Articles from The Journal of Clinical Ethics are copyrighted, and may not be reproduced, sold, or exploited
for any commercial purpose without the express written consent of The Journal of Clinical Ethics.

74 The Journal of Clinical Ethics

Spring 2011

Thaddeus Mason Pope, “Legal Briefing: Healthcare Ethics Committees,” The Journal of Clinical Ethics 22, no. 1 (Spring

2011); 74-93.

Law

Readers who learn of cases, statutes, or regulations
that they would like to have reported in this column are
encouraged to e-mail Thaddeus Pope at tmpope@
widener.edu.

ABSTRACT

This issue’s “Legal Briefing” column covers recent legal
developments involving institutional healthcare ethics com-
mittees.! This topic has been the subject of recent articles in
JCE.2 Healthcare ethics committees have also recently been
the subject of significant public policy attention. Disturbingly,
Bobby Schindler and others have described ethics commit-
tees as “death panels.” But most of the recent attention has
been positive. Over the past several months, legislatures and
courts have expanded the use of ethics committees and clari-
fied their roles concerning both end-of-life treatment and other
issues. These developments are usefully grouped into the
following eight categories:

1. Existence and availability
Membership and composition
Operating procedures
Advisory roles
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Decision-making and gate-keeping roles
Confidentiality

Immunity

Litigation and court cases
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EXISTENCE AND AVAILABILITY

The history of ethics committees is familiar
to the readers of this journal. The origins of eth-
ics committees date to the therapeutic abortion
committees, dialysis allocation committees, and
early institutional review boards (IRBs) of the
1960s.* The use of ethics committees received
a major boost in 1976. That year, the Quinlan
court suggested that ethics committees, rather
than courts, should review decisions to with-
hold or withdraw treatment as “a general prac-
tice and procedure.”®

The original concept was, in application,
more of a “prognosis committee” comprised of
physicians.® But that quickly evolved into a
multidisciplinary committee.” Ethics commit-
tees received a further boost in 1983, when the
President’s Commission for the Study of Ethi-
cal Problems in Medicine and Biomedical and
Behavioral Research endorsed the use of com-
mittees in its widely influential report, Decid-
ing to Forgo Life-Sustaining Treatment.? Indeed,
the President’s Commission even published a
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model] statute on the role and function of ethics
committees as an appendix to its report.

But the President’s Commission’s invitation
to mandate the establishment and use of ethics
committees was not widely accepted across the
United States.® The following year, in 1984, the
Department of Health and Human Services pro-
mulgated regulations that only “encouraged”
providers to establish “Infant Care Review Com-
mittees.”’® Ethics committee statutes were en-
acted by only a handful of states, including
Maryland, New Jersey, Colorado, New York,
Texas, and Massachusetts.!' But perhaps more
notable than these laws was the ethics commit-
tee mandate in the private, although influen-
tial, accreditation standards of the Joint Com-
mission.

Apart from this handful of statutes, legal
support and guidance for ethics committees is
sorely lacking in the United States.'> And this
situation is not unique to the United States. A
dearth of legal support and guidance also ex-
ists in other countries. Ethics committees are
now legally mandated in only a few nations.
Among these are Israel, Taiwan, the Spanish
state of Andalucia, Norway, Alberta, and
Singapore.* And research ethics committees in
Belgium™ and Greece'® are charged with serv-
ing clinical ethical functions in addition to their
core IRB functions.

Maryland

In 1986, Maryland became the first state to
enact legislation requiring the creation of “pa-
tient care advisory committees.”'® The statute
now provides that “each hospital and each re-
lated institution shall establish . . . a patient care
advisory committee.”’” Recognizing that this
requirement might be burdensome for smaller
facilities, the statute permits a committee to
function: “(1) solely at that related institution,
(2) jointly with a hospital advisory committee,
or (3) jointly with an advisory committee rep-
resenting no more than 30 other related institu-
tions.”®

New Jersey
New Jersey quickly followed Maryland. In
1990, New Jersey amended its hospital licens-

ing standards to require that each hospital “have
a multidisciplinary bioethics committee, and/
or prognosis committee(s), or equivalent(s).*®
This requirement arguably extends to long-term
care facilities, because the state’s Advance Di-
rective Act requires each healthcare institution
to “establish procedures and practices for dis-
pute resolution.”?

Indeed, New Jersey later amended the li-
censing standards for both long-term care facili-
ties* and home health agencies,* to clarify that
the required procedures for considering dis-
putes may include “consultation with an insti-
tutional ethics committee, a regional ethics com-
mittee or another type of affiliated ethics com-
mittee, or with any individual or individuals
who are qualified by their background and/or
experience to make clinical and ethical judg-
ments.” New Jersey also extended the ethics
committee mandate to its psychiatric and men-
tal health facilities.?® And the state Bureau of
Guardianship Services is required to consult
with an ethics committee, especially in “criti-
cal areas of decision-making” such as a medi-
cal procedure that entails “major, irrevocable
consequences” like amputation or organ trans-
plantation.?*

Like the Maryland statute that allows joint
and shared committees, New Jersey regulations
recognize “Regional Long Term Care Ethics
Committees.” These committees, which are ap-
proved by the Office of the Ombudsperson for
the Institutionalized Elderly (OOIE), “provide
to the long-term care community expertise of
multi-disciplinary members who offer case con-
sultation and support to residents and health
care professionals who are facing ethical dilem-
mas.”* While decisions to withhold or with-
draw life-sustaining treatment from an elderly,
incapacitated resident of a long-term care facil-
ity must normally be reported to the OOIE, the
decisions need not be reported when they have
been reviewed by an approved ethics commit-
tee.?® This seems to be a reasonable delegation
of the OOIE’s responsibility.?”

