11.2.3 Contracts to Deliver Health Care Services

Physicians have a fundamental ethical obligation to put the welfare of patients ahead of other
considerations, including personal financial interests. This obligation requires them to consider carefully
the terms and conditions of contracts to deliver health care services before entering into such contracts to
ensure that those contracts do not create untenable conflicts of interests.

Ongoing evolution in the health care system continues to bring changes to medicine, including changes in
reimbursement mechanisms, models for health care delivery, restrictions on referral and use of services,
clinical practice guidelines, and limitations on benefits packages. While these changes are intended to
enhance quality, efficiency, and safety in health care, they can also put at risk physicians’ ability to
uphold professional ethical standards of informed consent and fidelity to patients and can impede
physicians’ freedom to exercise independent professional judgment and tailor care to meet the needs of
individual patients.

As physicians enter into various differently structured contracts to deliver health care services—with
group practices, hospitals, health plans, or other entities—they should be mindful that while many
arrangements have the potential to promote desired improvements in care, some arrangements also have
the potential to impede patients’ interests.

When contracting to provide health care services, physicians should:

(a) Carefully review the terms of proposed contracts or have a representative do so on their behalf to
assure themselves that the arrangement:

(i) minimizes conflict of interest with respect to proposed reimbursement mechanisms, financial or
performance incentives, restrictions on care, or other mechanisms intended to influence
physicians’ treatment recommendations or direct what care patients receive, in keeping with
ethics guidance;

(i1) does not compromise the physician’s own financial well-being or ability to provide high-quality
care through unrealistic expectations regarding utilization of services or terms that expose the
physician to excessive financial risk;

(ii1) allows the physician to appropriately exercise professional judgment;

(iv) includes a mechanism to address grievances and supports advocacy on behalf of individual
patients;

(v) permits disclosure to patients.

(b) Negotiate modification or removal of any terms that unduly compromise physicians’ ability to uphold
ethical standards.

AMA Principles of Medical Ethics: LILIILV,VLVIII,IX

Opinion 11.2.3 Contracts to Deliver Health Care Services reorganizes guidance from multiple sources as
follows:

CEJA Report 3-1-05 Physician pay-for-performance programs



CEJA Report 2-1-03 Professionalism and contractual relations

CEJA Report 7-A-02 Managed Care, Amendment

CEJA Report 5-A-02 Restrictions on Disclosure in Managed Care Contracts, Amendment
CEJA Report 4-A-97 Ethical implications of capitation

CEJA Report 1-A-96 Restrictions on disclosure in managed care contracts

CEJA Report 13-A-94 Ethical issues in managed care
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8. Programs regarding various aspects of health care are commonly televised: therefore, physicians should
recognize that their patients may have preformed expectations from public broadcasts that may need to be
addressed. (I, IV, VIL, VIII)

[ssued December 2001 based on the report “Filming Patients in Health Care Settings,” adopted June 2001; updated
November 2005.

(References pertaining to Report 2 of the Council on Ethical and Judicial Affairs are available from the Ethics
Standards Group.)

3. PHYSICIAN PAY-FOR-PERFORMANCE PROGRAMS

HOUSE ACTION: RECOMMENDATIONS ADOPTED AND
REMAINDER OF REPORT FILED

INTRODUCTION

Physician pay-for-performance (PFP) compensation arrangements attemipt to provide an cconomic incentive to
improvc health care quality by linking remuneration to measures of individual, group or organizational performance.
Thesc programs typically offer bonus payments to physicians who cither mect, or demonstratc improvement in
meeting, pre-established standards of performance measures.

The American Medical Association has issued a set of principles and guidelines that advocate for acceptable
parameters. The AMA states that PFP programs should strive to: ensure the quality of care; foster the
patient/physician relationship; offer voluntary physician participation; use accurate and fair data reporting; and
provide fair and equitable program incentives. Many of these principles are closely related to core concepts of
medical ethics and professionalism, including patient autonomy, conflicts of interest and trust, as well as faimess
and justice. Accordingly, this report examines the tensions that may arise from physicians’ participation in PFP
programs and offers guidance to physicians striving to practice ethically in the face of performance-based incentive
arrangements.

BACKGROUND

The past decade has been marked by an emerging quality movement in medicine, prompted by the Institute of
Medicine’s health care quality initiative, “Crossing the Quality Chasm,” which proposed a new quality construct
bascd upon safcty, cffectivencss, patient-centcredness, timcliness, cfficiency, and equity. To achieve these
objectives, key health care leaders have emphasized the role of evidence-based guidelines.

In turn, this has led to the establishment of market-based quality improvement mechanisms that link compensation
to measurements of patient safety and clinical outcomes. Among these, pay-for-performance programs provide
participants with monetary bonuses to reward the achievement of predetermined quality or efficiency benchmarls.

To measure performance, PFP programs must collect data on health care process and outcomes, including patient
safety indicators and patient satisfaction. These data are then incorporated into payment mechanisms for hospitals
or physicians. Physicians or physician groups, upon meeting a given program’s performance criteria, are rewarded
with modest financial bonuses that may constitute up to 5% of the total revenue received from a given health plan.

ETHICAL RESPONSIBILITIES OF PHYSICIANS

Physicians are ethically obligated to provide competent, patient-centered care to each of their patients, as codified
within Principles [ and VIII of the Code of Medical Fthics. Physicians must also assume central roles in promoting
patient safety by participating in the identification, reduction, and prevention of medical errors (see Opinion E-
8.121, “Ethical Responsibility to Study and Prevent Error and Harm,” AMA Policy Database). Stemming from
these obligations, physicians and the medical profession assume a duty to improve the safety and effectiveness of
the health care that patients reeeive.
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Designing Appropriate Physician Incentive Programs

Compensation policies that arc designed to promote optimal patient care, such as the incentives offered through PFP
programs, represent one of many measures intended to help physicians improve health care quality. However, the
establishment of financial incentives may also create unintended tensions for participating physicians, as well as for
physicians in leadership positions.

Most notably, the presence of economic incentives risks establishing a conflict between physicians’® financial
interests and the fulfillment of their professional obligations. Physicians’ commitment to patient-centered care must
supersede incentives offered by various compensation arrangements (see Opinion E-8.03, “Conflicts of Interest:
Guidelines,” and Opinion E-8.054, “Financial Incentives and the Practice of Medicing”). Yet, all reimbursement
systems, including fee-for-service (FFS), capitation, and salary arrangements, establish various incentives that may
adversely influence the quality of patient care.

In fee-for-service (FFS), physicians are paid for each procedure or service that they provide to the patient.
Physicians have great latitude in providing necessary scrvices, such as diagnostic tests or preventive services. Some
may provide more scrvices than arc medically necessary, thereby promoting the overutilization of medical
resources.

Capitation plans pay physicians a fixed amount per patient over a given period of time, regardless of the quality or
quantity of services rendercd.  While capitation has the potential to mitigate overutilization, it creates an cconomic
disincentive for the provision of expensive or complicated care, thus promoting underutilization.

Salaried arrangements that pay physicians a fixed sum may similarly contain costs, but also have the potential to
lower productivity and discourage treatment of difficult clinical cases.

In view of the shortcomings of all compensation methods, PFP programs may prove beneficial when they recognize
and reward physicians who deliver optimal care to their patients. However, practicing physicians and physicians
involved in the design and implementation of PFP programs must take appropriate measures to ensure that any
incentives used by these programs are consistent with the ethical values of the profession.

Responsibilities of Physicians in Leadership Positions

Physicians with appropriate professional expertise should be integrally involved in the design, implementation, and
cvaluation of new PFP programs. Accordingly, physicians acting in this capacity should undertake efforts to ensure
that any incentives and performance benchmarks established by PEP programs arc designed to primarily benefit the
patient and improve the quality of their health care, rather than promoting cost-containment {sce Opinions E-8.021,
“Ethical Obligations of Mcdical Directors,” and E-8.054, “Financial [ncentives and the Practice of Medicine™).

Responsibilities of Practicing Physicians

Physicians participating in PFP programs should work to ensure that the incentives provided by PFP programs
preserve their ability to promote patient well-being. This may require negotiating the removal of any contractual
terms that might compromise professional values, impede their ability to act as patient advocates, or obstruct the
provision of medically necessary care (see Opinion E-8.0501, “Professionalism and Contractual Relations™).

Promoting Evidence-Based Practice and Preserving Patient-Centered Care

All physicians who strive to practice ethically are committed to the provision of competent patient care through the
exercise of their professional expertise. However, due to differences in training and practice styles, equally
competent and dedicated physicians may provide divergent treatments for like medical conditions, This has led to
system-wide variations in the use of medical services, medical expenses, and patient outcomes.

Such inconsistencies in physician practice become ethically problematic when they prevent patients from deriving
adequate benefits from medical care. To promote fairness, individual physicians must be sensitive to variations in
paticnt carc that arc not explaincd on the basis of medical need (sce Opinion E- 2.095, “The Provision of Adequate
Hcalth Carc).
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Collectively, physicians should implement quality improvement activitics as a means of cnsuring competent medical
carc and reducing unwarranted variations in paticnt outcomes. One such approach is the promotion of evidence-
bascd practice guidelines, which define standards for the safe and effective delivery of medical carc.

Pay-for-performance arrangements can strive toward this goal by establishing performance incentives incorporating
evidence-based practice guidelines. When doing so, the AMA has advised that PFP programs should utilize current
peer-reviewed evidence-based performance measures that have been accepted by physicians with appropriate
practice expertise.

The benefit of practice guidelines resides in their promise to improve aggregate outcomes at the population-level,
However, the adoption of practice guidelines is not intended to eliminate all practice variations, It should be noted
that the degree of benefit derived from a given intervention remains variable at the individual-level due to patient-
specific factors, Moreover, overreliance upon disease-specific practice guidelines can potentially diminish the
quality of care delivered to patients with multiple comorbid conditions. For this reason, physicians must retain the
ability to customize care for each individual in order to meet the specific needs of patients when participating in PFP
programs.

Responsibilitics of Physicians in Leadership Positions

Physicians involved in the design and implementation of PFP programs should contribute their professional
cxpertise to ensure that practice guidclines that arc fair and objective, and consistent with the cthical values of the
profession (see Opinion E-8.021). Moreover, physicians working in this capacity must also ensure that all practice
guidelines allow for sufficient variation to enable physicians to accommodate the specific needs of individual
patients (see Policy H-320.949, “Clinical Practice Guidelines and Clinical Quality Improvement Activities”).

Omnce evidence-based practice guidelines have been established, their designers have a responsibility to make these
guidelines available to participating physicians, along with an explanation of any intended purposes and uses not
related to patient care (see Policy H-410.980, “Principles for the Implementation of Clinical Practice Guidelines at
the Local/State/Regional Level™). If possible, PFP program designers should also inform practicing physicians of
the expected benefits associated with specific evidence-based recommendations. By doing so, the implementation
of clinmical guidelines can improve health care quality by helping physicians to select among multiple evidence-based
recommendations in order to best benefit the individual patient.

Responsibilitics of Practicing Physicians

Practice guidelines are cthically acceptable when they are primarily designed to promote the well-being of paticnts.
Practicing physicians should familiarize themsclves with current evidence-based findings and clinical practice
guidclines that arise from them. This commitment is consistcnt with Principle V of the Code, which directs
physicians to “continue to study, apply and advance scientific knowledge [and] maintain a commitment to medical
education” in order to serve patients in accordance with professional standards of excellence.

Physicians also should share this knowledge with their patients in order to better inform patients” medical decision
making and to improve their adherence to prescribed treatment (see Opinion E-8.08, “Informed Consent™).
Physicians must not allow practice guidelines or performance-based compensation arrangements to create unrealistic
expectations among patients (see Opinion E-6.01, “Contingent Physician Fees”). Therefore, physicians should
inform patients that evidence-based practice guidelines are based on clinical findings aggregated at the population
level, meaning that individual treatment options and outcomes may vary in practice.

