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A Message from the Section

An Opportunity to Make
a Difference

Becoming Section Chair
gives me an opportunity to
re-live my high school cheer-
leading days, which is espe-
cially gratifying because I
can root for a winning team.
So here it is: Get more
involved with the Health
Law Section this year! There
are many opportunities to
participate in this diverse
and active group, comprised of some of the best health
lawyers around. If you have energy, inspiration and
persistence, you can get it done in the Health Law Sec-
tion. New members can become active very quickly,
and there is ample support for new ideas and perspec-
tives. Please join us!

The Section is coming off an extremely successful
year, thanks in large part to outgoing Chair, Phil Rosen-
berg. The Section will continue to benefit during the
coming year as the result of the momentum Phil created
by encouraging early program planning. Phil will con-
tinue his work with the Section this year as he launches
a new pro bono program, which he envisioned, to cre-
ate a clearinghouse listing opportunities for health
lawyers to assist small non-profit health care providers
with legal needs.

The Section agenda is already packed with a variety
of exciting events, including a revival of our Fall Pro-
gram scheduled for October 28th and 29th. The pro-
gram has fallen into place beautifully, from the location
at the sumptuous Sagamore on Lake George to the cut-
ting edge content of the program itself. Entitled “The
New Medicaid Fraud and Overpayment Initiative: Rep-
resenting Health Care Providers in Medicaid Audits,”
the program represents a collective planning effort
among Steve Krantz, Regional Director of the Medicaid
Fraud Control Unit; Gregor Macmillan, Director,
Department of Health Bureau of Medicaid Law; and
non-governmental Section members. Chaired by former
Section Chair Jim Lytle, the meeting agenda embodies
the ambitious spirit of the Section in both depth and
focus.

In addition to the comprehensive program planned,
the weekend should also provide wonderful opportuni-
ties for socializing. In fact, the highlight of the weekend,
at least to my 7-year-old daughter, Caroline, will be the
children’s Halloween party on Friday night. Adults will

Chair

have an opportunity to sample a variety of New York
wines and cheeses at our cocktail reception followed by
a relaxed dinner overlooking Lake George. Please, do
bring your families to The Sagamore—there are many
outstanding activities, and we would love to meet them!

We already have a full schedule of other CLE pro-
grams through June 2006. On September 23, 2005, the
Section offered a program in New York City entitled
“When Your Client’s Health Problems Become Your
Own and Meet the AUSAs.” Our Annual Meeting in
New York City on January 25, 2006 will have an espe-
cially timely program—"After the Flood: Legal Issues in
Public Health Emergencies.” Stay tuned for more infor-
mation.

Other programs planned include: “Mental Health
Courts; Better Outcomes from the Legal and Mental
Health Systems” (Now. 4, 2005, in N.Y.C.); “Represent-
ing Agencies Funded by the New York State Depart-
ment of Mental Health,” co-sponsored with the
Section’s Committee on Mental Retardation/
Developmental Disabilities Providers (February 24th in
N.Y.C.; March 3rd in Albany); “Representing Physicians
and Dentists in the Disciplinary Process” (April 7th in
Long Island; April 28th in N.Y.C.; May 5th in Albany;
and May 19th in Rochester); and “Long Term Care and
the Law: Issues and Skills” (May 12th in Rochester; May
12th in N.Y.C.; and May 19th in Albany).

In another Section development, I recently appoint-
ed several new Committee Chairs. I'd like to welcome
Margaret Davino of Kaufman, Borgeest & Ryan (Chair,
Public Health Committee); Edward Case, Associate
General Counsel to University of Rochester Medical
Center (Chair, In-house Counsel Committee); Erik
Ramanathan, General Counsel to Imclone Systems, Inc.
(Chair, Biotechnology and the Law Committee); Mark P.
Scherzer, of the Law Offices of Mark P. Scherzer (Co-
Chair, Consumer /Patient Rights Committee); Steve
Chananie of Garfunkel, Wild & Travis (Co-chair, Fraud,
Abuse and Compliance Committee); and Frank Ser-
baroli of Cadwalader, Wickersham & Taft (Chair, Health
Care Providers Committee). I also created two new
Committees, and welcome their new chairs as well:
Esther Widowski of Widowski & Steinhart (Chair, Spe-
cial Committee on Insurance and Liability Issues); and
Jim Lytle, Manatt, Phelps & Phillips (Chair, Special
Committee on Legislative Issues).

Education programs and Committees are not all of
the Section’s activities. The Section’s consistently out-
standing Health Law Journal represents another valuable
contribution to the New York legal community.
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Superbly edited by Robert Swidler and, up to this edi-
tion, Dale Moore, many of you have contributed, and
continue to contribute, to this publication. Dale Moore,
who is Associate Dean of Albany Law School, recently
stepped down as co-editor of the Journal. On behalf of
the Section, I want to thank her for her many years of
hard work as co-editor of the Journal, as well as her pre-
vious work as the first editor of the Journal’s forerun-
ner—the Health Law Section Newsletter.

This edition of the Journal, which focuses on current
ethical issues in health care, is especially relevant and
thought provoking. As an in-house hospital attorney for
almost 14 years, I have seen how these issues play out
day-to-day at the bedside for real families, patients and
providers. This is not just an academic debate. The dis-
cussions taking place here and elsewhere, and the
potential legislation and case law which may follow,
will have a profound effect on patients at critical points
in their lives.