Colorado
In 2010, Colorado enacted significant
amendments to its Medical Treatment Decisions
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Act. But both the current law and the original
1992 law provided for ethics committees in a
section on proxy decision makers. The statute
provides: “The assistance of a health care
facility’s medical ethics committee shall be pro-
vided upon the request of a proxy decision-
maker or [potential proxy decision maker]
whenever the proxy decision-maker is consid-
ering or has made a decision to withhold or
withdraw medical treatment.”? Like Maryland,
the Colorado law recognizes that the require-
ment might be burdensome for some facilities.
Accordingly, the statute further provides: “If
there is no medical ethics committee for a health
care facility, such facility may provide an out-
side referral for such assistance or consultation.”

New York

In 2010, New York finally enacted its long-
awaited and much-anticipated Family Health-
care Decisions Act (FHCDA).* While the cen-
terpiece of the statute was its recognition of
default surrogates, the FHCDA also requires
each hospital and nursing home to “establish
at least one ethics review committee.” As in
Maryland and Colorado, this requirement can
be alternatively satisfied by “participat[ing] in
an ethics review committee that serves more
than one hospital.”* Furthermore, recognizing
that many facilities already had an ethics com-
mittee, the FHCDA allows a hospital to “desig-
nate an existing committee, or subcommittee
thereof, to carry out the specified functions of
the newly mandated ethics review committee,”
so long as that committee satisfies the statutory
composition and operational standards.

Texas

In contrast to the broad mandates in Mary-
land, New Jersey, Colorado, and New York;
Texas’s mandate applies only to residential fa-
cilities of its Department of Mental Health and
Mental Retardation. Since 1996, Texas has re-
quired that an ethics committee “be established
by each facility.”*!* Asin other states, Texas also
permits a committee to be established “multi-
institutionally in cooperation with other health
care providers, e.g., local hospitals, serving the
same geographical area.”

Massachusetts

Like Texas, Massachusetts requires ethics
committees in only particular practice settings.
Specifically, Massachusetts requires that neo-
natal intensive care units (NICUs) provide “eth-
ics committees for review of complex patient
care issues with a focus on parental involve-
ment in decision making.”3?

“Baby Doe” Regulations

In 1982, disabled newborn Baby Doe died
in Bloomington, Indiana, after his parents de-
clined treatment. In response to this case, the
Reagan Administration enacted federal laws to
protect disabled infants.*® Among these, the
U.S. Department of Health and Human Services
(DHHS) issued regulations encouraging the es-
tablishment of “Infant Care Review Commit-
tees.”®* The committees would assist in devel-
oping standards, policies, and procedures for
providing treatment to disabled infants, and also
assist in making decisions concerning medically
beneficial treatment in specific cases. While the
DHHS recognized the value of such committees,
it only encouraged, but did not require, them.

The Joint Commission

There are only a handful of state laws and
no federal laws mandating the existence and
availability of ethics committees. But there is
direction from the third source of healthcare
regulation, private accreditation.®® The Joint
Commission, an independent, not-for-profit or-
ganization, is the nation’s predominant stan-
dards-setting and accrediting body in health-
care.’”® Joint Commission accreditation is criti-
cally important both to a healthcare facility’s
certification for Medicare and Medicaid and to
its licensing in many states. Consequently, most
facilities took action when, in 1992, the Joint
Commission amended its accreditation stan-
dards to require a “mechanism” for consider-
ing ethical issues.?” “[H]ospital ethics commit-
tees have been the most common response to
[this] mandate.”®

Israel
Ethics committees are far more established
in the United States than elsewhere. But they
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are mandated by the laws in several other na-
tions. For example, in Israel, the Patient Right’s
Act of 1996 directs the Director General of the
Ministry of Health to appoint ethics commit-
tees.®® At least 15 such committees have been
established.*°

Taiwan

In January 2011, the Taiwanese Legislative
Yuan ratified amendments to the Hospice and
Palliative Care Act.*! Previously, life support for
an incapacitated patient could be terminated
only if a patient’s family could prove that the
patients had previously expressed a wish not
to be resuscitated. Under the new law, the pati-
ent’s family can jointly sign a request to stop
life-sustaining medical treatment. But an inde-
pendent ethics committee must first review and
approve the request before it is carried out.

Andalucia

In 2010, the Parliament of the Spanish state
of Andalucia enacted the Bill of Rights and
Guarantees Concerning the Dignity of Termi-
nally Ill Persons.** The law radically reformed
end-of-life treatment, giving patients new rights,
including the right to receive (1) accurate and
understandable information about diagnosis
and prognosis, (2) treatment for pain, and (3)
comprehensive palliative care at home. The new
law also mandates that all health facilities ei-
ther have, or be linked to, an ethics commit-
tee.®

Norway

In 2000, the Norwegian Parliament approved
arecommendation by the Ministry of Health and
Social Affairs to require the establishment of
clinical ethics committees.** The requirement
is now for each hospital trust to have a clinical
ethics committee. This means that one commit-
tee may cover more than one hospital. Unfortu-
nately, the role of these committees is not well-
defined, and a sufficient number of cases have
not been referred to them.*

Singapore and Alberta
Both Singapore and Alberta have recently
amended their anatomical gift acts and speci-

fied a role for ethics committees to assure the
integrity of donations. In 2009, Singapore
amended its Human Organ Transplant Act
(HOTA) to permit living organ donors to receive
compensation for expenses.*® HOTA requires
that hospitals performing such transplants es-
tablish ethics committees to scrutinize the pro-
posed payment arrangements. It is the job of the
ethics committees to ensure that donations are
free from undue influence, coercion, emotion-
al pressure, and financial inducement.*”

In 2009, Alberta enacted a new anatomical
gift act** and promulgated regulations*® to
implement the law. These regulations require
that an “independent assessment committee”
be established for the purposes of approving a
donation by a minor. The role of this committee
is to ensure (1) that the minor agrees to the do-
nation without coercion and understands the
nature and consequences of the donation, (2)
that only regenerative tissues or organs are to
be donated if the minor is under 16, (3) that the
donation process poses a minimal risk, and (4)
that all adult members of the recipient’s imme-
diate family have been eliminated as potential
donors.