Physicians must also ensure that their focus on relevant practice guidelines does not inappropriately infringe upon
patients” autonomy, Practicing physicians must inform their patients about the full range of available treatment
options, as required by Opinion E-8.033, “Restrictions on Disclosure in Health Care Plan Contracts.” Physicians
must then provide appropriate services in accordance with their patients” medical needs and personal preferences,
even if such treatments conflict with the guidelines used to determine the physicians® performance. However,
physicians are not ethically required to cater all patient demands and may decline to deliver medical care that they
do not believe has a reasonable chance of benefiting the patient (see Opinion E-2.033, “Futile Care™),
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MITIGATING POTENTIAL ADVERSE IMPACTS OF PFP PROGRAMS

A potential ethical concern regarding the long-term coffocts of pay-for-performance programs is the impact that these
efforts may have upon patients’ access to health care. Should PFP programs publicize performance ratings or link
physicians’ compensation to patient outcomes without making appropriate case-mix adjustments, some physicians
may be motivated to preferentially seek out and treat healthier patients. This practice allows physicians to improve
their prospects for achieving pre-determined performance measures by treating only those patients presenting the
best anticipated health outcomes. As this occurs, it may become increasingly difficult for some patients to access
appropriate health care.

The negative effects of patient selection could be especially problematic for patients belonging to vulnerable
population groups. Patients from these groups tend to enter the health care system in more advanced disease states,
and may be faced with limited financial and social resources or more severe communication difficulties, which can
impede their ability to adhere to treatment recommendations. As a result, treatment outcomes for these patients may
be sub-optimal. This may systematically disadvantage physicians who treat patients from such wvulnerable
populations, because their aggregate performance outcomes may not mect the benchmarks cstablished by PFP
programs. As a result, poorly designed PFP incentive structurcs could dissuade physicians from serving vulncrable
paticnt populations in favor of catering to comparatively healthier patients.

In the face of such pressures, all physicians must uphold the mandates of Principle 1X and work to support access to
medical care for all pecople. Practicing physicians can promote cquitable access by continuing to treat patients on the
basis of need. In addition, physicians participating in the design and implementation of PFP programs should ensure
that these programs are structured in a way that does not discourage the treatment of patients belonging to
vulnerable population groups. This can be accomplished by avoiding the use of performance benchmarks based
upon factors beyond the control of individual physicians, by the incorporation of appropriate risk-adjustment
mechanisms, and through the use of risk-pooling strategies. If PFP program administrators choose to make data on
physicians’ performance publicly available, physicians should advocate for the incorporation of risk-adjusted
performance ratings, characterized by adequate review and appeal mechanisms,

CONCLUSION

Physician pay-for-performance programs may benefit patients by improving the effectiveness and safety of medical
carc. These goals arc consistent with physicians® obligations to provide competent paticnt care.  Howover,
physicians participating in these incentive programs must continuc to uphold all cthical obligations to their pationts
and avoid conflicts of interest stemming from PFP arrangements. Participating physicians must ensure that all care
18 delivered on the basis of patients’ individual needs and preferences. Physicians must also continug to treat cach of
their patients without bias and avoid further disadvantaging vulnerable patient populations.  In addition, physicians
should work collectively to ensure that the goals and incentives utilized by PFP programs promote paticnts’ best
interests.

RECOMMENDATIONS

The Council on Ethical and Judicial Affairs recommends that the following be adopted and the remainder of this
report be filed:

Physician pay-for-performance {PFP) compensation arrangements should be designed to improve health
care quality and patient safety by linking remuneration to measures of individual, group, or organizational
performance. To uphold their ethical obligations, physicians who are involved with PFP programs must
take appropriate measures to promote patients’ well-being.

1. Physicians who are involved in the design or implementation of PFP programs should advocate for:

(a) incentives that are intended to promote health care quality and patient safety, and are not primarily
intended to contain costs;

(b) program flexibility that allows physicians to accommodate the varying needs of individual
paticnts;
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(¢) adjustment of performance mcasurcs by risk and casc-mix in order to aveid discouraging the
trcatment of high-risk individuals and populations; and

(d) processes to make practice guidelines and explanations of their intended purposes and the clinical
findings upon which they are based available to participating physicians.

2. Practicing physicians who participate in PFP programs while providing medical services to patients
should:

(a) maintain primary responsibility to their patients and provide competent medical care, regardless of
financial incentives;

(b) support access to care for all people and avoid selectively treating healthier patients for the
purpose of bolstering their individual or group performance outcomes;

(¢} bec awarc of evidence-based practice guidelines and the findings upon which they arc based;

(d) always provide care that considers patients’ individual needs and preferences, cven if that carc
conflicts with applicable practice guidelines; and

(¢) not participatc in PFP programs that incorporatc incentives that conflict with physicians’
professional values or otherwise compromise physicians’ abilities to advocate for the interests of
individual patients.

(References pertaining to Report 3 of the Council on Ethical and Judicial Affairs are available from the Ethics
Standards Group.)
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REPORTS OF COUNCIL ON ETHICAL AND JUDICIAL AFFAIRS

The following reports, 1-5, were presented by Michael S. Goldrich, MDD, Chair:

1. COMMUNICATING PERSONAL BELIEFS TO PATIENTS AND FAMILIES
HOUSE ACTION: REFERRED

At the 1999 Annual Meeting, the Council on Ethical and Judicial AlTairs issucd Opinion 9.012 “Physicians’ Political
Communicalions with Patients and Their Familics.™ Since that lime, CEJA hag received a number of inguirics
regarding the communication of personal belicls by physicians Lo patients and their familics. Although some of the
clhical congiderations raised by such communication may be similar to those thal are addressed in Opinion 9.012,
CEJA recognizes that the ethical concerns inherent in expressing personal beliefs to patients and the families
warrant further guidance. The following recommendations offer ethical guidelines to assist physicians in
communicating with their patients.

RECOMMENDATION

The Council on Cthical and Judicial Affairs recommends that the following be adopted and the remainder of the
report be filed:

In the clinical setting, conversations between patients and physicians may diverge from clinical pertinence.
In a trusting patient-physician relationship, conversations stemming from personal beliefs can be a positive
supplement to the therapeutic alliance. However, physicians should use caution in expressing personal
beliefs to avoid potential conflicts or misunderstandings that may erode trust and thereby negatively affect
the medical care a patient receives. When patients, or their families, initiate a discussion of personal
beliefs, physicians should consider whether they are related to the patient’s health or welfare; if they are
unrelated, greater caution is advised.

Physicians should not allow differences in personal beliefs to interfere with the patient-physician
relationship and the quality of medical care. In order to protect the integrity of the patient-physician
relationship, physicians may wish to consider whether in certain circumstances, another party would be
better suited to discuss personal beliefs with the patient or family, for example a provider of pastoral care or
an ethics consultant.

Patients and physicians may feel most comfortable discussing personal beliefs durig clinical encounters
when they share similar value systems. Although certain personal beliefs may not contlict with those of a
patient, physicians should be sensitive to a patient’s discomfort or preference not to discuss such beliefs.

2. PROFESSIONALISM AND CONTRACTUAL RELATIONS

HOUSE ACTION: RECOMMENDATION ADOPTED AND
REMAINDER OF REPORT FILED

Resolution 11 (A-02), “AMA’s Principles of Medical Erhics,” called for Principle VI to be amended to add the
notion of freedom to contract. However, the Council found that the current language of Principle VI, by referring to
[tee choice ol association, implied (ree choice of contract as did many Opinions of the AMA’s Code ol Mcdical
ELhics, notably Opinions E-6.11, “Campectition,” E-9.06, “Free Choice,” and E-8.05, “Contraclual Relations.” Thesc
Opinions make clear that physicians could exercise their [reedom o choose the conditions within which o practice.
This choice generally is expressed by entering inlo contracts with selected entitics including health plans or health
care [acilities, or dircetly with patients. Therclore, CEJA Report 11-A-03, “AMA’s Principles of Medical Ethics
(Resolution 11, A-02),” concluded that the proposed amendment did not need to be made, but the Council agreed to
continue to address ethical issues that physicians face when entering into various contractual relationships.

House of Delegates Proceedings, Interim Meeting, Volume 2003, Issue 0000, Pub. Date 2003, Collection:House of Delegates Proceedings
ProSeek Sample



December 2003 Ethical and Judicial Affairs Report - 2

CONTRACTUAL RELATIONS--CLINICAL AND BEYOND

Currently, Opinion E-8.05 addresses the various contractual relationships that physicians enter into with group
practices or with insurance plans to provide services to patients. The opinion addresses income arrangements and
other benefits. More importantly, the opinion states that “physicians should not be subjected to lay interference in
professional medical matters and their primary responsibility should be to the patients they serve.”

This statement derives from two complementary notions; first, physicians as professionals hold unique obligations to
altain expertise in the art and scicnee of medicine and to use their knowledge and skills o provide medical care, a
service that ig highly valued by socicly. As prolessionals, they also are entrusled 1o sell-regulate, in parl becausc
othicrs do not hold the necessary knowledge to cvaluale their activities.  Prolcssional integrily is achicved by
[ulfilling this mandate and preventing undue interference by government or market [orce. At the level ol individual
physicians, lay interlerence may undermine physicians’ professionalism.

'The other important notion expressed in the concluding sentence of Opinion E-8.05 echoes Principle V11, which
states that “A physician shall, while caring for a patient, regard responsibility to the patient as paramount.”
‘Together, these two notions establish a patient-physician dyad that ought to be protected from extraneous interests.

Apart from their clinical interactions with patients, it is important to recognize that physicians serve many other
ancillary functions. Indeed. the AMA’s Code of Medical Lthics identifies many other roles that physicians fulfill,
which may or may not overlap with their clinical responsibilities, such as educators, research investigators,
inventors, administrators. investors in health care facilities, expert witnesses. and peer reviewers.

In many instances, fulfilling these functions will require physicians to enter into contractual agreements with non-
health care professionals. including corporate entities. Despite the possibility of some common interests with
physicians and/or patients, these third parties may not be bound by the same ethical norms, nor be motivated by the
same goals,

Conflict of Interests and Contracts

When patient interests are not clearly aligned with those of the entity with which a physician enters into a confract,
the physician may have a conflict of interest. That is to say that the physician’s professional judgment about patient
welfare stands to be unduly influenced by the interests of the other contracting party, whether financial or otherwise.
Many concerns that arise from specific instances of conflicis of interest are addressed by the Code of Medical
Ethics.

Concerns regarding conflicts of interest have been particularly intense in the context of managed care, where
physicians have complained that reimbursement arrangements and various practice restrictions {such as referrals,
prescriptions, hospitalizations, etc.) have prevented them from providing due care to some patients.  Therefore,
physicians have been cautioned to review these contractual agreements carefully to measure their potential impact
on patient care. The medical profession as a whole has sought to modify some managed care arrangements that
were found to be detrimental to patient care, and these efforts continue. However, similar caution is warranted
whenever physicians enler into contracts Lo perform [unctions thatl are ancillary Lo patient care, as enumeraled above.