I feel that my potential contribution to the present
discussion is to advocate on behalf of families and
friends caring for an incapacitated loved one. Based on
my personal experience, families of patients lacking
capacity invariably struggle to do the right thing. The
compassion they consistently have exhibited cuts across
income and education levels, as well as cultural and
ethnic backgrounds.

In the absence of legal guidance, however, many
families and friends have been left bereft of authority
under New York law to make health care decisions con-
cerning their loved one’s care. Despite public education
efforts, most people do not execute health care proxies,

If you have written an article and would like to have it
considered for publication in the Health Law Journal,
please submit it to:

Robert N. Swidler, Esq.
Northeast Health

2212 Burdett Avenue

Troy, NY 12180

e-mail: swidlerr@nehealth.com

Articles should be submitted in Microsoft Word or
WordPerfect, along with a printed original and biographical
information.

which name others to make decisions if they cannot. As
a result, families with incapacitated—and usually
actively dying—loved ones are confronted with satisfy-
ing intimidating standards requiring “clear and con-
vincing evidence” of a patient’s wishes before artificial
life support measures can be terminated. When families
cannot provide adequate proof of those wishes—which
does actually happen—life support continues, and the
dying process is prolonged. What is not often men-
tioned in theoretical debates is just how painful that
prolonged death frequently is for patients and the emo-
tional toll taken on families and health care providers as
a result.

Last Spring, the Family Health Care Decisions Act
("FHCDA”), which would have empowered families
and friends to make decisions for incapacitated loved
ones, failed to make it through either State legislative
branch for the 13th straight year. New York families
deserve to be empowered, and I strongly urge the legis-
lature to take up the cause again in the Fall Session.

For those of you with an interest in these and other
ethical issues, I recommend that you join the Section’s
Ethics Committee, chaired by Kathleen Burke. The Sec-
tion has been active in supporting passage of the
FHCDA, almost since its inception, and will continue to
serve as a resource going forward. Please feel free to
contact me if you would like to discuss ways to become
more active this year, or with any other ideas or con-
cerns you have.

Lynn Stansel

REQUEST FOR ARTICLES
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In the New York State Courts

By Leonard M. Rosenberg

Federal Court Invalidates New
York’s Employer Gag Law

Healthcare Association of New York
State, Inc. v. Pataki, et al., No. 03 CIV
0413, 2005 WL 1155687 (N.D.N.Y.
May 17, 2005). A federal District
Court in New York has held that the
National Labor Relations Act pre-
empts a New York law that prohibits
employers from using state funds,
including Medicaid, to either dis-
courage or encourage union organi-
zation. Accordingly, the “Employer
Gag Law,” Labor Law § 211-a, can-
not be legally enforced.

The Employer Gag Law became
effective in 2002. It prevented
employers who received state funds
from interfering in any way with a
worker’s decision to join a union.
The law was described by the state
as being “labor neutral.” However,
the plaintiffs in this case, a group of
five health care associations whose
members operate acute care hospi-
tals and residential health care facili-
ties, argued that Section 211-a was an
“ill-conceived statute” enacted by
the state “in its fervor to defeat
employer opposition to union organ-
ization.” The effect, according to the
plaintiffs, was that the statute pre-
vented employers from communicat-
ing both the advantages and disad-
vantages of unionization.

Plaintiffs argued that Section
211-a is preempted by both the
National Labor Relations Act
(“NLRA”) and the Labor Manage-
ment Reporting and Disclosure Act
(“LMRDA”). Plaintiffs also argued
that Section 211-a violated their
rights under the First and Fourteenth
Amendments of the U.S. Constitu-
tion.

The U.S. District Court for the
Northern District of New York held
that Section 211-a is indeed preempt-
ed by the NLRA, and permanently

enjoined the
State of New
York from
enforcing the
statute.

The court
noted that fed-
eral preemption
of state law,
which originates in the Supremacy
Clause of the U.S. Constitution, can
be either explicit or implicit.
Although the NLRA contains no
explicit preemption provision, the
court cited a United States Supreme
Court decision from 1986, which
stated that, “It is now a common-
place that in passing the NLRA Con-
gress largely displaced state regula-
tion of industrial relations.”
Wisconsin Dept. of Industry v. Gould
Inc., 475 U.S. 282, 286, 106 S. Ct.
1057, 1061 (1986).

Prior to deciding the preemption
issue, the court looked at whether
the statute is sheltered from preemp-
tion because it falls within an excep-
tion established by the Supreme
Court in Bldg. & Const. Trades Council
of Metro. Dist. v. Associated Builders &
Contractors of Mass./R 1., Inc., 507 U.S.
218, 225-26, 113 S. Ct., 1190, 1195
(1983) (“Boston Harbor”). This excep-
tion requires courts to distinguish
between government as regulator
and government as proprietor when
deciding whether the NLRA pre-
empts a given local statute, regula-
tion or action. Although the NLRA
was intended to replace state labor
regulation, it does not preempt
actions taken by the state when the
state is acting as a “proprietor or
mere market participant,” meaning
when the state is doing what any
other private contractor could legally
do.

Here, the court found that the
state was acting as a regulator

through the use of Section 211-a
because the statute “curtail[s] an
employers’ ability to exercise the
economic weapon of hiring consult-
ants or attorneys to encourage or
discourage unionization or effective-
ly communicating the advantages or
disadvantages of unionization.” The
court also found that Section 211-a
“is designed to have a broad social
impact, by altering the ability of a
wide range of recipients of state
money to advocate about union
issues.”