MEMBERSHIP AND COMPOSITION

The existence of ethics committees is man-
dated by several states, by the Joint Commis-
sion, and by several foreign nations. But it is
not always clear what exactly these laws require.
Many do not adequately specify the member-
ship and composition of the committee. Colo-
rado, Massachusetts,’® and the Joint Commis-
sion are completely silent on both the size and
diversity of committees. Requirements in other
jurisdictions are usually minimal. Most laws
require at least five members from different dis-
ciplines. But the appropriate composition for
any particular committee depends on the pre-
cise role(s) that committee serves.

New York

The most comprehensive requirements con-
cerning the composition of a healthcare ethics
committee are found in the 2010 New York
FHCDA. The statute requires that “ethics review
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committees” in hospitals include at least five
members who have demonstrated an interest in
or commitment to patients’ rights or to the
“medical, public health, or social needs of those
who are ill.”** The committee must be “inter-
disciplinary.” At least three members “must be
health or social services practitioners, at least
one of whom must be a registered nurse and
one of whom must be a physician.” At least one
member must be a “person without any gover-
nance, employment or contractual relationship
with the hospital.”

The FHCDA's ethics committee composition
requirements are a little different for residen-
tial healthcare facilities. Specifically, a facility
must offer the residents’ council of the facility
(or of another facility that participates in the
committee) the opportunity to appoint up to two
persons to the committee. Neither of these two
persons may be a resident of, or a family mem-
ber of, a resident of the facility. Both must have
“expertise in or a demonstrated commitment to
patient rights or to the care and treatment of
the elderly or nursing home residents through
professional or community activities, other than
activities performed as a health care provider.”®

Maryland

Maryland requires that each “patient care
advisory committee” consist of at least four
members. These members must include (1) a
physician not directly involved with the care
of the patient, (2) a registered nurse not directly
involved with the care of the patient, (3) a so-
cial worker, and (4) the chief executive officer
or a designee from each hospital and each re-
lated institution. The statute permits the com-
mittee to consist of as many other individuals
the facility chooses. The statute specifically
suggests including representatives of the com-
munity, ethical advisors, and clergy.

Texas

The mandated ethics committee for Texas
mental health facilities must consist of at least
seven members. The members of a mental health
facility committee must include (1) one facility
physician; (2) one consulting physician; (3) one
facility registered nurse from the individuals’
unit who has knowledge of the individual and

his or her condition; (4) a member of the clergy;
(5) an attorney not affiliated with the facility or
the Texas Department of Mental Health and
Mental Retardation (TDMHMR); (6) a facility
social worker; and (7) a representative of a fam-
ily members’ group or a representative of an
advocacy group.”

The committee may also include the follow-
ing additional members, as available (8) an ad-
ditional consulting physician; (9) an additional
facility registered nurse; (10) medical support
staff, such as a physical therapist, clinical phar-
macist, clinical psychologist, or occupational
therapist; (11) a consulting social worker; (12)
arights representative; (13) additional represen-
tation by family members and advocacy orga-
nizations; and (14) other knowledgeable per-
sons, as appropriate.

New Jersey

While New Jersey law does not specify the
composition of hospital ethics committees, it
does specify the composition of other ethics
committees. For example, the ethics commit-
tees with which Bureau of Guardianship ser-
vices must consult, before consenting to a “criti-
cal decision,” must be certified as competent
for such reviews.*

Similarly, ethics committees in the devel-
opmental disability context must include at
least five members.”® Members must have
“knowledge, experience and/or training regard-
ing ethical issues pertaining to end-of-life care
and the unique characteristics of individuals
with developmental disabilities.”*® The regu-
lations encourage, but do not require, includ-
ing (1) a non-attending physician, (2) a non-at-
tending nurse, (3) a social worker, (4) a member
of the clergy, (5) an ethicist, (6) a lawyer, (7) at
least one member of the community interested
in and experienced with individuals with de-
velopmental disabilities, and (8) a licensed
healthcare professional with expertise in the
medical concerns of the individual.

“Baby Doe” Regulations

The DHHS encourages, but does not require,
providers to establish Infant Care Review Com-
mittees (ICRCs), but DHHS regulations do out-
line an advisory model. The model ICRC con-
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sists of at least seven members; a member of
the facility’s organized medical staff must serve
as chairperson,®” and the other six may include
(1) a practicing physician (for example, pedia-
trician, neonatologist, pediatric surgeon); (2) a
practicing nurse; (3) a hospital administrator;
(4) a lawyer; (5) a representative of a disability
group or a developmental disability expert; and
(6) a lay community member. Furthermore, in
connection with review of specific cases, one
member of the ICRC must be designated to act
as “special advocate” for the infant.

Israel

The Israel Patient’s Rights Act requires that
ethics committees comprise five members. The
chairman of the committee must be a person fit
to be appointed district court judge. He/she is
selected from a list of such persons drawn up
by the Minister of Justice. The other four mem-
bers include: (1-2) two specialist physicians
from different specializations, (3) a psycholo-
gist or social worker, and (4) a representative of
the public or person of religious authority.®®

Andalucia

In December 2010, the Andalucia Ministry
of Health promulgated regulations implement-
ing the ethics committee mandate in the Bill of
Rights and Guarantees Concerning the Dignity
of Terminally Ill Persons, which had been
passed in April 2010. These regulations direct
that committees must be comprised of 10 mem-
bers, one-half of whom are to be healthcare pro-
viders.* All members have four-year terms, and
there are other detailed appointment rules. For
example, there must be balanced representation
of men and women. The committee must in-
clude (1) physicians, (2) nurses, (3) administra-
tors, (4) lawyers, (5) members of the public, and
(6) a member of the research ethics committee.
At least one person must be an accredited ex-
pert in bioethics.®

Taiwan

The 2011 amendments to the Taiwanese
Hospice and Palliative Care Act require that a
hospital ethics committee must approve family
decisions to withhold or withdraw life-sustain-

ing treatment when there is no express consent
from the patient. At least one-third of the mem-
bers of the committee must be comprised of both
members of the public and of ethical and legal
experts.®

Alberta

The Alberta “independent assessment com-
mittee” for approving organ donations from
minors must have a minimum of three mem-
bers. One must be a physician, and one must be
a psychologist or psychiatrist. No person who
has had any association with the donor or the
recipient that might influence the person’s judg-
ment may be a member of the committee.