CONCLUSION

Before entering into contracts with third parties, physicians should attempt to ascertain the goals or motivations of
the other contracting party and determine the possible impact on professionalism, independent clinical judgment, or
paticnt carc. Even il a shared goal can be identified, motivations or means Lo achicve a commeon goal may present
an unlenable conflict ol interesl. 10 negotiations Lo address these concerng [ail, physicians should reject the contract.
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RECOMMENDATION

The Council on Ethical and Judicial Affairs recommends that the following be adopted and the remainder of the
report be filed:

Physicians are free to enter into a wide range of contractual arrangements. However, physicians should not
sign contracts containing provisions that tend to undermine their ethical obligation to advocate for patient
welfare.  Therefore, before entering into contractual agreements to provide services that directly or
indircctly impact paticnt care, physiciang should negotiate the removal of any terms, such as lnancial
incentives or administrative conditions, thal arc known Lo compromise prolessional judgment or integrity.
Particularly, when contractual compensation varies according 1o perlormance (scc Opinion E-8.054,
“Financial Incentive and the Praclice ol Medicine™), physicians should beware of incentives that may
adversely impacl paticnt care.

3. PHYSICIANS' OBLIGATION TO ACCEPT PERSONAL RISK
IN THE PROVYISION OF MEDICAL CARE

HOUSE ACTION: REFERRED

The terrorist attacks of 2001 were a reminder that individual and collective safety cannot be taken for granted. Since
then, physicians, alongside public health professionals and other health care professionals as well as non-health care
personnel, have been developing plans to enhance the protection of public health and the provision of medical care
in response to various threats, including acts of terrorism or bioterrorism. Included in those plans are stratepies to
attend to larpe numbers of victims and help prevent greater harm to even larger populations.

[t is important to recognize that unique responsibilities beyond planning rest on the shoulders of the medical
profession. Indeed, irrespective of the cause of harm, physicians are needed to care for victims, In some instances,
this will require individual physicians to place their health or their lives at risk, Many physicians have demonstrated
their sense of dufy and courage by participating in the rescue efforts that followed the events of September 11, 2001,
and many were involved in the public health efforts that arose from the anthrax contamination. These and other
recent events, such as the debaie regarding smallpox vaccination of front-line responders and the SARS epidemic,
offer the medical profession and each of its members a unique opportunity to reflect anew on ethical responsibilities
that arise in the face of adversity.

A BRIEF HISTORY OF ETHICAL CBLIGATIONS IN THE FACE OF RISKS

Prior to the events of 2001, the most recent profession-wide debate regarding a duty to treat despite personal risks
arose when there was limited understanding of HIV transmission. Those who believed there was a duty to treat
appeared to rely in part on historical evidence of the role physicians had played during epidemics. However, some
historians remained cautious in makimg any claim that such a duty existed. In fact, they pointed to many instances
when physicians had fled in times of the plague, and also showed that physicians who had provided care during
cpidemics had done so not oul of a sense ol prolessional obligalion. bul cither because of religious doctrines,
because il was lucralive, or because it could result in fame.

By the time standards of medical ethics became codified, starting in the late 18th Century, a growing sense of the
duties owed by professionals had developed. In this vein, the AMA™s first code stated that: “When pestilence
prevails, it is [physicians’] duty to face the danger, and to continue their labors for the alleviation of the suffering,
cven at the jeopardy of their own lives.” This clear mandale may have been moderated in the 1912 edition of the
AMA’s code by the introduction of the notion thal physiciang should be free 1o choose whom Lo serve. However,
the AIDS epidemic led 1o a reiteration of the obligation 1o treat.

Much ol Lthe historical analysis regarding physiciang® obligalion 1o Lrcat despile personal risk has focused on the
treatment of infectious diseases. However, threats to personal safety, health or life come in many different forms,
for example when a natural disaster strikes or during armed conflicts. Along the spectrum of threats, all physicians
are confronted with the same question: whether the care needed by a patient or a group of patients calls for the
assumption of personal risk.
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(iti) The-Physicians should advocate for the time period over which incentives are determined
should-to be long enough to accommodate fluctuations in utilization resulting from the
random distribution of patients and illnesses. For example, basing incentive payments on an
annual analysis of resource utilization s preferabie to basing them on monthly review.

(iv} Financial rewards or penalties that are triggered by specific points of utilization may create
enormous incentives as a physician’s practice approaches the established level. Incentives
should-theretore—Therefore, physicians should advocate that incentives be calculated on a
continuum of utilization rather than a bracketed system with tiers of widely varied bonuses or
penalties.

(v) A-Physicians should ascertain that a stop-loss plan shewld-be-is in place to prevent the costs ef
treatine—a—singlepatient-associated with_unusual outliers from significantly impacting the
reward or penalty offered to a physician.

incentives-should be designed to Physicians also should advocate for incentives that promote efficient
practice, but shewld-set-be-are not designed to realize cost savings beyond those attainable through
efficiency. As a counterbalance to the focus on utilization reduction, ineentives-physicians also should
advocate for incentives based ypon-rReasuresefon quality of care and patient satisfaction.

L)

4. Patients must be informed of financial incentives that could impact the level or type of care they
receive, This-Although this responsibility should be assumed by the heaith plan, te-ersure-that-patients
are-aware—of such-ineentivespriorto-enrolment—Physieians-physicians, individually or through their
representatives, must be prepared to discuss with patients any financial arrangements that could impact
patient care, Physicians should avoid reimbursement systems that, eannet-be-1f disclosed to patients,

witheutnesativelyaffectingcould negatively affect the patient-physician relationship. (11, IIT}

Issued June 1998 based on the report “Financial Incentives and the Practice of Medicine,” adopted
December 1997; updated June 2002.

7. MANAGED CARE, AMENDMENT
HOUSE ACTION: FILED

At the 2001 Annual Meeting, the American Medical Association House of Delegates adopted Resolution 3,
“Restrictive Drug Policies in Public Programs such as Medicaid,” in response to which the Council on Ethical and
Judicial Affairs is amending Opinion 8.135, “Managed Care Cost Containment Involving Prescription Drugs.” For
the sake of consistency, CEJA proposes that, like Opinion 8.135, other Opinions on managed care in the Code of
Medical Ethics be extended in scope to cover health care plans in general rather than managed care organizations
only and be edited to direct their recommendations to physicians only. Accordingly, CEJA proposes the following
amendments to Opinion 8.13, “Managed Care.” The revised Opinion will appear in the next edition of the Code of
Medical Ethics.

8.13 Managed Care

The expansion of managed care has brought a variety of changes to medicine including new and different
reimbursement systems for physicians with complex referral restrictions and benefits packages for patients.
Some of these changes have raised concerns that a physician’s ability to practice ethical medicine will be
adversely affected by the modifications in the system. In response to these concerns, the following points
were developed to provide physicians with general guideiines that will assist them in fulfilling their ethical
responsibilities to patients given the changes heralded by managed care.

1. The duty of patient advocacy is a fundamental element of the physietan-patient-phvsician relationship
that should not be altered by the system of health care delivery. Physicians must continue to place the
interests of their patients first.

[§8]

When smanaged-health care plans place restrictions on the care that physicians in the plan may provide
to their patients, physicians should insist that the following principles sheuld-be followed:
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Any broad allocation guidelines that restrict care and choices--which go beyond the cost/benefit
Judgments made by physicians as a part of their rormal professional responsibilities--should be
established at a policy making level so that individual physicians are not asked to engage in
bedside rationing.

Regardless of any allocation guidelines or gatekeeper directives, physicians must advocate for any
care they believe will materially benefit their patients.

Physicians should be given an active role in contributing their expertise to any allocation process
and should advocate for guidelines that are sensitive to differences among patients. Manased
Health care plans should create structures similar to hospital medical staffs that aliow physicians
to have meaningful input into the plan’s development of allocation guidelines. Guidelines for
allocating health care should be reviewed on a regular basis and updated to reflect advances in
medical knowledge and changes in relative costs.

Adequate appellate mechanisms for both patients and physicians should be in place to address
disputes regarding medically necessary care. In some circumstances, physicians have an
obligation to initiate appeals on behalf of their patients. Cases may arise in which a health plan
has an allocation guideline that is generally fair but in particular circumstances resuits in unfair
denials of care, i.c., denial of care that, in the physician’s judgment, would materially benefit the
patient. In such cases, the physician’s duty as patient advocate requires that the physician
challenge the denial and argue for the provision of treatment in the specific case. Cases may also
arise when a health plan has an allocation guideline that is generally unfair in its operations. In
such cases, the physician’s duty as patient advocate requires not only a challenge to any denials of
treatmnent from the guideline but also advocacy at the health plan’s policy-making ievel to seek an
elimination or modification of the guideline. Physicians should assist patients who wish to seek
additional, appropriate care outside the pian when the physician believes the care is in the patient’s
best interests,

Munaced-Health care plans must adhere to the requirement of informed consent that patients be
given full disclosure of material information. Full disclosure requires that managed-health care
plans inform potential subscribers of limitations or restrictions on the benefits package when they
are considering entering the plan.

Physicians also should continue to promote full disclosure to patients enrolled in managed-eare
ercanizatienshealth care plans. The physician’s obligation to disclose treatment altematives to
patients is not altered by any limitations in the coverage provided by the patient’s managed-health
care plan. Full disclosure includes informing patients of all of their treatment options, even those
that may not be covered under the terms of the manased-health care plan. Patients may then
determine whether an appeal is appropriate, or whether they wish to seek care outside the plan for
treatment alternatives that are not covered. ‘

Physicians should not participate in any plan that encourages or requires care below minimum
professional standards.

When physicians are employed or reimbursed by managed-health care plans that offer financial
incentives to limit care, serious potential conflicts are created between the physicians’ personal
financial interests and the needs of their patients. Efforts to contain health care costs should not place

patient welfare at risk. Thus, physicians should accept only those financial incentives are-permissible
onbfthey-that promote the cost-effective delivery of health care and not the withholding of medically

necessary care.

(a)
(b)

(c)

Amy-Physicians should insist that any incentives to limit care mustbe disclosed fully to patients by
plan administrators upon enrollment and at least annually thereafter,

Limits—Physicians should advocate that limits be placed on the magnitude of fee withholds,
bonuses and other financiai incentives to limit care—Calewlating—and that incentive payments be
calculated according to the performance of a sizable group of physicians rather than on an
individual basis-shewld-be-eneouraced.

Health-Physicians should advocate that health care plans or other groups shewld-develop financial
incentives based on quality of care. Such incentives should complement finercia-reentives-those
based on the quantity of services used.
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4. Patientshovean-individual responsibility-te-Physicians should encourage both that patients be aware of
the benefits and limitations of their health care coverage—Patients-should-and that thev exercise their
autonomy by public participation in the formulation of benefits packages and by prudent selection of
health care coverage that best suits their needs. (I, II, III, V)

Issued June 1996 based on the report “Ethical Issues in Managed Care,” adopted June 1994 (J4MA4.
1995:273: 330-355); updated June 2002.

8. REFERRAL OF PATIENTS: DISCLOSURE OF LIMITATIONS, AMENDMENT
HOUSE ACTION: FILED

At the 2001 Annual Meeting, the American Medical Association House of Delegates adopted Resolution 3,
“Restrictive Drug Policies in Public Programs such as Medicaid,” in response to which the Council on Ethical and
Judicial Affairs is amending Opinion 8.135, “Managed Care Cost Containment Involving Prescription Drugs.” For
the sake of consistency, CEJA proposes that, like Opinion 8.135, other Opinions on managed care in the Code of
Medical Ethics be extended in scope to cover health care plans in general rather than managed care organizations
only and be edited to direct their recommendations to physicians only. Accordinﬂly, CEJA proposes the following
amendments to Opinion 8.132, “Referral of Patients: Disclosure of Limitations.” The revised Opinion will appear in
the next edition of the Code of Medical Ethics.