Once the court decided that Sec-
tion 211-a served a regulatory func-
tion, the statute could not be shel-
tered from preemption analysis
under the Boston Harbor market par-
ticipant exception. The court then
found that Section 211-a was pre-
empted by the NLRA, which ren-
dered the question of LMRDA pre-
emption and the constitutional
arguments moot.

The court acknowledged the
state’s “legitimate and laudable
goal” of ensuring that state funds,
such as Medicaid, are not diverted
for other purposes, but noted that,
“the state must take care that, in its
zeal to act, it does not do so unneces-
sarily and outside the permissible
bounds of its discretion and thereby
tread on the federally protected zone
of labor rights.”

Claim That Hospitals Acted as
Debt Collectors Survives Motion to
Dismiss

Carlson v. Long Island Jewish Med-
ical Center, No. 04 Civ. 3086, 2005 WL
1631142 (E.D.N.Y. 2005). In this
action, plaintiffs sought redress for
defendants’ billing practices with
respect to uninsured patients. [This
suit is one of the many “charity care”
suits brought nationwide in the last
year, most of which have been dis-
missed in their entirety.] Plaintiffs
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voluntarily dismissed all of their fed-
eral claims but one pursuant to the
Fair Debt Collection Practices Act, 15
U.S.C. § 1692 (the “FDCPA” or the
“Act”). Plaintiffs alleged that the
hospital defendants conducted
“unconscionable collection practices”
with assistance from collection agen-
cies, including an entity referred to
as the “Regional Claims Recovery
Service” (“RCRS”). Plaintiffs alleged
that RCRS is an “unincorporated
subdivision of the North Shore
Health System,” and that the hospi-
tals, through, inter alia, RCRS, used
“abusive, harassing tactics in collect-
ing outstanding bills,” in violation of
the FDCPA.

The hospitals moved to dismiss
the FDCPA claim on two grounds.
First, they argued that the hospitals
cannot be liable under the statute
because they are not “debt collec-
tors” as defined in the FDCPA. Sec-
ond, even assuming that they are
debt collectors, and, therefore, sub-
ject to FDCPA liability, the factual
allegations described by plaintiffs
fell short of those necessary to sup-
port a claim under the Act.

The court initially noted that the
FDCPA prohibits deceptive and mis-
leading practices by “debt collec-
tors.” (15 U.S.C. § 1692¢) The statute
specifically defines debt collectors as
those engaged in “any business the
principal purpose of which is the
collection of any debts, or who regu-
larly collects or attempts to collect
... debts owed or due or asserted to
be owed or due another.” (15 U.S.C.
§ 1692a(6)) Thus, by its terms, the
FDCPA limits its reach to those col-
lecting the debts “of another” and
does not restrict the activities of
creditors seeking to collect their own
debts. In explaining the reason for
this distinction, the court stated that
when restricting the reach of the
FDCPA to exempt creditors, Con-
gress recognized that the activities of
creditors seeking to collect their own
debts are restrained by the creditors’
desire to retain their good will with

consumers. Those collecting debts
due to another were thought to be
not similarly restrained.

The court further explained,
however, that a creditor will be
deemed a debt collector and, there-
fore, subject to the strictures of the
Act where the creditor attempts to
collect its own debts by using “any
name other than his own which
would indicate that a third person is
collecting or attempting to collect
such debts.” (15 U.S.C. § 1692a(6))
The imposition of liability in this
case recognizes the fact that when a
creditor uses a name other than his
own, the motivation to protect the
good will in his own name is absent
and the likelihood for abusive debt
collections practices returns. Thus, a
creditor may be found liable under
Section 1692(a)(6) if, in the course of
collecting its own debts, it “pretends
to be someone else” or “uses a pseu-
donym or alias.” In determining
whether this exception applies, the
issue is whether, under the circum-
stances present, the “least sophisti-
cated consumer would have the false
impression that a third party was
collecting the debt.”

The court found in this case that
the hospitals did not constitute debt
collectors within the meaning of the
FDCPA, as their function is not the
collection of bills, but the provision
of heath care. However, the hospitals
allegedly acted as debt collectors by
attempting to collect debts through
RCRS, an entity that is alleged to
have created the false impression
that debts were being pursued by a
third party. Because this issue was
raised in the context of a motion to
dismiss, the sole inquiry was
whether the complaint pled facts suf-
ficient to support the claim that the
least sophisticated consumer would
have believed that a RCRS was a
third party acting to collect a debt on
behalf of the defendant hospitals.
The court held that the complaint
was sufficient.

As the court stated, the liability
of the hospitals on this theory turns
on facts that cannot be determined in
the context of a motion to dismiss.
Among those facts are the business
of RCRS, the nature of its corporate
relationship with the hospitals and
the nature of the contacts among the
hospitals, RCRS and plaintiffs.

The court also rejected the defen-
dants’ second argument, that, even
assuming the debt collector status of
the Hospitals, the complaint fails to
set forth sufficient facts to state a
claim pursuant to the FDCPA. The
court found that the facts cited by
plaintiffs in the complaint were suffi-
cient to satisfy Rule 8 of the Federal
Rules of Civil Procedure, which
requires only a “short and plain
statement of the claim showing the
pleader is entitled to relief.”