Singapore

The Singapore living donor transplant law
(HOTA) requires that every hospital transplant
ethics committee consist of at least three people.
At least one member must be a medical practi-
tioner who is not employed or otherwise con-
nected with the hospital. At least one member
must be a lay person.®? In addition, the Minis-
try of Health (MOH) has been implementing
regulations under HOTA.%® The MOH has re-
constituted the committees to include new
members and more perspectives.

OPERATING PROCEDURES

While some ethics committee laws are si-
lent on membership and composition, many
more are silent on operating procedures. For
example, Massachusetts requires only that the
facility have “written policies and procedures
for . . . functioning of the ethics committee.”%
New Jersey requires only that the committee (1)
participate in the resolution of patient-specific
bioethical issues and (2) participate in the for-
mulation of hospital policy related to bioethi-
cal issues and advance directives. But these laws
provide no direction or guidance on content.
They provide no direction as to what the poli-
cies and procedures should address.

Maryland
Ethics committees in Maryland are encour-
aged to engage in education and policy func-
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tions. Specifically, they should “educate repre-
sented hospital and related institution person-
nel, patients, and patients’ families concerning
medical decision-making.” They should also
“review and recommend institutional policies
and guidelines concerning the withholding of
medical treatment.”% The focus of the statutory
operational requirements concerns the
committee’s case consultation function.

Maryland requires that, in appropriate cases,
a committee inform its deliberations by consult-
ing (1) all members of the patient’s treatment
team, (2) the patient, and (3) the patient’s fam-
ily. In a case involving the options for medical
care and treatment of a child with a life-threat-
ening condition, the committee must also con-
sult “a medical professional familiar with pe-
diatric end-of-life care, if a medical professional
with this expertise is not already a member of
the committee.”®® The statute further provides
that “the petitioner may be accompanied by any
persons the petitioner desires.”?”

The Maryland statute requires not only in-
formed deliberation, but also transparency in
case consultation. The statute mandates the
committee to make a good faith effort to apprise
interested parties about their rights with respect
to the committee. The interested parties include:
(1) the patient, (2) the patient’s immediate fam-
ily members, (3) the patient’s guardians, and (4)
any individual with a power of attorney to make
a decision with a medical consequence for the
patient. The committee must apprise the indi-
viduals of their right to (1) be a petitioner, (2)
meet with the committee concerning the options
for medical care and treatment, and (3) receive
an explanation of the basis of the committee’s
advice.%

New York

The 2010 New York FHCDA requires “eth-
ics review committees” to “adopt a written
policy governing committee functions, compo-
sition, and procedure.”®® The FHCDA provides
that ethics committee members and consultants
must have access to the medical information
and medical records necessary to perform their
functions. The required procedures vary de-
pending on the specific task that a committee

is asked to perform. In certain situations,”® when
an ethics committee is convened to review a
decision by a surrogate to withhold or withdraw
life-sustaining treatment, the following proce-
dures are required. First, a person connected
with the case may not participate as an ethics
review committee member in the consideration
of that case. Second, the ethics review commit-
tee must respond promptly, as required by the
circumstances, to any request for assistance.
Third, the committee must permit persons con-
nected with a case to present their views to the
committee, and to have the option of being ac-
companied by an advisor when participating in
a committee meeting.

Like Maryland, the New York FHCDA re-
quires not only informed deliberation, but also
transparency. The ethics committee must
promptly provide certain notice to (1) the pa-
tient, when there is any indication of the pati-
ent’s ability to comprehend the information; (2)
a surrogate; (3) other persons on the surrogate
list who are directly involved in a decision or
dispute regarding the patient’s care; (4) any par-
ent or guardian of a minor patient who is di-
rectly involved in a decision or dispute regard-
ing the minor patient’s care; (5) an attending
physician; (6) the hospital; and (7) and other
persons the committee deems appropriate.

This required notice includes information
about (1) the ethics committee’s procedures,
composition, and function; (2) any pending case
consideration concerning the patient; and (3)
the committee’s response to the case, including
a written statement of the reasons for approv-
ing or disapproving the withholding or with-
drawal of life-sustaining treatment. In addition,
the committee’s response to the case must be
included in the patient’s medical record.”

Texas

In contrast to Maryland and New York, the
Texas mental health regulations are compara-
tively thin. They require only two things. First,
“decision-making concerning recommendations
to be made by the ethics committee must be by
consensus.” Second, “each consultation with
the ethics committee shall be documented in
the individual’s record.””?
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“Baby Doe” Regulations

In its regulations encouraging the establish-
ment of ICRCs, the DHHS outlines a model
ICRC. The suggested operational procedures are
very detailed and cover four categories of ICRC
functions: (1) prospective policy developments,
(2) retrospective record review, (3) maintenance
of records, and (4) prospective case review.
There is not the space here to review the proce-
dures for all these functions. I shall focus on
those procedures for the prospective review of
specific cases.

The regulations suggest that, in addition to
regularly scheduled meetings, interim ICRC
meetings will take place under specified circum-
stances to permit the review of individual cases.
A hospital must, to the extent possible, require
that life-sustaining treatment be continued un-
til its ICRC can review the case and provide
advice.” These interim ICRC meetings must be
convened within 24 hours (or less if indicated)™
(1) when there is disagreement between the fam-
ily of an infant and the infant’s physician as to
the withholding or withdrawal of treatment, (2)
when a preliminary decision to withhold or
withdraw life-sustaining treatment has been
made in certain categories of cases identified
by the ICRC, (3) when there is disagreement
between members of the hospital’s medical and/
or nursing staffs, or (4) when otherwise appro-
priate. In addition, interim ICRC meetings must
take place upon the request of any member of
the ICRC, hospital staff, or the parent/guardian
of an infant.”