8.132  Referral of Patients: Disclosure of Limitations

When a physician agrees to provide treatment, he or she thereby enters into a contractual relationship and
assumes an ethical obligation to treat the patient to the best of his or her ability. Preferred-Provider
Organization (PPOY}—and -Health-Maintenance Orcanization (HMO3Some health care plans’ contracts
senerally—restrict the participating physician’s scope of referral to medical specialists, diagnostic
laboratories, and hospitals that have contractual arrangements with the PPG-and-HMOhealth care plan.
Some plans also restrict the circumstances under which referrals may be made to contracting medical
specialists. If the PRO-erHMOheaith care plan does not permit referral to a non-contracting medical
specialist or to a diagnostic or treatment facility when the physician believes that the patient’s condition
requires such services, the physician should so inform the patient so that the patient may decide whether to
accept the outside referral at his or her own expense or confine herself or himself to services available
within the PPO-erHMOhealth care plan. In determining whether treatment or diagnosis requires referral to
outside specialty services, the physician should be guided by standards of good medical practice.

Physicians must not deny their patients access to appropriate medical services based upon the promise of
personal financial reward, or the avoidance of financial penalties. Because patients must have the
necessary information to make informed decisions about their care, physicians have an obligation to assure
the disclosure of medically appropriate treatment alternatives, regardiess of cost.

Physicians must assure disclosure of any financial inducements that may tend to limit the diagnostic and
therapeutic alternatives that are offered to patients or that may tend to limit patients” overall access to care.
Physicians may satisfy this obligation by assuring that the masaged-health _care plan makes adequate
disclosure to enrolled patients-enreled-nthe-plan. Physicians should also promote an effective program of
peer review to monitor and evaluate the quality of the patient care services within their practice setting, (11,
A%

Issued June 1986; Updated June 1994 based on the report “Financial Incentives to Limit Care: Ethical
Implications for HMOs and IPAs,” adopted June 1990; updated June 2002,

House of Delegates Proceedings, Annual Meeting, Volume 2002, Issue 000, Pub. Date 2002, Collection:House of Delegates Proceedings
ProSeek Sample



266
Ethical and Judicial Affairs Opinion - 4 June 2002

(¥5)

Stop-loss plans shewld—be—ip—etfeet-to-can prevent the potential of catastrophic expenses from
influencing physician behavior. Physicians should attempé—te—ensure that such arrangements are
finalized prior to signing an agreement to provide services in a health plan,

4. Physicians must be prepared to discuss with patients any financial arrangements, which could impact
patient care. Physicians should avoid reimbursement systems that, if eannetbe-disclosed to patients,
gould without negatively affecting the patient-physician relationship. (11, III, VI)

Issued December 1997 based on the report “The Ethical Implications of Capitation,” adopted June 1997,
updated June 2002. .

5. RESTRICTTIONS ON DISCLOSURE IN MANAGED CARE CONTRACTS, AMENDMENT
HOUSE ACTION: FILED

At the 2001 Annual Meeting, the American Medical Association House of Delegates adopted Resolution 3,
“Restrictive Drug Policies in Public Programs such as Medicaid,” in response to which the Council on Ethical and
Judicial Affairs is amending Opinion 8.135, “Managed Care Cost Containment Involving Prescription Drugs.” For
the sake of consistency, CEJA proposes that, like Opinion 8.135, other Opinions on managed care in the Code of
Medical Ethics be extended in scope to cover health care plans in general rather than managed care organizations
only and be edited to direct their recommendations to physicians only. Accordingly, CEJA proposes the following
amendments to Opinion 8.053, “Restrictions on Disclosure in Managed Care Programs.” The revised Opinion will
appear in the next edition of the Code of Medical Ethics.

8.053  Restrictions on Disclosure in Managed Care Health Care Plan Contracts

Despite ethical requirements demanding full disclosure of treatment options regardless of limitations
imposed by plan coverage, some manased-eare—organizations-health care plans include clauses in their
employment contracts that directly inhibit the ability of physicians to keep their patients fully informed.
These types of contract clauses erect inappropriate barriers to necessary communications between
physicians and patients, labeled “gag clauses™ by some observers. Restrictive clauses of this type impact
the ability of physicians to provide information to their patients and to act effectively as a patient advocate.
They also threaten to undermine individual and public trust in the profession of medicine.

1. Managed-care-orsanizations-Health care plans have the right to protect proprietary information. asJerg
as-such-protection-doesnot However. physicians should oppose any such protection that inhibits them
from disclosing relevant information to patients. Contractelausesthat-could be-applied-to-prevent-For

this reason, physicians should advocate for the elimination of contract clauses that could prevent them
from raising or discussing matters relevant to patients” medical care-showld-baremoved-to-safeguard
the-heatth-of-plan-subseribers.

I

The right of patients to be informed of all pertinent medical information must be reaffirmed by the
medical profession, and individual physicians must continue to uphoid their ethical obligation to
disclose such information.

S

Physicians, mdwldually or throuah thelr representatlve should rev1ew thelr contracts carefully to
easure that there : 2
el-&useﬁ-t-ha{-m-kﬂb}t—thew—&bﬂﬁ-the\ are able to fulfll their ethlcal obhoatlons to patlent (II 111, VI)

Issued June 1998 based on the report “Restrictions on Disclosure in Managed Care Contracts,” adopted
June 1996; updated June 2002.
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iv. Financial rewards or penalties that are triggered by specific points of utilization
may create enormous incentives as a physician’s practice approaches the estab-
lished level. Incentives should therefore be calculated on a continuum of
utilization rather than a bracketed system with tiers of widely varied bonuses
or penalties.

v. A stop-loss plan should be in place to prevent the costs of treating a single pa-
tient from significantly impacting the reward or penalty offered to a physician.

3. Physicians have an obligation to evaluate incentive programs to ensure that they are not
threatening to appropriate medical care. Plans should calculate their incentives on the basis of
the expected costs associated with providing necessary care. Incentives should be designed to
spur efficient practice, but should not be designed to realize cost savings beyond those attainable
through the elimination of waste. As a counterbalance to the focus on utilization reduction,
inducements should also be based upon considerations of quality.

4. Patients must be informed of the financial incentives, positive and negative, that could impact
the level or type of care they receive. This responsibility should first be assumed by the managed
care organization to ensure that patients are aware of the coverage they are purchasing prior to
enrollment. An obligation exists on the part of the physician to disclose such incentives if the
patient has not been adequately informed. In such circumstances, the physician also has a
corresponding obligation to appeal to the plan for more complete disclosure.

(References pertaining to Report 3 of the Council on Ethical and Judicial Affairs are available from the Ethical
Standards Division Office.)
4. THE ETHICAL IMPLICATIONS OF CAPITATION

HOUSE ACTION;: RECOMMENDATIONS ADOPTED AND
REMAINDER OF REPORT FILED

Intreduction

The systems through which physicians are reimbursed for their services have grown varied and complex. To
date, discussion of the actual impact of these changes on the quality of patient care has been limited by a lack of
data. However, there is much to be gained from discourse within the profession concerning the potential effects
these systerns may have. At the Annual Meeting in 1996, the House of Delegates recognized the need for this
discourse and adopted Resolution 5, which recommended that:

1. The American Medical Association study the ethical aspects of capitation and its impact on both
physicians and their patients; and

2. These ethical concerns and issues be reviewed by the Council on Ethical and Judicial Affairs.

With the intent of responding to this resolution and of contributing to the necessary discussion of capitation,
the Counci presents the following report.

CAFPITATION AND FINANCIAL INCENTIVES

It is crucial to distinguish pure capitation arrangements from other financial incentives as they are traditionally
defined. Financial incentives target the monetary interests of physicians and are designed to use the pressure of
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potential income variations to encourage certain behaviors. Capitation, on the other hand, is defined simply as the
payment of a fixed sum per patient per unit time. If capitated payments are given to individual physicians, the
physician’s salary will be derived from what remains of the capitated pool, and an inherent financial incentive will
be created that could affect the provision of care. Other capitated plans, however, provide payments to a group of
physicians whose personal incomes are in turn provided through a wide variety of payment systems ranging from
salary to bonuses to fee-for-service. In these plans, the immediate parallels between capitation and other, more direct
financial incentives are not so clearly established.

Regardless of how the physician is personally reimbursed, the capitated sum is applied to cover the costs
incurred in providing a pre-determined set of services to the pool of capitated patients. Physicians may be expected
to apply capitated funds to cover only their own services, or as in the case of some primary care physicians, the
pool may also be used to cover the provision of outside laboratory tests, specialty care, hospital stays, and ancillary
services. Individual physician income may at least partially be attached to the capitated pool through additional
financial incentives, such as bonuses or withholds. An analysis of the ethical merits and conflicts associated with
such direct incentives is presented in a different Council report. This report intends to address only the ethical
implications of providing care for patients under a fixed budget without attempting to analyze the multifarious
reimbursement systems that could be applied as a subset of capitation to influence physician behavior.

Capitation has many of the defining characteristics of other financial incentives. By providing a fixed budget
with which to treat patients, physicians are motivated to minimize costs because of the possibility that patients could
conceivably find themselves without the resources to obtain treatment if the pool is not managed effectively.
Additionally, physicians who practice as a part of a group under capitation typically experience significant pressure
to stay within the allotted budget from colleagues who share the resource pool and from insurance companies,
employers, and other third party payers. Although it is not clear whether physicians are motivated to be cost-
conscious and efficient by the concerns of colleagues, payors, or patients, it seems clear that capitation successfully
shifts the mentality of practicing physicians.

ANALYSIS OF THE PHYSICIAN'S ROLE UNDER CAPITATION

Although operating under a fixed budget does not necessarily introduce the clinician’s personal income into the
patient-physician relationship, it can alter the role of the physician. Medicine has long held that the primary
obligation of physicians is to advocate for the interests of each individual patient. In a capitated environment,
however, patients covered by the same pool have overlapping interests, and explicitly tying the care of multiple
patients to a single, limited funding source bestows upon the physician an additional obligation to consider the
potential depletion of that resource when making treatment decisions. The extent to which these duties are in conflict
is dependent upon the strength of each component obligation. Physicians practicing under capitation have an
individual respensibility to maintain the resource pool, and the degree of pressure they experience to act on that
responsibility is inversely related to the number of physiciang in the capitated plan. Very small plans therefore make
physicians more acutely aware of their responsibility to the capitated pool which may in turn create conflicts with
their primary obligation to individual patient care.

Even in large plans, physicians practicing under capitation are encouraged to consider the costs to the plan of
different treatment options. It ig entirely appropriate for physicians to feel some obligation to safeguard broader
health care resources; indeed such an obligation has existed for decades. Adopting dual roles is only cause for con-
cern when the roles are given equal or nearly equal status and the primacy of individual patient care is threatened.

THE PHYSICIAN AS INSURER

When discussing capitation, it is useful to note some of the parallels between physicians under capitation and
insurers. While the analogy is by no means perfect, some comparisons are helpful. Insurers receive in the form of
a premium a fixed sum from each member of the covered population. With that sum, they are responsible for paying
all legitimate claims in order to fulfilt the guarantee of protection implied under the term “insurance.” Their duty
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to their subscribers, therefore, is to manage a global budget against shortfalls. Fulfilling this duty requires that they
judge individual claims to determine if they in fact meet criteria for coverage. It also requires that they examine each
claim in light of its potential impact on the system’s ability to pay future claims. All the descriptions to this point
could equally describe the position of physicians practicing under capitation.

Perhaps the primary function of insurers can best be described as making broad-level decisions about plan
resource allocation. Recognizing that decisions about the application of limited medical resources may be appro-
priate, the Council has previously stipulated that any allocation decisions that will affect patient access to care must
be decided on a broad (ideally societal) level. Given their unique knowledge of what constitutes acceptable levels
of health care, the input of physicians into these global decisions is crucial. It is therefore appropriate for large
groups of physicians who accept capitated payments together to take an active role in assessing which services will
be covered under their capitated resource. It is imperative, however, that such determinations be disclosed to
patients prior to their enrollment in the plan.