Court of Appeals Rules That OPMC
Can Conduct Comprehensive
Medical Record Review Without
Issuing Subpoena

Michaelis v. Graziano, 2005 WL
1539535 (Court of Appeals, June 30,
2005). The central issue on appeal in
this case was whether the Office of
Professional Misconduct (“OPMC")
was required to issue a subpoena in
order to undertake a comprehensive
medical review (“CMR”) of a doc-
tor’s records. The Court of Appeals
affirmed the order of the Appellate
Division, holding that a subpoena
was not required.

The OPMC informed petitioner
by letter that evidence existed of a
pattern of inappropriate medical
practice and that a CMR of petition-
er’s patient records would be con-
ducted. The letter also warned that
“[a]ny failure by you to comply with
the order would constitute profes-
sional misconduct as defined in N.Y.
Education Law § 6530(15) and will
result in a recommendation of prose-
cution for such misconduct. In addi-
tion, you may be subject to an
enforcement proceeding, in New
York State Supreme Court, pursuant
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to Public Health Law (“PHL") §
230(10)(0)(ii).” Petitioner challenged
the CMR in a CPLR Article 78 pro-
ceeding. The motion court denied
petitioner’s claims and a divided
Appellate Division affirmed.

The Court of Appeals addressed
petitioner’s argument that the
OPMC Director lacked authority to
compel a CMR. The Court interpret-
ed PHL § 230(10)(a)(iv)(A) as provid-
ing OPMC with specific statutory
authority to conduct a review of
petitioner’s records, and that such
power is in addition to the power of
the executive secretary to issue sub-
poenas.

The Court also cited to PHL §
230(10)(0), which provides for judi-
cial review of CMR orders. The
Court held that because the physi-
cian has an opportunity to be heard
at the Section 230(10)(o) proceeding,
his or her due process rights are not
violated.

The petitioner also claimed that
OPMC was required to disclose the
nature of any new issues identified
subsequent to the interview before
issuing a CMR order. The Court of
Appeals disagreed, ruling that under
the language of PHL § 230(10(a)(iii),
the petitioner was entitled to notice
of any issue identified before charges
relating those issues were brought,
but not before producing documents
in connection with a CMR.

The court also rejected the physi-
cian’s claim that the Supreme Court
erroneously relied on an in camera
affidavit, denying him an opportuni-
ty to respond fully to allegations
charged within, and thereby denying
him due process. The Court of
Appeals, while agreeing that the use
of in camera inspections should be
limited, said that none of the infor-
mation that should not have been
submitted in camera was material to
its decision. Therefore, it held that
any error allowing material to be
submitted without notice was harm-
less.

The physician did prevail on one
point, though. The Court noted that
the OPMC’s CMR letter to the physi-
cian was inaccurate in stating that a
physician’s failure to comply with
the CMR demand would, itself, con-
stitute professional misconduct and
result in prosecution, because the
Education Law makes an exception
for a timely, good faith failure to
comply due to a dispute over the
availability, scope or necessity of
records requested.

Directors and Officers of Not-For-
Profit Corporation Need Not Post a
Bond as a Condition to the
Corporation’s Advancement of
Defense Costs

Spitzer v. Soundview Health
Center, N.Y.L.]., January 27, 2005, at
18. Petitioner New York State Attor-
ney General indicted the Executive
Vice President and the Vice President
of Operations of Soundview Health
Center (“Soundview”), a not-for-
profit corporation, alleging misuse of
state funds provided to Soundview.
Soundview’s Board of Directors cre-
ated a “Legal Defense Fund” to
cover attorneys’ fees and defense
costs in connection with the indict-
ments. The Attorney General'’s office
then moved to compel Soundview to
obtain from its officers a bond for the
full amount of defense costs
advanced, contending that such
security was required pursuant to
NPCL § 723(c). Section 723(c) states
that directors and officers must pro-
vide an “undertaking” to repay
amounts advanced, if it is later
determined that the director or offi-
cer is not entitled to indemnification.

The court distinguished an
undertaking as used in the context of
the CPLR from an undertaking used
in the context of the Business Corpo-
ration Law, and held that NPCL §
723(c) does not require a bond, only
a written agreement to repay the
funds advanced.

No Retroactive Effect of the Health
Care Decisions Act for Persons
with Mental Retardation

In the Matter of M.B., 797
N.Y.5.2d 510 (2d Dep’t 2005). In 2003,
the New York State Legislature
enacted the Health Care Decisions
Act for Persons with Mental Retarda-
tion (the “Act”). The statute revised
Sections 1750 and 1750-b of the Sur-
rogate’s Court Procedure Act
(“SCPA”), to permit guardians of
mentally retarded persons to make
health care decisions for their
charges, including decisions to with-
hold or withdraw life-sustaining
treatment. Prior to the enactment of
this statute, a personal needs
guardian appointed for a mentally
retarded person had no power to
direct the withholding or withdraw-
al of life-sustaining treatment.

In this case, the primary ques-
tion was whether the Act could be
applied retroactively where the
guardian was appointed prior to the
revised statute’s effective date of
March 16, 2003. As with many such
appointments, the decree appointing
R.B. as guardian for M.B. contained
no explicit power to make health
care decisions on behalf of M.B. M.B.
eventually became gravely ill and
required the assistance of a respira-
tor to breathe and a nasogastric tube
to receive nutrition and hydration.
R.B. requested that all life-sustaining
treatment be terminated for M.B.