Interim meetings must be open to the af-
fected parties. The ICRC must ensure (1) that
the interests of the parents, the physician, and
the child are fully considered; (2) that family
members have been fully informed of the pati-
ent’s condition and prognosis; (3) that family
members have been provided with a listing that
describes the services furnished by parent sup-
port groups and public and private agencies in
the geographic vicinity to infants with condi-
tions such as that before the ICRC; and (4) that
the ICRC will facilitate family members’ access
to such services and groups.

Finally, to ensure a comprehensive evalua-
tion of all options and factors pertinent to a

committee’s deliberations, its chairperson must
designate one member of the ICRC to act, in
connection with that specific case, as “special
advocate” for the infant. The special advocate’s
job is to ensure that all considerations in favor
of the provision of life-sustaining treatment are
fully evaluated and considered by the ICRC.

Andalucia

The December 2010 regulations for
Andalusian clinical ethics committees specify
various procedural requirements.” For example,
the committees must be accredited, and once
accredited, the committee must prepare and
approve internal rules of operation for transmis-
sion to the accreditation body. The committee
must meet at least four times annually. Minutes
must be taken at each meeting. And resolutions
must be adopted by a majority of not less than
two-thirds of those present.

Singapore

Hospital transplant ethics committees in
Singapore have a narrow and precise job: to
grant or deny authorization for the removal of a
specified organ from the body of a living per-
son. To grant such authority, the committee must
be satisfied that (1) the person from whom the
specified organ is to be removed has given con-
sent; (2) the person is not mentally disordered,
and, notwithstanding the person’s age, is able
to understand the nature and consequence of
the medical procedures he or she has to undergo
as a result of donation of the specified organ;
and (3) the person’s consent is not given pursu-
ant to a prohibited contract or arrangement, and
is not given or obtained by virtue of any fraud,
duress, or undue influence.”

The statute also requires committees to fol-
low procedures issued by the Ministry of Health.
So far, these include that approval shall be valid
only for 60 days. If one committee denies au-
thorization, that decision is binding on all other
committees. It has been providing training to
help committee members conduct their assess-
ments. And it is providing a platform for the
committee members at different institutions, to
meet and share their experiences, to compare
notes, and to learn best practices.
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ADVISORY ROLES

In 1984, John Robertson developed an orga-
nizational framework for ethics committees.”
The framework has two dimensions. First, it is
either optional or mandatory to consult the com-
mittee. Second, it is either optional or manda-
tory to follow the ethics committee’s advice. The
classic model is optional-optional. A provider
need not consult an ethics committee; if the
provider does, she or he need not follow the
ethics committee’s recommendation (if it even
makes one). But there has been movement to
optional-mandatory, mandatory-optional, and
even mandatory-mandatory. In this section I
provide examples of the optional-optional and
mandatory-optional models. In these models,
whether or not an ethics committee must be
consulted, its recommendation is merely advi-
sory.” In the next section I provide examples of
the optional-mandatory and mandatory-manda-
tory models.

Maryland

On request, Maryland ethics committees
must give advice concerning the options for
medical care and treatment of an individual
with a life-threatening condition.®® The Mary-
land statute specifically anticipates the situa-
tion in which a provider for an incapacitated
patient believes that an instruction regarding
life-sustaining procedure is inconsistent with
generally accepted standards of patient care. In
such a situation, the provider must petition an
ethics committee for advice.*

New Jersey

As in Maryland, a key role for New Jersey
ethics committees is the resolution of patient-
specific bioethical issues. Committees must pro-
vide a forum for patients, families, and staff to
discuss and to reach decisions on ethical con-
cerns relating to patient care.®? Specifically, the
statute anticipates disagreement among the pa-
tient, healthcare representative, and attending
physician concerning either (1) the patient’s
decision-making capacity or (2) the appropri-
ate interpretation and application of the terms
of an advance directive to the patient’s course

of treatment. In such an event, the statute en-
courages parties to resolve the disagreement by
means of procedures and practices established
by the healthcare institution, including, but not
limited to, consultation with an institutional
ethics committee.?

West Virginia

As In Maryland and New Jersey, West Vir-
ginia requires providers to use an ethics com-
mittee as an informal mediator. Specifically, the
statute requires that when there is a conflict
between a surrogate’s decision and the patient’s
best interest, “the attending physician shall at-
tempt to resolve the conflict by consultation
with [among other means] an ethics commit-
tee.”

New York

In New York, an ethics committee must con-
sider and respond to any healthcare matter pre-
sented to it by a person connected with the
case.® There are two situations in which a mat-
ter must be referred to the committee. The first
is when an attending physician objects to a de-
cision to withhold or withdraw life-sustaining
treatment and does not transfer the patient.®
The second situation is when an attending has
actual notice of certain objections or disagree-
ments that cannot otherwise be resolved.®”

Whether voluntarily or mandatorily con-
sulted, the ethics committee’s response may
include: (1) providing advice on the ethical as-
pects of the proposed healthcare, (2) making a
recommendation about the proposed health-
care, or (3) providing assistance in resolving
disputes about the proposed healthcare.?® The
FHCDA confirms that recommendations and
advice by the ethics review committee are “ad-
visory and nonbinding,” except in three spe-
cific situations described in the next section.®

Texas

The Texas Mental Health Services regula-
tions provide that consultation with an ethics
committee may be sought for any treatment de-
cision, but should be sought in three situations.
First, consultation should be sought when an
individual is unable to give direction regarding
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the withholding or withdrawal of life-sustain-
ing treatment, and has no legal guardian or other
person legally designated to make such a deci-
sion. Second, consultation should be sought
when a decision regarding the withholding or
withdrawal of life-sustaining treatment is to be
made and there is a conflict between or among
the decision makers.?® Third, consultation
should be sought when less than “maximal
therapeutic effort” will be made to reduce mor-
bidity and mortality.”

Pennsylvania

New Pennsylvania mental health regulations
provide that, in reaching decisions about ap-
propriate care, it “may be helpful” to use “hos-
pital ethics committees to review situations.”