Ag physicians under capitation assume many of the roles traditionally held by insurers, however, these decisions
could be brought to the bedside. The uncertainties of clinical practice place inherent limits on the degree of precision
specific rules for coverage can be expected to attain, and it is tempting to place the burden of allocating resources
on the shoulders of individual physicians. This shift in responsibility can be achieved by capitating single physicians
or small groups of physicians and allowing them to establish rules of resource utilization. The Council has pre-
viously opposed this form of allocation because it depends upon variable factors in an individual’s practice and may
lead to standards of provision that are not consistent across different physician practices. Furthermore, because these
decisions are based in part on the resource use of a relatively small group of patients, fluctuations in clinical practice
may result in standards that are not even consistent within one physician’s practice across different time periods.

IMPLICATIONS FOR PATIENT CARE

The effect on patient care of the physician’s role as it is defined under capitation ultimately hinges upon the
availability of funds to provide treatment. The adequacy of plan resources is affected by a number of factors. First,
the efficiency of a physician’s practice can impact the availability of resources. By reducing overhead or any
unnecessary services, physicians can increase the effective size of the capitated pool.

A second factor is the rate of capitated payment. A capitation rate that is insufficient to fund all necessary care
even under circumstances of ideal efficiency could adversely affect the care available to plan patients. Some have
argued that setting the capitation rate too low will impact quality and therefore detract from the payor’s ability to
compete in the medical marketplace. In other words, quality control and patient protection will be provided by
market forces. Additionally, it has been argued that medical malpractice claims and liability suits will provide a
check against deterioration in the quality of care. The level of protection these safeguards can provide is highly
debatable, not least because quality is so hard to assess by any objective available measure. That point notwith-
standing, it seems that liability and market forces are tools better suited to preventing a slide below minimal levels
of care than to upholding the standards of optimal care.

Regardless of how effective liability and free-market economics may be in protecting patients, the fact remains
that as determinants of the capitation rate these issues largely miss the point. Capitation is a means to reduce costs.
Its value to the health care system, however, is linked only to its ability to eliminate unnecessary and wasteful
practices. In keeping with this goal, the rate of capitation should be determined by the identifiable needs of the
covered patients and not by market trends or the probability of legal action. It is difficult for payment rates based
on cither purely economic or legal premises to reflect the appropriate goals and aims of the profession, including
the provision of necessary care and the preservation of ethical practice.

Admittedly, basing capitation payments on a determination of necessary services is difficult given the general
lack of consensus even among physiciang as to what constifutes optimal care. Debate between professionals concern-
ing specific treatments has long existed and recent data suggest that there are broad differences in practice patterns
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across geographic areas. An inadequate supply of definitive outcomes data further complicates attempts to define
necessary care for a given population, to say nothing of assessing the appropriate cost of that care. However, even
an estimate based on available information is superior to a figure that does not attempt to incorporate the nuances
of varying levels of care.

It is imperative that the capitation rate reflect the medical needs of plan patients because a pool that is
insufficient to cover necessary care can lead to serious ethical conflicts for the physician. The most obvious of these
conflicts arises between patients. If the financial resources are inadequate to the task of providing all necessary care,
the physician has no choice but to prioritize individual patients on the basis of relative need. There are a number
of implications associated with this process. First and perhaps most troubling, some patients may be denied care
that could be of material benefit. For instance, cases of marginal or discretionary need may be targeted for refusal
of treatment, or less costly and less effective treatments may be substituted for more expensive but more effective
interventions. As marginal need may become too liberally defined under financial constraints, additional necessary
care may be denied.

A second concern raised by inadequate capitation rates is that confidence among patients that the physician is
in a position to advocate for their individual needs may be severely undermined. Patients engage in treatment
relationships on the assumption that physicians act as advocates for individuals. They cannot assume that all
requested treatments will be paid for or even provided, but they can rely upon their physicians to act in 4 manner
that is responsive to their particular needs. Encouraging a physician to deny or alter care for one patient on the basis
of the competing needs of another patient will have significant and deleterious effects on the trust that lies at the
core of the patient-physician relationship.

MITIGATING ETHICAL CONCERNS AT THE
LEVEL OF A CAPITATED PLAN

Because the capitation rate is so pivotal in the ethical analysis of the system, the factors that should be
considered when evaluating the size of a capitated payment need to be stated. First, the individual medical needs of
enrolled patients should be assessed and accommodated in the capitated plan. This can be accomplished in a number of
ways. For example, capitated payments made to each physician can be adjusted according to the general characteristics
(age, gender, existing chronic conditions) of the patients represented in his or her practice. In this way, physicians
with a disproportionate number of sick patients will be given a slightly larger capitated pool from which to provide
appropriate care. Even more simply, the expenses generated by a similar patient population in previous years can
be used as a benchmark to establish a capitated rate that will facilitate the provision of necessary care.

The uncertainties of clinical practice preclude the establishment of exact capitation figures and while medical
factors and parameters of necessary care are indispensable to the process of setting capitation rates, they can lead
to only a close approximation of probable costs. These estimates are superior to rates set on the basis of market
economics but still result in risks that the pool will be inadequate to provide all required care. For this reason,
additional means to protect patients in a capitated system from the potential effects of budgetary shortfalls need to
be considered. For instance, the size of the plan can mitigate or prevent fluctuations in costs that will lead to
unpredicted but necessary rationing on the part of the physician. The laws of probability dictate that the expenses
incurred by a very large patient population over an extended period of time will consistently approximate a definable
average. The Health Care Financing Administration has estimated that the expenses incurred by patient populations
in excess of 25,000 members do not vary significantly from year to year. It seems then that spreading financial risk
by capitating large pools of patients will reduce variations in the available budget and therefore prevent physicians
from having to base their treatment decisions on unforeseen or potential budgetary crises. This approach also
improves the ability of plans to predict annual expenses and to set the rate of capitation according to the foreseeable
use of resources,

Increasing the number of physicians who are capitated as a group will have a similar effect on the level of
financial tisk as increasing the size of the patient pool. By providing capitated funds to a large physician group, the
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effect of any single treatment decision on the pool of resources is diluted, thereby reducing the incentive to
consider potentially competing interests of other patients while providing treatment to individuals. Sharing a
capitated pool over a group also promotes the mutual assumption of responsibility for treatment decisions, which
in turn promotes peer review between group physicians and reduces the element of individual responsibility for
allocation decisions.

The time over which capitation rates are calculated will also affect the accuracy of predicted use and will
therefore affect the physician’s perception of the impact individual clinical decisions may have on the available
budget. Increasing the time period over which resource use is measured greatly increases the probability that exces-
sive costs will be counterbalanced by periods of underutilization. This dissipates the immediacy of the cause and
effect relationship between one clinical treatment and the ability to provide other interventions in the future.

Even under ideal circumstances, the capitated physician runs the risk that a small number of patients could
require a level of care sufficiently extreme to create a conflict with the interests of other patients covered through
the same pool of capitated funds. Most plans and physicians recognize the need for protection against such an
occurrence and have provided some form of stop-loss plan. Once a set spending limit is reached, these plans pay
the vast majority of costs incurred in treating individual patients. The need for these provisions is underscored by
the fact that even the possibility of a catastrophic case could seem sufficiently pervasive to encourage physicians
to treat their patients too conservatively in order to preserve funds against such an event. It could also lead plans
to identify those patients likely to require such catastrophic care and to discourage or prevent their inclusion in a
capitated pool. As neither of these options is acceptable, protection against excessive losses resulting from the
treatment of a single patient must be implemented.

MITIGATING ETHICAL CONCERNS ON THE LEVEL OF THE PHYSICIAN

Even with safeguards, physicians have an obligation to determine if the rate of payment is sufficient to provide
all necessary care. In previous reports, the Council has established an obligation on the part of physicians to appeal
denials of coverage for necessary treatments. Capitated physicians have a corresponding responsibility to appeal for
a larger budget if established payments are inadequate to the task of providing care. Similarly, physicians have an
obligation to ensure that the pool for which capitated payments apply is sufficiently large to compensate for
unpredictable variations in the cost of providing services. As a final protection, physicians should be covered
through some form of stop-loss plan.

Assessing the rate of capitation as an individual physician is clearly a difficult task. Asa general rule, however,
payment systems can be judged in part on the basis of whether or not they are appropriate to discuss with patients.
Patients have a right to all information that may impact on the care they receive, including the reimbursement plan
under which that care is delivered. Physicians should avoid arrangements that cannot be justified to patients and
therefore cannot be disclosed without negatively affecting the patient-physician relationship.

CONCLUSION

Appropriately constructed, capitation can be applied to reduce the costs of health care and further the interests
of patients, physicians and the health care system in general. Capitation encourages physicians to act on their
obligation to the health of more global populations through increased efficiency and attention to necessary allocation
decisions. Even under ideal circumstances, however, providing physicians with a fixed budget not only encourages
attention to broader obligations, but also requires physicians to recognize and consider potential conflicts that may
exist between patients in the course of clinical care. While it is difficult for capitated physicians to ignore the
competing demands of the larger group, they must continue to fulfill their primary obligation to act as single-minded
advocates for the needs of each individual patient.

If not carefully constructed, systems of capitation can create conflicts which can in turn impact patient care.
If physicians have insufficient funds available to provide all necessary care, plan patients will be placed in
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competition for plan resources and the physicians may be forced to evaluate patient need on a relative scale with
the intent of minimizing expenditures rather than maximizing quality of care. There is also the possibility that
inappropriately designed systems may result in discrimination against the sick. The potential for these conflicts to
arise is influenced by a number of factors including the rate of capitation, the size of the patient pool covered by

capitated payments, the size of the physician group for whom the pool applies, and the time period over which
capitated rates are calculated.

RECOMMENDATIONS

The Council recognizes that the application of capitation to physicians’ practices can result in the provision of
cost-effective, quality medical care. It is important to note, however, that the potential for conflict exists under such
systemns. In an effort to minimize these conflicts and to ensure that capitation is applied in a manner consistent with
the interests of patients, the Council recommends the following:

1. Physicians have an obligation to evaluate a health plan’s capitation payments prior to contracting
with that plan to ensure that the quality of patient care is not threatened by inadequate rates of
capitation. Capitation payments should be calculated primarily on relevant medical factors,
available outcomes data, the costs associated with involved providers, and consensus-oriented
standards of necessary care. Furthermore, the predictable costs resulting from existing conditions
of enrolled patients should be considered when determining the rate of capitation. Different
populations of patients have different medical needs and the costs associated with those needs
should be reflected in the per member per month payment. Physicians should seek agreements
with plans that provide sufficient financial resources for all necessary care and should refuse to
sign agreements that fail in this regard.

2. Physicians must not assume inordinate levels of financial risk and should therefore consider a
number of factors when deciding whether or not to sign a provider agreement. The size of the
plan and the time period over which the rate is figured should be considered by physicians
evaluating a plan as well as in determinations of the per member per month payment. The
capitation rate for large plans can be calculated more accurately than for smaller plans because
of the mitigating influence of probability and the behavior of large systems. Similarly, length of
time will influence the predictability of patient expenditures and should be considered
accordingly. Capitation rates calculated for large plans over an extended period of time are able
to be more accurate and are therefore preferable to those calculated for small groups over a short
time period.

3. Stop-loss plans should be in effect to prevent the potential of catastrophic expenses from
influencing physician behavior. Physicians should ensure that such arrangements are finalized
prior to signing an agreement to provide services in a health plan.

4. Physicians must be prepared to discuss with patients any financial arrangements which could
impact patient care. Physicians should avoid reimbursement systems that cannot be disclosed to
patients without negatively affecting the patient-physician relationship.