The Richmond County Surro-
gate’s Court held that the Act could
be applied retroactively and the
guardian was authorized to make
medical decisions for M.B., including
a decision directing the withdrawal
or withholding of life-sustaining
treatment. Mental Hygiene Legal
Service, as counsel to M.B., appealed.
Although M.B. passed away shortly
after the termination of life-sustain-
ing treatment, the appellate court
decided to hear and determine the
appeal based upon an exception to
mootness doctrine, as this issue is
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substantial, capable of repetition and
would otherwise evade judicial
review.

On appeal, the court held that
the revised statute should not be
applied retroactively because there
had been no prior determination that
the mentally retarded person did not
have capacity to make their own
health care decisions. The court
observed that some mentally retard-
ed persons may be competent to
make their own medical decisions
and capable of pursuing their rights
without the aid of a guardian. The
Act, in recognition of the varying
levels of capacity of mentally retard-
ed persons, requires that a guardian-
ship application include a specific
determination as to whether the
mentally retarded person has capaci-
ty to make medical decisions.
Retroactive application of the Act
would deprive mentally retarded
persons for whom a guardian was
appointed under the old law, of their
right to a determination as to their
capacity to make their own medical
decisions.

Department of Health’s Oral
Demand to Surrender Operating
Certificate Deemed Sufficient to
Trigger Article 78 Limitations
Period

Hill Park Health Care Center v.
Novello, 12 A.D.3d 1010, 785 N.Y.S.2d
566 (3d Dep’t 2004). Petitioner, Hill
Park Health Care Center (“Hill
Park”), initiated an Article 78 pro-
ceeding against the State Commis-
sioner of Health, claiming that the
Department of Health (“DOH”) had
unlawfully revoked its operating cer-
tificate. The Supreme Court, Albany
County, granted the Commissioner’s
motion to dismiss the petition as
untimely.

In 1997, the DOH issued an
operating certificate to Hill Park to
operate a residential health care facil-
ity. In 2001, DOH recommended that
the facility’s provider agreement
with Medicare/Medicaid be termi-
nated after a series of inspections

revealed conditions presenting an
“immediate jeopardy” to the health
and safety of its residents.

After discussions with the DOH
it became clear that due to the series
of failed inspections, Hill Park had
no option but to submit a formal clo-
sure plan for the facility. Thereafter,
DOH orally demanded a surrender
of the facility’s operating certificate,
and Hill Park refused. After two
additional oral requests, DOH
deemed the certificate constructively
surrendered. In March 2003, the Cen-
ter for Medicare and Medicaid serv-
ices formally terminated the facility’s
provider agreement, retroactive to
the date of closure.

In June 2003, Petitioner com-
menced a CPLR Article 78 proceed-
ing claiming that DOH had unlaw-
fully revoked the facility’s certificate.
Respondent answered asserting that
the action was untimely. The
Supreme Court, Albany County,
agreed and rejected Appellant’s
claim that the statute of limitations
had not run because the determina-
tion was oral, not written. Petitioner
appealed and the Appellate Division,
Third Department affirmed.

The court noted that, “An
agency determination is deemed
final when the agency has issued an
unambiguous decision putting the
would-be petitioner on notice that all
administrative appeals have been
exhausted. If the agency creates an
ambiguity or uncertainty as to
whether there was a final determina-
tion, the ambiguity must be resolved
against the agency.”

The court found no ambiguity in
DOH'’s position that the relinquish-
ment of the certificate was required.
Rather, the court found that DOH’s
oral order should have been suffi-
cient to put petitioner on notice that
it clearly viewed petitioner’s actions
as a final discontinuance of the facili-
ty’s operations, and thus no written
notice was required under the cir-
cumstances.

Patient’s Bill of Rights Does Not
Provide Basis for Breach of
Contract Claim

Catapano v. Winthrop University
Hospital, 19 A.D.3d 355, 796 N.Y.S.2d
158 (2d Dep’t 2005). The Appellant in
this case brought an action for med-
ical malpractice and breach of con-
tract against Winthrop University
Hospital in the Supreme Court, Nas-
sau County. The motion court grant-
ed the hospital’s motion to dismiss
the complaint as time-barred.

The plaintiff had argued that the
action was governed by the six-year
statute of limitations applicable to
breach of contract actions. The
Appellate Division noted established
case law holding that, “[a] breach of
contract claim in relation to the ren-
dition of medical services by a hospi-
tal will withstand a test of legal suffi-
ciency only when based upon an
express promise to effect a cure or to
accomplish some definite result.”

The court then held that the pro-
visions of the “Patient’s Bill of
Rights” do not constitute the requi-
site “express promise” or special
agreement with the patient so as to
furnish the basis for a breach of con-
tract claim. In addition, the court
found that the complaint solely
pleaded a malpractice action, despite
the fact that it also contained some
breach of contract language, and
thus affirmed dismissal of the com-
plaint as time-barred since it was
commenced beyond the 2V-year
statute of limitations applicable to
medical malpractice actions.