DECISION-MAKING AND
GATE-KEEPING ROLES

Most ethics committees remain optional-
optional, which appropriately leaves treatment
decisions to the joint decision making of physi-
cian and patients/surrogates. But some states
have given ethics committees certain decision-
making authority. This is appropriate, especially
in circumstances when there are obstacles to
effective joint decision making. Hawaii, for ex-
ample, defines an “ethics committee” as “an
interdisciplinary committee appointed by the
administrative staff of a licensed hospital, whose
function is to consult, educate, review, and
make decisions regarding ethical questions, in-
cluding decisions on life-sustaining therapy.”
The Hawaii statute does not specify exactly
what sorts of decisions a committee will make.
But the statutes in other states do.” Indeed, sev-
eral states have delegated several authoritative
roles to ethics committees: (1) making treatment
decisions for patients without surrogates, (2)
adjudicating futility disputes, (3) gate-keeping
and check-pointing, (4) adjudicating surrogate
“ties,” and (5) adjudicating other disputes.

Making Treatment Decisions for
Patients Without Surrogates

A frequent issue confronting ethics commit-
tees is making treatment decisions for patients

without surrogates. Facilities across the United
States, and even within the same state, take vary-
ing approaches to this problem.** Some facili-
ties permit an attending physician to make the
decision.” Other facilities require the appoint-
ment of a guardian. Texas law requires the con-
currence of a second physician, who is not in-
volved in treatment of the patient or “who is a
representative of an ethics or medical commit-
tee of the healthcare facility.”* Arizona requires
a physician to consult with and obtain the rec-
ommendations of an ethics committee.*

But some states give ethics committees
broader and more direct authority for such de-
cisions. For example, Alabama,’ Arkansas,*
Georgia,'® and Tennessee'** place ethics com-
mittees right into the priority list of default sur-
rogates. If no family member or “close friend”
is reasonably available, then an ethics commit-
tee can be a patient’s surrogate. A similar rule
in California long-term care facilities permits
treatment decisions for incapacitated patients
without surrogates to be made by an “interdis-
ciplinary team.”?*? Similarly, Iowa established
a statewide network of “local substitute medi-
cal decision-making boards.” That law permits
a “county board of supervisors” to “appoint and
fund a hospital ethics committee to serve as the
local decision-making board.”%

In contrast to these states, in which ethics
committees have the decision making author-
ity of a regular surrogate, in Florida, ethics com-
mittees have a narrower role. For surrogate-less
patients in a persistent vegetative state, life-pro-
longing procedures may be withheld or with-
drawn only with approval of a “medical ethics
committee of the facility where the patient is
located.” This committee must conclude that
(1) the condition is permanent, (2) there is no
reasonable medical probability for recovery, and
(3) withholding or withdrawing life-prolonging
procedures is in the best interest of the patient.!**

Adjudicating Futility Disputes

Like treatment decisions for un-befriended
elders, futility disputes also comprise a signifi-
cant portion of ethics committee cases.!®
Uniquely, in Texas, the ethics committee may
be the forum of last resort in a futility dispute.
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If a Texas careprovider cannot reach consensus
with a surrogate in a conflict over inappropri-
ate or non-beneficial treatment, the provider can
commence a multi-stage review process.'* The
first stage entails giving the surrogate at least
48-hours’ notice of an ethics committee meet-
ing. Second, the committee reviews the treat-
ing physician’s determination. Third, if the com-
mittee agrees that the disputed treatment is in-
appropriate, the surrogate is given the commit-
tee’s written decision. Fourth, the provider is
obligated to continue providing the disputed
treatment for 10 days, and to attempt to trans-
fer the patient to another provider who is will-
ing to comply with the surrogate’s treatment
request. Fifth, if the patient has not been trans-
ferred, then the provider may unilaterally stop
treatment on the 11th day. Providers who fol-
low the Texas law’s prescribed notice and meet-
ing procedures are immune both from disciplin-
ary action and from civil and criminal liabil-
ity.107

Both Idaho and New Jersey have recently
considered adopting the unilateral refusal pro-
visions in the Texas law. An Idaho bill was
passed unanimously by the state senate, but
died in the house.'® In New Jersey, a joint brief
by the New Jersey Hospital Association and the
Medical Society of New Jersey asked the Ap-
pellate Division of the state Superior Court to
adopt these provisions.® In late 2010, the court
denied that request.?

Gate-Keeping and Check-Pointing

The original function of an ethics commit-
tee was one of gate-keeper.''! Certain healthcare
decisions cannot be implemented without con-
sulting (and often without the approval of) an
ethics committee. Ethics committees continue
to play this gate-keeping and check-pointing
role. For example, in a Texas mental health fa-
cility, behavioral interventions using highly re-
strictive interventions and aversive techniques
such as faradic stimulation (with electric cur-
rent) require the documented written approval
of an ethics committee.*?

In Massachusetts, in 2005, Haleigh Poutre
was hospitalized with severe brain injuries af-
ter she was beaten into a coma by her stepfa-

ther Jason Strickland. The Department of So-
cial Services'® assumed custody for Poutre . It
moved to terminate Poutre’s life support after
physicians declared she was in a persistent veg-
etative state. The Massachusetts Supreme Judi-
cial Court approved this request.’* But Poutre’s
condition then improved; she could breathe on
her own and follow simple commands.'** In the
wake of this high-profile case, the Massachu-
setts child welfare system came under intense
scrutiny.'® In an effort to address discovered
weaknesses in the system, a new statute pro-
vides that proceedings in end-of-life cases re-
quire, among other things, a “written recom-
mendation from the ethics committee of the
hospital at which the child is a patient.”*”

Ethics committees serve several gate-keep-
ing roles in New York. First, in a residential
healthcare facility, a surrogate has the author-
ity to refuse life-sustaining treatment (other than
cardiopulmonary resuscitation—CPR) only if
the ethics committee, or a court of competent
jurisdiction, reviews the decision and deter-
mines that it meets statutory standards.'® Sec-
ond, an emancipated minor patient with deci-
sion-making capacity has the authority to de-
cide about life-sustaining treatment only if an
ethics committee approves the decision.!
Third, in a general hospital, if an attending phy-
sician objects to a surrogate’s decision to with-
draw or withhold medically provided nutrition
and hydration, the decision may not be imple-
mented until the ethics review committee re-
views the decision and determines that it meets
statutory standards.'*

In Israel, a physician may invoke therapeu-
tic privilege and withhold information that is
important for informed consent, if an ethics
committee agrees.'* The committee must con-
firm that giving this information is likely to
cause serious harm to a patient’s mental or
physical health. In some situations, ethics com-
mittee consultation is also required to withhold
medical records from a patient or to disclose
those records without a patient’s consent.??