(References pertaining to Report 4 of the Council on Ethical and Judicial Affairs are available from the Ethical
Standards Division Office.)
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REPORTS OF COUNCIL ON ETHICAL AND JUDICIAL AFFAIRS

The following reports, 1-3, were presented by Charles W. Plows, MD, Chair:

1. RESTRICTIONS ON DISCLOSURE IN MANAGED
CARE CONTRACTS

HOUSE ACTION: RECOMMENDATIONS ADOPTED AS FOLLOWS AND
REMAINDER OF REPORT FILED:

INTRODUCTION

The changes that have characterized the movement to reform the country’s health care system have presented
the medical profession with the task of providing guidelines that reaffirm the ethical absolutes of medicine within
the context of new and shifting health care delivery structures. One of the most fundamental of these ethical
absolutes is the right of patients to complete information concerning their condition and treatment. In a previous
report, the Council included this right in its broader discussion of the ethical issues surrounding managed care,
writing in part, "Physicians also should continue to promote full disclosure to patients enrolled in managed care
organizations." The Council built on that premise, stating, "The physician’s obligation to disclose treatment alterna-
tives to patients is not altered by any limitations in the coverage provided by the patient’s managed care plan.”

CLAUSES THAT RESTRICT DISCLOSURE

Despite the unambiguous ethical requirements demanding full disclosure, some managed care organizations
include clauses in their employment contracts which directly inhibit the ability of physicians to keep their patients
fully informed. These contract clauses, labeled "gag clauses” by some observers, are qualitatively different from
other confidentiality clauses designed to protect proprietary information from competitors. While these latter clauses
legitimately safeguard business interests, "gag clauses” erect inappropriate barriers to necessary communications
between physicians and patients,

Probably the most problematic restrictive language in contracts is found in general statements which prohibit
physicians from making statements to patients which could negatively impact their perception of the health plan.
For example, one HMO included in its contract the following language: "Physician shall agres not to take any action
or make any communication which undermines or could undermine the confidence of enrollees, potential enrollees,
their employers, their unions, or the public in (HMQ) or the quality of (HMG) coverage.” Clauses containing
general prohibitions such as this can easily be interpreted to encompass disclosure of treatment options not covered
by the contracting plan as such disclosure could cause patients to seck an alternative plan more suitably tailored to
their health needs. Because compiete disclosure could have economic consequences for a plan by contributing to
patient attrition, there is an incentive to restrict the ability of physicians to provide patients with certain information.
However, contract language which so prioritizes the financial success of a plan over the right of patients to all
relevant medical information cannot be reconciled with the fundamental ethical obligation of physicians to advance
the interests of their patients. These contracts also violate the ethical guidelines established by the Council, which
demand the disclosure of all treatment options regardless of limitations imposed by plan coverage.

Other restrictive clauses are more specific, designating a particular pathway through which information must
pass before reaching patients. Although the language may vary from contract to contract, the system described
generally involves a process by which treatment proposals are circulated through some form of utilization review
before they are presented to the patient. In effect, physicians who are bound by these contracts require authorization
to present treatment options to patients. It stands to reason that because this process exists, the contracting plan
anticipates that some proposals will not be authorized and thus not presented. As a result, under this system patients
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may not be given all the available treatment options from which to choose the best therapeutic course. This failure
to disclose all legitimate therapies is paternalistic, deceptive, and cannot be excused by limitations in coverage.
Furthermore, standards of informed consent are impossible to uphold when patients are not given information
outlining all the possible treatments.

A final category of restrictive clauses prevents physicians from discussing various plan operations including
structures of financial reimbursement and utilization review procedures. The Council previously concluded that
systems of reimbursement that include incentives to limit care must be disclosed to patients. In general, the
financial structure of a plan as well as the mechanism of its guality assurance program could impact the care a
patient receives and should therefore be disclosed by the plan prior to enrollment and clarified by the physician
thereafter. The exact level of reimbursement, however, constitutes proprietary information and does not need to
be disclosed to patients.

ETHICAL CONCERNS COMMON TO CAUSES
RESTRICTING COMMUNICATION

The practice of medicine is dependent upon the capacity of patients to trust their physician. Simply stated,
patients cannot fully trust a physician who has a contractual obligation to conceal relevant information. Furthermore,
society cannot trust that the medical profession is dedicated to the interests of each individual patient when some
physicians are bound to agreements which preclude the fulfillment of even the basic duty of disclosure. Public
perception often unfairly projects the constraints of some plans onto all managed care providers and ultimately onto
all providers. Consequently, even if the majority of physicians have not signed contracts containing disclosure
restrictions, the damage to the public trust rendered by the conflicting obligations of the remaining minority will
be profound. The danger of undermining society’s confidence in medicine demands the profession’s vigorous
opposition to these clauses and their inappropriate restrictions.

in addition to the loss of public trust resulting from the enforcement of these contracts, the direct impact of
these clauses on those patients enrolled in plans employing restrictions on disclosure must be considered. For
instance, patients under the care of physicians whose contractual obligations prevent complete disclosure may follow
recommendations for treatment without hearing of other, potentially more effective, options. Even if the plan would
not cover other options, it is the right of the patient to seek or utilize alternative means to fund therapies outside
of the plan. Perhaps more significantly, these patients will surrender unknowingly their right to fully informed con-
sent and will place their faith in a physician-patient relationship formed and maintained under false pretenses. The
importance of maintaining the openness and honesty that form the basis of the physician-patient relationship cannot
be overstated and requires the rejection of contract clauses which strike at the very heart of that relationship.

CONCLUSION

The Council has previously written, "The duty of patient advocacy is a fundamental element of the physician-
patient relationship that should not be altered by the system of health care delivery in which physicians practice.
Physicians must continue to place the interests of their patients first." Whatever the societal implications of "gag
clauses” may be, their immediate impact on the ability of physicians to provide information to their patients and to
act effectively as a patient advocate is deeply disturbing. Violations of individual and public trust in the profession
of medicine are detrimental to the health of society and must be resisted.

RECOMMENDATIONS

To facilitate the continued practice of ethical medicine, the Council on Ethical and Judicial Affairs recommends
the following:

1. Managed care organizations have the right to protect proprietary information as long as such
protection does not inhibit physicians from disclosing relevant information to patients. Contract
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clauses which could be applied to prevent physicians from raisiﬁg or discussing matters relevant
to patients’ medical care should be removed to safeguard the health of plan subscribers.

2. The right of patients to be informed of all pertinent medical information must be reaffirmed by
the medical profession, and individual physicians must continue to uphold their ethical obligation
to disclose such information.

3. Physicians should review their contracts carefully to ensure that there is no possibility that the
health of their patients will be jeopardized in any way by clauses that inhibit their ability to fulfill
their ethical obligations.

2. ETHICAL USE OF PLACEBO CONTROLS
IN CLINICAL TRIALS

HOUSE ACTION: RECOMMENDATION ADOPTED AND REMAINDER
OF REPORT FILED

INTRODUCTION

The House of Delegates adopted Resolution 1, Ethical Use of Placebo Controls, at the Annual Meeting in 1995,
That resolution, sponsored by the Young Physicians Section, called upon the American Medical Association to
“study the ethical use of placebo controls in studies evaluating drug therapies in those conditions for which effective
treatment exists." In response to this charge, the Council on Ethical and Judicial Affairs presents the following
examination of the use of placebo controls in circumstances where an accepted therapy is available.

CLINICAL RESEARCH

The advancement of scientific knowledge within the medical community is one of the fundamental duties of all
physicians. Scientific research has provided physicians with the means to satisfy their enduring commitment both
to individual patient health and the collective health of society. However, clinical investigation relies upon
participants who are willing to accept a certain level of risk to facilitate the improvement of medical practice. While
the risks involved are generally limited, there are cases where negative outcomes have been severe, thus forcing
the scientific community to address concerns that the needs of future patients could take priority over the needs of
the patient participants in clinical research.

The Council has examined this issue in previous work and has provided ethical guidelines that protect patients
participating in research protocols from undue risk and exploitation in the name of some greater benefit to society.
Competent study design, careful implementation and conscientious supervision help to ensure that clinical research
satisfies its dual obligation to provide verifiable scientific data and to safeguard the rights of participants.

PLLACEBO-CONTROLLED TRIALS

One fundamental requirement of clinical investigation is that it must provide scientifically valid data. In the
development of new drugs, trials must therefore be designed with a control capable of aliowing investigators to
discern the effects of the drug under investigation. One of the best means to fulfill this requirement is to compare
an experimental therapy with placebo.

Despite the general support of placebo controls within the scientific community, opponents of this research
model have voiced objections. A particularly heated debate erupted when, in 1977, the National Institute of Allergy
and Infectious Diseases organized a 22-institution study to determine the efficacy of adenine arabinoside (ara-A) in
the treatment of herpes simplex encephalitis, a discase then characterized by a mortality rate of 70 percent. Despite
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13. ETHICAL ISSUES IN MANAGED CARE

HOUSE ACTION: RECOMMENDATIONS ADOPTED AND
REMAINDER OF REPORT FILED

INTRODUCTION

A primary concern of medical ethicists for some time has been the absence of any meaningful analysis of the
impact of health care delivery market place changes and current legislative reforms on the essential tenets of the
physician-patient relationship. Although President Clinton’s original reform proposal addressed in broad terms the
ethical imperatives supporting universal access, it left virtually unexamined the more fundamental question of the
role of the physician in a reformed system where the incentives are dramatically changed and budgets determine
the amount of health care spending and services.

In June 1990, the Council issued a report, Financial Incentives to Limit Care: Financial Implications for HMOs
and IPAs, which described the financial incentives that managed care plans offer physicians to limit their provision
of care {policy 140.978). The report concluded that patient welfare must of course remain the first concern of
physicians working in HMOs and IPAs and that physicians must disclose all relevant financial inducements and
contractual restrictions that affect the delivery of health care to patients.

With its emphasis on managed care and managed competition, health care reform will greatly increase the
ethical concerns raised by managed care. It is therefore essential that the profession and society act now to ensure
that managed care techniques are implemented in a way that protects patients and the integrity of the patient-
physician relationship.

In this report, the Council reiterates the physician’s commitment to patient welfare first and updates its
previous recommendations for physicians. This report discusses in greater detail the potential conflicts of interest
faced by physicians practicing in the managed care environment. It then recommends measures to preserve the
fundamental duty of physicians as patient advocates by reducing the risk of rationing and inappropriate financial
incentives.

BACKGROUND

As health care costs have risen, and calls for more cost conscious health care have been made, health care
insurers increasingly have adopted principles of managed care. Several different types of managed care arrangements
have gained prominence in the American health care system, including group and staff model health maintenance
organizations (HMOs), independent practice associations (IPAs) and preferred provider organizations (PPOs). Fee-
for-service plans are also using many of the cost-saving technigues of managed care.

Managed care plans use a number of techniques. Some of them are directed at physician behavior. Others are
directed at subscribers to the plan. For example, managed care plans typically encourage subscribers to seek health
care when it is stifl possible to prevent the development of illness by covering a broad range of preventive and
primary care services. In addition, they restrict subscribers to panels of physicians who have agreed to accept lower
reimbursements or who may have exhibited a history of practicing lower cost care, (Recently, even experienced,
highly competent physicians have been separated from their patients in large "deselection” actions by many major
plans.) Managed care plans can also control their subscribers’ behavior by denying access to the services of medical
specialists until the subscriber has obtained the approval of a primary care physician.

Managed care plans constrain the costs of participating physician practices in several ways as well. The plans
often restrict the ability of physicians to perform certain procedures or to order certain medications or diagnostic
tests. For example, a physician may need the approval of a radiologist before ordering a test, or a managed care
plan might exclude some expensive drugs from the plan’s formulary. Managed care plans aggressively use programs
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of utilization review to detect what they consider unnecessarily costly practice patterns. Sometimes their programs
become harassing, intimidating and deceptive.