Hospital Not Liable for Autopsy
Performed by Medical Examiner
Without Consent of Surviving
Family Members

Juseinoski v. New York Hospital
Medical Center of Queens, 18 A.D.3d
713,795 N.Y.5.2d 753 (2d Dep’t
2005). PHL § 4214(1) prohibits a hos-
pital from ordering the performance
of an autopsy within 48 hours of
death absent written consent of a
person legally entitled to consent.
Where an autopsy is performed by
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the medical examiner, written con-
sent is not required. (Public Health
Law §§ 4210-a and 4210-b) Public
Health Law § 4210-a renders it
unlawful to make, or cause or pro-
cure to be made, any dissection of a
human being “except by authority of
law.” Moreover, Public Health Law §
4210-c(1) provides that, “in the
absence of a compelling public
necessity, no . . . autopsy shall be
performed over the objection of a
surviving relative or friend of the
deceased that such procedure is con-
trary to the religious belief of the
decedent, or, if there is otherwise
reason to believe that a dissection or
autopsy is contrary to the decedent’s
religious beliefs.”

In Juseinoski, the decedent, a
Muslim, collapsed at work and was
taken by ambulance to New York
Hospital Medical Center of Queens,
where he was pronounced dead of
cardiac arrest. The surviving mem-
bers of his family were called to the
hospital around 2:00 a.m. and were
asked for certain information.
Although the hospital’s “Notice of
Death” form contained questions
with respect to whether the family
consented to an autopsy, the answers
to those questions were left blank.
The decedent’s wife claimed that she
informed hospital personnel that her
deceased husband was a Muslim
and she wanted to take his body to
the mosque. She was told to return
at 8:00 a.m. to claim the body. When
the family returned to claim the
body at around 8:00 a.m., the body
was no longer at the hospital. The
attending physician had notified the
Office of the Chief Medical Examiner
of the City of New York. It appears
that the Medical Examiner picked up
the body at 7:00 a.m. and performed
the autopsy at 2:00 p.m.

The family members of the dece-
dent sued the hospital for emotional
distress and violation of the Public
Health Law based on the Medical
Examiner’s performance of an unau-
thorized autopsy. The hospital, in
turn, brought a third-party action
against the Medical Examiner. The
motion court granted the plaintiffs’
motion for summary judgment
against the hospital on the issue of
liability under Public Health Law §
4214(1).

The Appellate Division reversed,
holding that PHL § 4214(1) did not
apply in this case because the autop-
sy was not performed by hospital
personnel and was not ordered by
the hospital. Moreover, where an
autopsy is performed by the Medical
Examiner, written consent is not
required. Although the PHL §
4214(1) claim was dismissed, the
court ruled that triable issues of fact
existed as to the hospital’s alleged
negligence in connection with the
family’s religious objections to the
autopsy.

Appellate Division Upholds Court
of Claims Award for Violating
Public Health Law § 2782

Tatta v. State of New York, 2005
WL 1773974 (3d Dep’t 2005). Public
Health Law § 2782 prohibits disclo-
sure of confidential HIV-related
information to another person with-
out specific written consent from the
patient. The Appellate Division for
the Third Department affirmed a
Court of Claims ruling that state offi-
cials at the Eastern Correctional
Facility in Ulster County had violat-
ed PHL § 2782 by disclosing
claimant’s medical information to his
children, and based on that ruling,
imposed a civil penalty of $2,500.

The claimant appealed, arguing that
the award was grossly inadequate
and that the Court of Claims erred
by making no award for claimant’s
claim of emotional distress allegedly
inflicted by the disclosure.

In affirming the Court of Claims’
decision, the Appellate Court
explained that a court has broad dis-
cretion in choosing the amount of
penalty so long as the court explains
its choice and the penalty is not dis-
proportionate to the offense. Here,
the Court of Claims had found that
the disclosure of claimant’s medical
information to his children had not
been intentional or malicious, and
cited this lack of intent as the basis
for awarding less than the maximum
statutory penalty. As for claimant’s
claim of emotional distress, the court
found that the claimant failed to
present competent medical evidence
that the defendant’s conduct unrea-
sonably endangered his physical
safety, having relied only on his own
testimony to support his claim.

Compiled by Leonard Rosen-
berg, Esq. Mr. Rosenberg is a part-
ner in the firm of Garfunkel, Wild
& Travis, P.C., a full service health
care firm representing hospitals,
health care systems, physician
group practices, individual practi-
tioners, nursing homes and other
health-related businesses and
organizations. Mr. Rosenberg is
Chair of the firm’s litigation group,
and his practice includes advising
clients concerning general health
care law issues and litigation,
including medical staff and peer
review issues, employment law, dis-
ability discrimination, defamation,
contract, administrative and regula-
tory issues, professional discipline,
and directors’ and officers’ liability
claims.
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In the New York State Legislature

By James W. Lytle

After the
2005 New York
State Legislative
Session had
concluded and
all that
remained was
the exercise of
the Governor’s
approval and veto authority over the
bills delivered by the Legislature, a
series of articles appeared in the New
York Times that threatened to have a
more profound impact on health care
law than anything debated or passed
by the Legislature during the prior
six months.

The series, authored by Clifford
Levy and Michael Luo, focused on
Medicaid fraud and abuse and cited
former Medicaid fraud investigators
who estimated that as much as 40
percent of Medicaid expenditures in
New York constituted either outright
fraud or abuse—for a total in excess
of $18 billion. Whether this estimate
is even remotely accurate or not is
probably beside the point: the series
identified enough evidence of out-
right fraud that appeared to have
gone undetected to sicken even Med-
icaid’s most ardent defenders.
Demonstrating the impact of power-
ful investigative reporting, the series
prompted the Governor’s office, the
Legislature and the Attorney General
to respond with promises of new ini-
tiatives, laws and a restructuring of
investigative resources to combat
fraud in the State’s Medicaid pro-
gram—a program that has already
been beleaguered by perennial pro-
posed cutbacks designed to bring the
$44.5 billion program under control.