Adjudicating Surrogate “Ties”
In Maryland, if surrogates with equal deci-
sion-making priority disagree about a healthcare
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decision, then either an attending physician or
one of the default surrogates must refer the case
to the institution’s ethics committee. A physi-
cian who acts in accordance with the recom-
mendation of the committee is not subject to
liability for any claim based on lack of consent
or authorization for the action.'® Indeed, this
role is not unique to Maryland. In Delaware, for
example, an ethics committee can decide simi-
lar disputes.’® As in Maryland, the attending
physician, acting in accordance with the
committee’s recommendation, is not subject to
civil or criminal liability or to discipline for
unprofessional conduct.'*

Adjudicating Other Disputes

In Israel, an ethics committee can (paternal-
istically) authorize treatment over a patient’s
objections when certain conditions obtain.'?
The committee must confirm that (1) the pa-
tient has received sufficient information to make
an informed choice, (2) the treatment is antici-
pated to significantly improve the patient’s
medical condition, and (3) there are reasonable
grounds to suppose that, after receiving treat-
ment, the patient will give “retroactive consent.”

CONFIDENTIALITY

In many states, the proceedings and delib-
erations of an ethics committee are confiden-
tial. In Maryland, for example, they are treated
the same as other medical review committees.'?
This means that they are “not discoverable and
are not admissible in evidence in any civil ac-
tion.”'?® The advice of an advisory committee
concerning a patient’s medical care and treat-
ment become part of a patient’s medical record
and have all the protections afforded such rec-
ords. Other states, including Ohio'? and
Texas,'® similarly protect ethics committee con-
fidentiality.

The 2010 New York FHCDA provides that
“notwithstanding any other provisions of law,
the proceedings and records of an ethics review
committee shall be kept confidential and shall
not be released by committee members, com-
mittee consultants, or other persons privy to
such proceedings and records.”*** The FHCDA

further provides that “the proceedings and rec-
ords of an ethics review committee shall not be
subject to disclosure or inspection in any man-
ner.” Specifically, “no person shall testify as to
the proceedings or records of an ethics review
committee, nor shall such proceedings and rec-
ords otherwise be admissible as evidence in any
action or proceeding of any kind in any court
or before any other tribunal, board, agency or
person.” There are a few exceptions.!*? Notably,
the FHCDA does not prohibit a patient, a surro-
gate, other persons on the surrogate list, or a
parent or guardian of a minor patient from vol-
untarily disclosing, releasing, or testifying about
committee proceedings or records.

IMMUNITY

Related to concerns over the confidential-
ity of ethics committee proceedings is concern
over immunity. Laws conferring legal immunity
can be broken into two categories: (1) those that
protect the committee and committee members,
and (2) those that protect individuals acting
pursuant to the committee’s recommendation.

Immunity of the Committee Itself

Many states confer immunity on an ethics
committee, on its members, and on the institu-
tion in which a committee is situated. For ex-
ample, the Florida statute provides: “The indi-
vidual committee members and the facility as-
sociated with an ethics committee shall not be
held liable in any civil action related to the per-
formance of any duties required in this subsec-
tion.”*** Similarly, in Maryland, neither an eth-
ics committee nor a member may be held liable
in court for the advice given.'* “A person that
assists one or more hospitals or related institu-
tions . . . may not be held liable in court for any
advice given in good faith . . . and the commit-
tee and its members may not be held liable for
any advice given in good faith.”13°

Likewise, in New York, no person shall be
subject to criminal or civil liability, or be
deemed to have engaged in unprofessional con-
duct, for acts performed reasonably and in good
faith as a member of, as a consultant to, or as a
participant in an ethics committee meeting.!*
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Other states have similar provisions, including
Alabama,"” Georgia,"*® Hawaii,'*® Massachu-
setts,*® and Montana.'! Furthermore, even
when ethics committees are not specifically and
expressly afforded immunity, they arguably
have it by virtue of being a type of medical qual-
ity review committee.'*?

Immunity for Following
the Advice of the Ethics Committee

Some states have afforded immunity not
only to ethics committes, but also to healthcare
providers who carry out the recommendations
or decisions of an ethics committee. In Hawaii,
for example, the statute provides: “There shall
be no civil liability for . .. any acts done in the
furtherance of the purpose for which the . . .
ethics committee . . . was established. . . .”1%3
Conversely, physicians typically need not fol-
low the advice of an ethics committee and are
not automatically liable for such contravention.
However, just as the concurrence of an ethics
committee helps establish the appropriateness
of a physician’s actions, contravention can sug-
gest the opposite.'*

The Singapore anatomical gift act provides:
“Anything done by the transplant ethics com-
mittee of a hospital, a member of the transplant
ethics committee, or any person acting under
the direction of the transplant ethics commit-
tee or the Director, in good faith for the pur-
poses of the exercise of the functions of the
transplant ethics committee or in accordance
with this Act, shall not subject the member or
person personally to any action, liability, claim
or demand.”'*

LITIGATION AND LIABILITY

Ethics committees regularly serve two im-
portant roles with respect to the courts. First,
through serving advisory and decision-making
functions, ethics committees preclude the need
to resort to court. Second, even when cases do
reach court, ethics committees often obtain sig-
nificant deference from courts.™® Less common
is a third relationship that ethics committees
have with courts. Sometimes, ethics commit-

tees are themselves the targets of legal action.'*
Other times, careproviders are sued for failing
to use or for misusing an ethics committee.