Managed care plans can also reduce costs by creating economies of scale, by coordinating care among phy-
sicians and hospitals, by mandating the use of guidelines or parameters of care and by establishing advanced
information systems which provide an improved basis on which to measure quality and efficiency.

Managed care plans also encourage physicians to make cost-conscious treatment decisions through the use of
financial incentives. The plans often compensate physicians with capitation fees or a salary. In addition, plans
typically employ incentives for physicians to limit their use of diagnostic tests, referrals to other physicians, hospital
care or other ancillary services. For example, managed care plans often pay bonuses to physicians, with the amount
of the bonus increasing as the plans’ expenditures for patient care decrease. Or plans often withhold a fixed
percentage of their physicians’ compensation until the end of the year to cover any shortfalls in the funds budgeted
for expenditures on patient care. If there is no shortfall, or the shortfall can be covered by part of the withheld fees,
the remaining withheld fees are returned to the physicians.

While efforts to contain costs are critical and while many of the approaches of managed care have an impact,
managed care can compromise the quality and integrity of the patient-physician relationship and reduce the quality
of care received by patients. In particular, by creating conflicting loyalties for the physician, some of the techniques
of managed care can undermine the physician’s fundamental obligation to serve as patient advocate. Moreover, in
their zeal to control utilization, managed care plans may withhold appropriate diagnostic procedures or treatment
modalities for patients.

THE PATIENT-PHYSICIAN RELATIONSHIP

Before discussing the potential impact of managed care on the patient-physician relationship, it is important to
consider what is at stake. The foundation of the patient-physician relationship is the trust that physicians are
dedicated first and foremost to serving the needs of their patients. In the Oath of Hippocrates, trust is a central
element in almost all of the ethical obligations of physicians: physicians must keep patients’ private information
confidential, avoid mischief and sexual misconduct, and give no harmful or death-causing agent. Patients can expect
that physicians will come to their aid even if it means putting the physician’s own health at risk, and they can trust
that physicians will do everything in their power to help their patients. It is this trust which enables patients to
communicate private information and to place their health, and indeed their lives, in the hands of their physicians,
Without trust, the success of the healing process would be seriously diminished.

No other party in the health care system is charged with the responsibility of advocating for patients, and no
other party can reasonably be expected to assume the responsibility conscientiously. Physicians care for patients
directly, are in the best position to know patients’ interests, and can advocate within the health care system for
patients’ needs, Without the commitment that physicians place patients’ interests first and be agents for their patients
alone, there is no assurance that the patient’s health and well-being will be protected.

ETHICAL CONCERNS

Managed care creates at least two conflicting loyalties for the physician. First, physicians are expected to
balance the interests of their patients with the interests of other patients. When deciding whether to order a test or
procedure for a patient, the physician must consider whether the slot should be saved for another patient or not used
at all to conserve the plan’s resources. Second, managed care can place the needs of patients in conflict with the
financial interests of their physicians. Managed care plans use bonuses and fee withholds to make physicians cost
conscious. As a result, when physicians are deciding whether to order a test, they will recognize that it may have
an adverse impact on their income.
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Some commentators argue that market forces will ensure that patients are protected from undue conflicts of
interest. Because subscribers are theoretically free to choose their managed care organization based on quality of
coverage, performance record, and other factors, they can theoretically drive those managed care organizations with
the least impressive records out of business, However, it is unlikely that these consumer choices alone will ensure
high quality managed care organizations. As stated in a recent editorial, "patient satisfaction depends more on visible
amenities and personal relations than on the quality and appropriateness of medical services . . ."

The following two sections address the potential conflicts of interest for physicians under managed care.
1. Conflicts Among Patients

‘While some cost containment can be achieved by eliminating waste and inefficiency, it is also being achieved
by limiting the availability of tests or procedures that offer only small or uncertain benefit, or that provide a likely
benefit but at great expense. Because managed care plans generally work within a limited budget, and, increasingly,
are for profit companies that compete to report favorable results to shareholders, the cost of a service will influence
whether the service is offered to patients who might benefit from it. Allocation rules are developed by the plans to
deal with this issue.

Managed care plans can make these allocation decisions in a number of ways: by developing guidelines that
determine for a physician when the service should be offered, by instructing physicians to provide medically neces-
sary care and delegating to the physicians the allocation decisions, or by some combination of allecation guidelines,
physician discretion, and oversight.

An example of an allocation decision might involve the use of high osmolar contrast media (HOCM) and low
osmolar contrast media (LOCM) in diagnostic imaging procedures. Both HOCMs and LOCMs produce images of
similar quality and both are approved by the FDA as safe and effective. Adverse reactions, including "changes in
cardiac performance, alterations in renal functions, depression of the central nervous system, pain at the site of
injection, flushing, nausea and vomiting," are somewhat more likely with the use of HOCMs. In addition, fatal
adverse reactions with either media are extremely rare and no more likely with HOCMs than LOCMs. However,
there is a significant difference in the cost of the two media: LOCMSs are considerably more expensive than
HOCMs. Where a peripheral arteriography procedure would use about $10 of HOCM, the same procedure would
use about $180 of LOCM, an increase of 18 times the HOCM cost.

It is not obvious which contrast medium should be used. In fact, the decision to use HOCM or LOCM is essen-
tially a value judgment about the relative costs and benefits of the two different media. While medical expertise is
necessary to determine what benefits and risks are associated with the two media, the weighing of those benefits
and risks with financial costs is not simply a medical decision but also a social judgment about the value of spending
additional resources to lower health risks in this manner.

A more difficult allocation case involves the use of bone marrow transplants for certain kinds of advanced
cancer, The stakes for the patient are high — a prolonged life if successful ~ but the costs are great and the
likelihood of success uncertain, Some plans will restrict or discourage the treatment, others may make it available
under some circumstances.

a. Ethical Problems with "Bedside Rationing"

Physicians make cost benefit judgments every day as a part of their professional responsibility in treating
patients. It is unethical to knowingly provide unnecessary care or to be wasteful in providing needed care. Except
to the extent that the liability system causes them to behave defensively in certain situations, physicians in general
make fair and appropriate cost benefit judgments. It has been demonstrated that, even in an exclusively fee-for-
service system, physicians overall respond properly to credible information about the effectiveness of their practices.
A primary problem has been good data.
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Allocation judgments about costs and services that approach a "rationing" decision - the denial of a procedure
that benefits a patient — are not part of the physician’s traditional role and, indeed, conflict with it. Although
physicians have traditionally served as de facto gatekeepers to the health care system, overseeing the public’s use
of medical care, the cost primacy environment of managed care significantly complicates this role. As Pellegrino
has written, "This [gatekeeper] role is morally dubious because it generates a conflict between the responsibilities
of the physician as a primary advocate of the patient and as guardian of society’s resources.” While this responsi-
bility to guard society’s resources is an important one, physicians must remain primarily dedicated to the health care
needs of their individual patients.

The primary care physician’s role in managed care illustrates the ethical problems associated with bedside
rationing. The physician-gatekeeper determines whether the patient will be granted further access to the health care
system, including referrals to specialists and diagnostic tests. At the same time, the physician‘is required by rules
and encouraged by incentives to be aware of the overall financial limitations of the managed care entity for which
he or she works. The physician knows that there are other patients who have subscribed to the managed care plan
to whom is owed a certain level of health care. These competing concerns mean that a patient’s further treatment
depends not only on the physician’s judgment about the legitimacy of that patient’s present medical need but also
on the relative weight of that need in comparison with the organization's need to serve all patients and control costs.
Inconsistent and uninformed decisions are inevitable,

The primary care physician has the greatest responsibility within the managed care organization to assess the
seriousness of patients’ conditions accurately. A keen understanding of common and uncommon health problems
is therefore required, as it is of all primary care physicians. However, the pressures of cost containment may
encourage some physicians to try to manage cases longer than they should. Physicians may feel compelled to stretch
their competence in order to keep patients at the primary care level and conserve resources. Inappropriate treatment
and improper or missed diagnoses are potential outcomes of such decisions to delay or deny referral.

b. Preserving the Physician’s Role

The physician is obligated to provide or recommend treatment when the physician believes that the treatment
will materially benefit the patient and not to withhold the treatment to preserve the plan’s resources. Physicians
should not engage in bedside rationing.

But many allocation rules are within arguable ranges or grey areas of at least minimally acceptable
treatment. There are two steps to reducing physician/patient conflict in these circumstances. First, physicians
should contribute their expertise in the development of the guidelines and should advocate for the consideration
of differences among patients. For example, it might be advisable for a certain group of patients at high risk
to be offered LOCM while others who do not fall in this group to be offered HOCM. Physicians can help to
ensure that all medically relevant information is considered and that no group of patients is put at an unafair
disadvantage.

Second, and most importantly, even if the use of the LOCM were prohibited by a guideline for ali or a partic-
ular class of patients, it remains the physician’s duty to recommend its use and to advocate for the patient’s right
to the treatment in any case where material benefit to a particular patient would result.

The structure through which physicians offer their expertise in policy-level decisions is very important. To help
define this structure, the American Medical Association recently proposed legislation which would require managed
care organizations to establish a medical staff structure, much like that in existence in every hospital in the United
States. This proposal includes a governing board for the managed care organization that would include at least three
physician members as representatives of participating physicians, and a medical board composed entirely of
participating physicians. Physicians on the medical board would be responsible for periodically reviewing restrictions
on services to subscribers and other issues related to health care coverage. They would also review quality of care
and physician credentialing on a periodic basis and disclose their review criteria to subscribers. The governing board
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would be ultimately responsible for the activities of the managed care organization, but participating physicians
would have formal mechanisms for input and responsibilities on crucial medical practice issues.

In addition to the physician’s role in making rationing decisions, there is an equally critical role for patients.
The decision-making process should inciude some mechanism for taking into account the preferences and values
of the people whom the rationing decisions will most directly affect. Accurate and full disclosure is most
important. In addition, a managed care organization could use "town meetings" and other mechanisms whereby
subscribers could voice their preferences or "vote” on what treatments should be included in their benefits
package.

Once guidelines and criteria are developed at the policy level, physicians are free to make clinical decisions
based on those guidelines and criteria. For example, if a managed care plan decided to offer LOCM only to
patients at high risk for an adverse reaction to HOCM, physicians would decide which patients are at the high
risk.

In addition to the development of appropriate procedures for making allocation decisions, there are other steps
that must be taken to protect patient welfare when the allocation procedures are implemented. For example, as part
of the process of giving patients informed consent to treatment, physicians should disclose all available treatment
alternatives, regardless of cost, including those potentially beneficial treatments which are not offered under the
terms of the plan. As described in the Council’s report on financial incentives to limit care, obligations of disclosure
always apply to the physician practicing in managed care, With full understanding of the limitations affecting their
treatment, patients will have the opportunity to make alternative arrangements for care that is not available in their
health plan.

It is also critical for managed care plans to have a well-structured appeals process through which physicians
and patients can challenge the denial of a particular diagnostic test or therapeutic procedure. Such a process should
afford the physician an opportunity to advocate on the patient’s behalf before the plan’s medical board or governing
board. Appeals mechanisms for treatment denials are essential because policy-level allocation decisions can never
fully account for all contingencies, and will sometimes underserve individual patients. Managed care plans, as
institutions, have an ethical responsibility to allow patients to challenge treatment decisions that directly affect their
health and well-being,

In some circumstances, as noted above, physicians have an obligation to initiate appeals on behalf of their
patients, Cases may arise in which a health plan has an allocation guideline that is generally fair but in particular
circumstances results in unfair denials of care, i. e., denial of care that would materially benefit the patient. In such
cases, the physician’s duty as patient advocate requires that the physician challenge the denial and argue for the
provision of treatment in the specific case. Cases may also arise when a health plan has an allocation guideline that
is generally unfair in its operation. In such cases, the physician’s duty as patient advocate requires not only a
challenge to any denials of treatment from the guideline but also advocacy at the health plan’s policy-making level
to seek an elimination or modification of the guideline.