For those Medicaid providers
(and their attorneys), who have
found themselves involved in
defending against an audit and
recoupment by the Department of
Health or other state agencies or an

investigation by the Attorney Gener-
al’s Medicaid Fraud Control Unit,
the notion that New York has been
lax in policing the Medicaid program
may come as a surprise. Large settle-
ments have been extracted by these
offices from a wide array of pro-
viders, across the various Medicaid-
funded service systems, over the last
several years. Nevertheless, the pres-
sure to reduce Medicaid spending
and the prospect that even some of
these tax dollars are being spent
fraudulently will be sufficient to
result in new resources, new
approaches and new laws to police
Medicaid fraud and reduce Medicaid
overpayments in New York state.

While the actual enactment of
new laws to address the issues iden-
tified in the Times series will await
the Legislature’s return, it can rea-
sonably be expected that substantial
changes will be made, largely
prompted by the Times” exposé.
Based on what has previously been
proposed and considered by the Leg-
islature and the responses offered by
the various policymakers in the
aftermath of the Medicaid fraud
series, one can make some reason-
able predictions about what might
be enacted—either by way of Execu-
tive Order or legislation—in the
weeks and months to come.

Medicaid Inspector General

Just one day after the series was
initiated, Governor Pataki
announced a five-point plan to com-
bat Medicaid fraud, including the
appointment of his former Director
of Criminal Justice and a former fed-
eral prosecutor, Paul Schectman, to
lead the Administration’s efforts in
identifying the appropriate strategies
to combat Medicaid fraud. Mr.
Schectman has been asked to under-
take a “comprehensive review of the
State’s fraud, waste and abuse con-

trol infrastructure” and a “compre-
hensive assessment of the State’s
current efforts to fight Medicaid
fraud, waste and abuse,” culminat-
ing in “a series of sweeping reforms
... to improve and expand the
state’s current Medicaid anti-fraud
efforts”—a review that has not been
systematically undertaken since the
mid-1970s, when, in the aftermath of
nursing home scandals, a special
prosecutor was named to investigate
nursing home and Medicaid abuses.

Mr. Schectman is not expected to
make his full recommendations until
December 1, 2005, but at least one of
the changes recommended by Gov-
ernor Pataki may be in place before
then: a new Medicaid Inspector Gen-
eral. Under the State’s Moreland Act,
the Governor will create the new
position by Executive Order and vest
the Medicaid Inspector General with
the authority to subpoena and exam-
ine witnesses and require the pro-
duction of records to advance anti-
fraud efforts. The Medicaid Inspector
General is expected to integrate and
coordinate the efforts already under-
taken by the Department of Health,
the Office of Mental Health, the
Office of Mental Retardation and
Developmental Disabilities, the
Office of Alcohol and Substance
Abuse Services, the Office of Chil-
dren and Family Services and the
State Education Department—all of
which have been responsible for
policing Medicaid fraud and abuse
within their respective service sys-
tems.

Several months before the publi-
cation of New York Times series, the
New York State Senate had already
advanced legislation to create an
Oftfice of Medicaid Inspector General
through a bill sponsored by Senator
Dean Skelos and other members of
the State Senate Republican majority.
Senate Bill No. 3685-B would create
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the Office within the Executive
Department, which would be over-
seen by a board appointed by the
Governor and the legislative leaders.
The board—rather than, as envi-
sioned by Governor Pataki, the Gov-
ernor—would appoint the Medicaid
Inspector General, who would be
responsible for conducting investiga-
tions of fraud and abuse and initiat-
ing civil recoveries on behalf of the
state. Criminal prosecutions for
Medicaid fraud would remain the
responsibility of the Attorney Gener-
al and local prosecutors and prepay-
ment claim review and related
responsibilities would remain the
responsibility of the Department of
Health. The new Inspector General
would also be responsible for inves-
tigating patient abuse, neglect or
mistreatment in Medicaid-funded
facilities. The Senate passed its
Inspector General legislation in early
May of 2005. No action was taken on
the legislation in the State Assembly.

New Enforcement Tools and
Statutes

The Senate initiative would, in
addition, authorize the new Medic-
aid Inspector General to assume
responsibility for and improve the
automated Medicaid fraud detection
system, which is now overseen by
the Department of Health and the
Attorney General’s Medicaid Fraud
Control Unit. The Senate proposal
envisions the creation of a new state-
of-the-art automated system, which
would be integrated with other com-
puter-based fraud detection systems
to identify billing patterns that are
indicative of fraud and abuse.

In addition, the legislation
would enact new civil “false claims”
statutory authority, which would
permit the recovery of treble dam-
ages for filing false Medicaid claims,
along with civil penalties and attor-
neys’ fees. The new provisions
would expressly allow recoveries for
false or fraudulent claims that are
“knowingly” presented, even in the
absence of any specific intent to
defraud—although claims filed by
mistake or as a result of “mere negli-
gence” would not be subject to these
provisions. At the time of this publi-
cation, the State Senate announced
the introduction of still further
reforms, including a proposal that
would require the Attorney Gener-
al’s Medicaid Fraud Control Unit to
commence prosecutions of cases
referred by the Department of
Health within a specified timeframe
or turn the matter over to local dis-
trict attorneys to prosecute.