Classic U.S. Cases

Perhaps the most famous case involving an
ethics committee was that brought by Elizabeth
Bouvia in 1986. After winning the right to refuse
her feeding tube from a California court of ap-
peal, Bouvia sued Los Angeles County, seeking
$10 million in medical malpractice damages for
force-feeding her. She also named the 14 mem-
bers of High Desert Hospital’s bioethics com-
mittee that had approved the procedure.'*®

Apart from Bouvia, ethics committees have
typically been named defendants in medical
futility cases. The four classic cases are (1)
Gilgunn v. Massachusetts General Hospital, (2)
Bryan v. Rector and Visitors of the University of
Virginia, (3) Bland v. CIGNA, and (4) Rideout v.
Hershey Medical Center.**° In Gilgunn, the claim
for negligent infliction of emotional distress
proceeded to a jury, which returned a verdict
for the providers.’®® In Bryan, the plaintiff’s
EMTALA (Emergency Medical Treatment and
Active Labor Act) claim was dismissed.'®! But
both Bland and Rideout settled, presumably
with cash payments to the plaintiffs.!?

Recent Futility Cases

In late 2009, nine-month-old Gabriel Palmer
was diagnosed with a rare disease that affected
the growth of his windpipe. East Tennessee
Children’s Hospital (ETCH) told Palmer’s fam-
ily that it “was going to cease Gabriel’s respira-
tor, medications, pulse oximeter and milk feed-
ing because they considered his care futile.”
ETCH further stated that the facility ethics com-
mittee “would meet soon to make the formal
decision of withdrawal of treatment, but that
the decision was a foregone conclusion.” The
infant’s mother filed a lawsuit, naming not only
the hospital, but also the members of the ethics
committee. The lawsuit claimed that ETCH’s
“inappropriate intervention” violated the Ten-
nessee Health Care Decisions Act. In response,
the hospital apparently reversed position and
agreed to provide the disputed treatment.***
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Failure to Use an Ethics Committee

In two recent cases, one in Maryland'®® and
one in Texas,'®® a plaintiff claimed that a hospi-
tal was negligent for failing to consult an ethics
committee. In each case, there was conflict re-
garding the appropriate treatment for a patient.
Each plaintiff alleged that a reasonably prudent
careprovider would have consulted an ethics
committee under the circumstances. Both cases
were resolved on other grounds. But, as laws
increasingly specify advisory and adjudicatory
roles for ethics committees, it arguably becomes
negligent to not use them.

Over-Reliance on an Ethics Committee

While some providers have been sued for
failing to use an ethics committee, others have
been sued for overusing an ethics committee.
In two recent cases, on in Seattle and one in
Montreal, an ethics committee was charged with
playing too great a role. In 2004, Seattle Chil-
dren’s Hospital determined that it was ethically
permissible to perform a hysterectomy and other
interventions on Ashley, a severely disabled six-
year-old girl. The interventions were performed.
But, in 2006, the Washington Protection and
Advocacy System (WPAS)*’ investigated the
hospital.’®® WPAS concluded that the surgery
violated Ashley’s constitutional and common-
law rights, because Washington courts had ear-
lier ruled that sterilization of a developmentally
disabled person requires court approval.

Court approval was never sought, in large
part because ethics committee review and ap-
proval was thought to be sufficient.’®® In May
2007, WPAS reached a settlement agreement
with the hospital.’®® One provision of the settle-
ment agreement requires that an ethics commit-
tee to include one or more individuals who are
advocates for individuals with developmental
disabilities. In addition, Children’s must bring
in appropriate internal and external experts
whenever it considereds issues that affect indi-
viduals with developmental disabilities.

In Montreal, Marie-Eve Laurendeau gave
birth to Phebe Mantha in November 2007. Af-
ter a difficult delivery involving perinatal
asyphxia, Mantha was transferred to Montreal

Children’s Hospital in serious condition and put
on life support. Physicians told Mantha’s par-
ents that their daughter had little chance for
survival and advised them to take her off respi-
ratory support and hydration. Her parents
agreed. But the hospital’s ethics committee
(comite’ d’ethique) later met without the par-
ents and decided to continue treatment. In 2009,
the parents filed a $3.5 million lawsuit arguing
that the ethics committee never informed them
that it actually had no decision-making power.*%!
The case is still pending.

Retaliation for Using an Ethics Committee

Jeffrey Datto, a medical student expelled
from Thomas Jefferson University in Philadel-
phia, brought a federal lawsuit challenging the
termination. In 2005, Datto discoverd that a
patient had been given an inappropirate injec-
tion that cased an amputation. Datto noted the
error on the patient’s chart. Datto’s rotation su-
pervisor reprimanded him and attempted to
remove the note. Datto took the incident to the
ethics committee. But the supervisor was angry
about this and Datto received a failing grade.
He alleged that his expulsion was, in part, re-
taliatory. He claimed that the university ex-
pelled him because he brought this patient
safety issue to the attention of the ethics com-
mittee.'®?

Compliance with Directives for
Catholic Health Care Services

Ethics committees have become entangled
not only with civil law, but also with canon law.
Sister Mary Margaret McBride was an adminis-
trator and key member of an ethics committee
at St. Josephs Hospital in Phoenix, Arizona. In
November 2009, she approved an abortion for a
woman with pulmonary hypertension. Because
the abortion was necessary to save the life of
the mother, McBride determined that it was
permitted under the Ethical and Religious Di-
rectives for Catholic Health Care Services. But
Phoenix Bishop Thomas Olmsted disagreed. In
May 2010, he excommunicated McBride. And,
in December 2010, he removed the “Catholic”
designation from the hospital.'®®
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CONCLUSION

The life of ethics committees has run
roughly parallel with the life of alternative dis-
pute resolution (ADR). Scholars have described
the growth of ADR as falling into three devel-
opmental stages: (1) experimentation, (2) imple-
mentation, and (3) regulation.'®* That model can
be adapted to ethics committees: the experimen-
tation stage, from roughly 1975 to 1992; and the
implementation stage, from roughly 1992 to
2010. It is time, now, to move to the regulation
stage.
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