2. Conflicts Between Physician and Patient
a. Ethical Problems with Financial Incentives to Limit Care

As discussed above, managed care plans encourage physicians to be more cost conscious by using bonuses, fee
withholds and other financial incentives to limit care. With these incentives, physicians recognize that they may
reduce their income when they order tests, hospitalize patients or provide other services. The incentives are not

inherently unethical, but they can be depending on their design and intensity.

There are two important ways in which financial incentives to limit care compromise the physician’s duty of
loyalty to patient care. First, physicians have an incentive to cut corners in their patient care, by temporizing too
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long, eschewing extra diagnostic tests, or refraining from an expensive referral. Several studies have tried to
measure the health outcomes of patients in managed care or pre-paid settings against the health outcomes of patients
in fee-for-service arrangements. Although disturbing anecdotes abound, these studies have found largely mixed
resuits: harm or inadequate health outcomes have not been conclusively demonstrated in managed care arrangements,
though these patients may be at an increased risk of harm. Second, even in the absence of actual patient harm, the
incentives may erode patient trust as patients wonder whether they are receiving all necessary care or are being
denied care because of the physicians’ pecuniary concerns.

Physicians must place patients’ interests ahead of their own interests, including financial remuneration. It is true
that financial conflicts are inherent in the practice of medicine, regardless of the system of delivery, and that
physicians generally have been able to maintain their duty to patient welfare despite those conflicts. However,
incentives to limit care are more problematic than incentives to provide care.

First, financial incentives to limit care exploit the financial motive of physicians, making the physician’s
financial self-interest indispensable for the success of the managed care organization. Second, financial incentives
to limit care are less likely than financial incentives created by fee-for-service to coincide with patients’ interests,
because patients generally prefer the risk of too much care to the risk of too little care. Third, the effects of
incentives to limit care are less likely to be noticed by patients. When a physician recommends a course of action
under fee-for-service reimbursement, the patient can seek a second opinion. However, when a physician does not
offer an intervention under managed care, the patient may have no idea that a treatment option was withheld and
therefore not recognize the need for a second opinion.

Not all financial incentives to limit care create the same conflict of interest between the physician’s and
patient’s interests. In general, the greater the strength of the incentive, the more likely it will create a serious
conflict of interest which could lead to patient harm. The strength of a financial incentive to limit care can be
judged by various factors, including the percentage of the physician’s income placed at risk, the frequency with
which incentive payments are calculated, and the size of the group of physicians upon which the economic
performance is judged.

If the managed care plan places 30 percent of a physician’s income at risk, the physician will be much more
conscious of costs than if the plan places 5 percent of income at risk. Similarly, if a physician’s incentive payments
are based solely on his or her treatment decisions, there is a strong incentive to limit services for each patient. When
payments are based on the performance of a group of physicians, on the other hand, the incentive is diminished.
When physicians are placed at risk together, they have an incentive to ensure that their colleagues are practicing
in a cost-effective manner and the incentive payments will be based on costs incurred by a large patient pool. When
the patient panel is small, there is a risk that treatment costs will be skewed by an unrepresentative group of patients
that have unusually high needs for medical care.

The strength of a financial incentive can also vary with the frequency of incentive payments. If payments are
made on a monthly basis rather than a yearly basis, the physician receives rapid feedback on the economic
consequences of treatment decisions and is therefore likely to be more sensitive to those consequences. In addition,
when incentives are calculated on a monthly basis, there is less of an opportunity for the costs of cases that are
above average to be offset by the costs of cases that arc below average. Accordingly there is a stronger incentive
not to incur unusually high expenses in any one case.

b. Preserving the Physician’s Role

The most effective way to eliminate inappropriate conflicts is to create the use of financial incentives based on
quality rather than quantity of services. Reimbursement that serves to promote a standard of "appropriate” behavior
helps to maintain the goals of professionaliem. Unlike incentives based on quantity of services, which punish the
provision of both appropriate and inappropriate services, incentives based on quality of care punish only
inappropriate services.
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Judgments about the quality of a physician’s practice should reflect several measures. First, it is essential to
consider objective outcomes data, including data about mortality and morbidity, corrected for caseload. Second,
because outcomes are often beyond the physician’s control, it is important to consider the degree to which the
physician adheres to practice guidelines or other standards of care. Third, patient satisfaction should be considered.
Although patients are limited in their ability to evaluate physician competence, they are the best judges of one
critical quality of physician care, the physician’s "bedside manner." In addition, patient satisfaction reflects the
extent to which the physician has accommodated the goals of the patient, as required by the patient’s right to
exercise self-determination in medical care. Fourth, the judgment of a physician’s peers generally reflects the best
available assessment of guality.

Because measurements of quality are still in the rudimentary stages of development, it is important to ensure
that other safeguards are in place to prevent abuse from incentives based on quantity of care. Reasonable limits
should be placed on the extent to which a physician’s ordering of services can affect his or her income. For
example, quantitative financial incentives should be calculated on groups of physicians rather than individual
physicians.

PATIENT AUTONOMY AND RESPONSIBILITY

Many commentators argue that managed care threatens patient autonomy because it curtails patients’ freedom
of choice. Patients are usually limited in their choice of primary care physicians and, to a much greater degree,
specialists, and they are sometimes limited in their choice of treatments. Patients may not be able to receive a
desired diagnostic test or referral, and their freedom to personally tailor treatment can be thwarted. In addition,
continuity of care be may disrupted if a patient is forced, for a variety of reasons, to change physicians in order
to keep their health care benefits.

Public participation in the formulation of benefits packages may resolve some of these concerns about limited
autonomy. Legislation reasonably protecting patients’ rights to be informed and to choose, and protecting physicians’
rights to remain professionals, is also essential. Patients can exercise their autonomy by participating in the decisions
of their health plan or in government processes that may restrict their choices or their benefits. In addition, patients
have a responsibility to learn as much as they can about the choices of plans before them, including the exact nature
of the different benefits packages and their limitations. Patients have a responsibility to make sure they know and
understand the terms of their own health care plan.

As patient advocates, physicians continue to have duties of disclosure. They must ensure that all treatment
alternatives, regardless of cost, are disclosed. They must also ensure that the managed care organization has fulfilled
its obligation to disclose the terms of the benefits package, including all limitations and restrictions.

Patient autonomy does not guarantee the right to have all treatment choices funded. Some limits on personal
freedom are inevitable in a society which tries to provide all of its members with adequate health care. The desire
for accurate diagnosis and use of high tech medical care, no matter how little the benefit, has been cited as a major
factor in health care costs in this country. Moreover, patient autonomy entails patient responsibility, inciuding a
responsibility to abide by societal decisions to conserve health care and to make an individual effort to use resources
wisely and lead a healthy lifestyle.

While physicians must remain patient advocates, patients do not have an unlimited claim to physicians’
obligation to provide health care. Physicians should not manipulate or "game" the system in order to answer
patients’ demands.

In order to fully exercise their autonomy, patients need to be fuily informed about the philosophy and goals of
managed care. In an earlier report, the Council stated that the physician’s responsibilities under managed care
include a duty to disclose to the patient conflicts of interest that may affect patient care and medical alternatives that
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cannot be offered because of the restrictions of the managed care plan. That report specifically states that physicians
have a duty to disclose financial incentives; a duty to disclose contractual agreements restricting referral; and a duty
to ensure that the managed care plan makes adequate disclosure of the details of the plan to subscribers,

RECOMMENDATIONS

For the reasons described in this report, the Council on Ethical and Judicial Affairs recommends that the

following guidelines be adopted:

1. The duty of patient advocacy is a fundamental element of the physician-patient relationship that
should not be altered by the system of health care delivery in which physicians practice.

Physicians must continue to place the interests of their patients first.

2. When managed care plans place restrictions on the care that physicians in the plan may provide

to their patients, the following principles should be followed:

(a)

(b)

()

(d
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Any broad allocation guidelines that restrict care and choices — which go
beyond the cost/benefit judgments made by physicians as a part of their normal
professional responsibilities — should be established at a policy making level
so that individual physicians are not asked to engage in ad hoc bedside
rationing.

Regardless of any allocation guidelines or gatekeeper directives, physicians
must advocate for any care they believe will materially benefit their patients.

Physicians should be given an active role in contributing their expertise to any
allocation process and should advocate for guidelines that are sensitive to
differences among patients. Managed care plans should create structures similar
to hospital medical staffs that allow physicians to have meaningful input into
the plan’s development of allocation guidelines. Guidelines for allocating health
care should be reviewed on a regular basis and updated to reflect advances in
medical knowledge and changes in relative costs,

Adequate appellate mechanisms for both patients and physicians should be in
place to address disputes regarding medically necessary care. In some
circumnstances, physicians have an obligation to initiate appeals on behalf of
their patients. Cases may arise in which a health plan has an allocation
guideline that is generally fair but in particular circumstances results in unfair
denials of care, i. e., denial of care that, in the physician’s judgment, would
materially benefit the patient., In such cases, the physician’s duty as patient
advocate requires that the physician challenge the denial and argue for the
provision of treatment in the specific case. Cases may also arise when a
health plan has an allocation guideline that is generally unfair in its operation.
In such cases, the physician’s duty as patient advocate requires not only a
challenge to any denials of treatment from the guideline but also advocacy at
the health plan’s policy-making level to seck an elimination or modification
of the guideline.

Physicians should assist patients who wish to seek additional, appropriate care
outside the plan when the physician believes the care is in the patient’s best
interests.
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(¢} Managed care plans must adhere to the requirement of informed consent that
patients be given full disclosure of material information. Full disclosure
requires that managed care plans inform potential subscribers of limitations or
restrictions on the benefits package when they are considering entering the
plan.

(f)  Physicians also should continue to promote full disclosure to patients enrolled
in managed care organizations. The physician’s obligation to disclose treatment
alternatives to patients is not altered by any limitations in the coverage provided
by the patient’s managed care plan. Full disclosure includes informing patients
of all of their treatment options, even those that may not be covered under the
terms of the managed care plan. Patients may then determine whether an appeal
is appropriate, or whether they wish to seek care outside the plan for treatment
alternatives that are not covered.

(g)  Physicians should not participate in any plan that encourages or requires care
at below minimum professional standards.

3. When physicians are employed or reimbursed by managed care plans that offer financial
incentives to limit care, serious potential conflicts are created between the physicians’ personal
financial interests and the needs of their patients. Efforts to contain health care costs should
not place patient welfare at risk. Thus, financial incentives are permissible only if they
promote the cost-effective delivery of health care and not the withholding of medically
NECESSAry. CAre.

(a)  Any incentives to limit care must be disclosed fully to patients by plan
administrators upon enrollment and at least annually thereafter.

(b) Limits should be placed on the magnitude of fee withholds, bonuses and other
financial incentives to limit care. Calculating incentive payments according to
the performance of a sizable group of physicians rather than on an individual
basis should be encouraged.

(t)  Health plans or other groups should develop financial incentives based on
quality of care. Such incentives should complement financial incentives based
on the quantity of services used.

4. Patients have an individual responsibility to be aware of the benefits and limitations of their
health care coverage. Patients should exercise their autonomy by public participation in the
formulation of benefits packages and by prudent selection of health care coverage that best suits
their needs,

(References pertaining to Report 13 of the Council on Ethical and Judicial Affairs are available from the Office of
the General Counsel.)
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