without triggering the costly
formal peer review process. Earlier intervention also inures to the
benefit of patient safety as hospitals are more likely to intervene and
take corrective actions to deal with incompetent physicians before a
patient has actually suffered harm.

6. Physician Due Process and Immunity Concerns

Physicians may be motivated by self-interest to support adoption
of CPGs to decrease uncertainty regarding the conduct that will trig-
ger formal peer review proceedings and the resultant notice to the
National Practice Data Bank. Adopting CPGs as the expectation of
performance provides more adequate notice of the type of conduct
which will subject the physician to corrective action. The physician
can then avoid this conduct. It also provides the physician with a bet-
ter ability to prepare for a challenge to the suggested corrective ac-
tion. As a result, HCQIA immunity is more likely to be bestowed on
those who participate in the process.

7. Including the Tort ‘Reasonable Care’ Standard as a
Stop-Gap Measure

As stated earlier, while growing at a staggering rate, medical
knowledge grounded in evidence-based medicine is still in its infancy.
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Thus, using CPGs created from evidence-based medicine will not
provide an immediate solution for all situations involving allegedly
incompetent physicians. When CPGs with auspice authenticity have
yet to be promulgated, relying on the standard of reasonable care as
defined by negligence law can provide a workable stop-gap measure.
This reasonable care standard must be divorced from most, if not all,
of the other doctrinal trappings of medical malpractice jurisprudence
for the reasons outlined earlier.” In adopting this measure, medical
staff by-laws should comport with the growing number of states which
have rejected the use of customary care as conclusive evidence of the
quality of patient care.”™ Among other reasons, these states have
found that such rigid application of custom can both insulate a physi-
cian whose practice has lagged behind scientific advancements or sti-
fle a physician from engaging in reasonable innovation to meet the
needs of his or her patients. Instead, custom should be used as some
evidence of what constitutes reasonable care, along with other rele-
vant evidence of the risks and benefits associated with the patient
care choices of the physician.

8. Use of CPGs in Malpractice Litigation Post Adoption by
the Medical Staff

To date, courts have allowed CPGs to be used both defensively
and offensively by both plaintiffs and physicians as evidence of the
standard of care in medical malpractice actions. This use has
drawn a great deal of support and criticism. Many of the criticisms of
this use are met if the CPGs relied upon by the courts are first
adopted by the medical staff by-laws.

%% See supra notes 256-60 and accompanying text.

03 Peters, supra note 205, at 913-16.

% See, e.g., Basten v. United States, 848 F. Supp. 962, 967 (M.D. Ala. 1994) (use of
American College of Obstetricians and Gynecologists guidelines relating to screening
procedures for medical condition); Green v. Goldberg, 630 So. 2d 606, 609 (Fla.
Dist. Ct. App. 1993) (expert testimony supported by American College of Obstetri-
cians and Gynecologists bulletin dealing with breast cancer treatment); Miles v. Ta-
bor, 443 N.E.2d 1302, 1303 (Mass. 1982) (violation of the American College of Ob-
stetricians and Gynecologists guidelines to fail to resuscitate an infant immediately

post-delivery); Roper v. Blumenfeld, 706 A.2d 1151, 1156 (N/J. Super. Ct. App. Div. "~

1998) (plaintiff's use of 1992 Parameters of Care for Oral and Maxillofacial Surgery: A
Guide to Practice, Monitoring and Evaluation to establish breach of standard of care);
Frakes v. Cardiology Consultants, P.C., No. 01-A-01-9702-CV-00069, 1997 WL 536949,
at *2 (Tenn. Ct. App. Aug. 29, 1997) (use of Exercise Test Parameters Associated
with Poor Prognosis and/or Increased Severity of CAD [Coronary Artery Disease]
contained in a brochure produced by the American College of Cardiology and the
American Heart Association as standard of care).
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densome and expensive process, placing patient safety at risk. Re-
placing vague ‘standard of care’ language with express contractual
terminology, such as ‘expectations of performance,’” and incorporat-
ing specifically chosen and uniquely tailored Clinical Practice Guide-
lines (“CPGs”) directly into the medical staff by-laws, may result in a
more equitable balancing of the public’s quality of care concerns with
the interests of the physician in a fair process of review of adverse
formal peer review actions. In addition, this shift to contract princi-
ples could streamline the formal peer review process making a hospi-
tal less reluctant to engage in peer review, and allowing peer review
to live up to its promise as an effective system of accountability for the
enhancement of patient care.