Meanwhile, at the request of
Attorney General Eliot Spitzer,
Assemblyman Joseph Lentol intro-
duced legislation earlier this spring
that would create new criminal pro-
visions and penalties for health care
fraud. The legislation, Assembly Bill
No. 7594, would create a new crime
of health care fraud, which would
prohibit schemes to defraud a health
plan and prohibit the use of false
pretenses to obtain payment for
health care benefits. In addition, the
bill would authorize prosecution for
making false statements, concealing
material facts or filing fraudulent
documents in connection with the
provision of health care services.
New anti-bribery provisions would

also be enacted, aimed specifically at
bribery payments that were intended
to discourage referrals for furnishing
items or services under the Medicaid
program—addressing the risk that
new forms of abuse could be encour-
aged by the state’s increasing
reliance on managed care and capi-
tated arrangements for the delivery
of Medicaid-funded services. This
legislation remains before the
Assembly Codes Committee and
may be among the bills that are con-
sidered this fall in hearings that the
Assembly has pledged to conduct to
address Medicaid fraud and abuse.

All of this activity on the Medic-
aid fraud, enforcement and recoup-
ment front makes the Health Law
Section’s upcoming Fall Meeting at
The Sagamore on Lake George that
much more timely: the top officials
from the Department of Health’s
Medicaid audit bureaus and the
Attorney General’s Medicaid Fraud
Control Unit will be joined by Sena-
tor Kemp Hannon, Chair of the Sen-
ate Health Committee, and a host of
private attorneys with experience in
this field in presenting a two-day
program, entitled, “The New Medic-
aid Fraud and Overpayment Initia-
tive: Representing Health Care
Providers in Medicaid Audits.” See
you there.

Mr. Lytle is a partner in the
Albany office of Manatt, Phelps &
Phillips, LLP. Mr. Lytle would like
to acknowledge the assistance of
his colleague from that office,
Karen Lipson, with the preparation
of this article.
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In the New York State Agencies

By Frank Serbaroli

HEALTH DEPARTMENT

Nursing Home Pharmacy
Regulations

Notice of emergency rulemak-
ing. The Department of Health
amended § 415.18(g) and (i) of Title
10 N.Y.C.R.R. to make a wider vari-
ety of medications available in nurs-
ing home emergency kits and to
allow verbal orders from legally
authorized practitioners in order to
respond quickly to the needs of
nursing home residents. Filing date:
April 14, 2005. Effective date: April
14, 2005. See N.Y. Register, May 4,
2005.

Enactment of a Serialized Official
New York State Prescription Form

Notice of emergency rulemak-
ing. The Department of Health
added a new Part 910 to Title 10
N.Y.C.R.R.,, amended §§ 85.21, 85.22,
85.23 and 85.25 of Title 10 N.Y.C.R.R.
and amended §§ 505.3, 528.1 and
528.2 of Title 18 N.Y.C.R.R. to enact a
serialized official New York State
prescription form to be used for all
prescribing done in New York State
in order to prevent prescription
fraud. Filing date: April 21, 2005.
Effective date: April 21, 2005. See
N.Y. Register, May 11, 2005.

Newborn Screening

Notice of emergency rulemak-
ing. The Department of Health
amended §§ 69-1.1, 69-1.2 and 69-1.3
of Title 10 N.Y.C.R.R. to add thirty-
three inherited metabolic disorders
to the current New York State new-
born screening test panel. Filing
date: April 25, 2005. Effective date:
April 25, 2005. See N.Y. Register, May
11, 2005.

Laboratory Confirmed Influenza

Notice of emergency rulemak-
ing. The Department of Health

amended § 2.1
of Title 10
N.Y.C.RR. to
add laboratory
confirmed
influenza to the
communicable
disease report-
ing list to enable
the Department of Health to have
more comprehensive and complete
information on influenza cases and
permit the state and local health
departments to channel limited vac-
cines, anti-viral agents and public
health resources to those in greatest
need during an influenza outbreak.
Filing date: May 2, 2005. Effective
date: May 2, 2005. See N.Y. Register,
May 18, 2005.

Perinatal Regionalization

Notice of revised rulemaking.
The Department of Health amended
§§ 405.21, 407.14, 708.2, 708.5 and
711.4 and added Part 721 to Title 10
N.Y.C.R.R. to update existing
requirements for maternal and new-
born care and consolidate standards
for perinatal regionalization, which
are currently divided among several
sections of the New York State Hos-
pital Code. See N.Y. Register, May 18,
2005.

Long-Term Ventilator Beds

Notice of proposed rulemaking.
The Department of Health gave
notice of its intent to add § 709.17 to
Title 10 N.Y.C.R.R. to promulgate a
need methodology for long-term
ventilator beds in residential health
care facilities, which will be utilized
to evaluate certificate of need appli-
cations and ensure that an adequate
number of long-term ventilator beds
are available to provide access to
care and avoid unnecessary duplica-
tion of resources. See N.Y. Register,
May 18, 2005.

Regulated Medical Waste

Notice of proposed rulemaking.
The Department of Health gave
notice of its intent to amend Part 70
of Title 10 N.Y.C.R.R. to update regu-
lated medical waste regulations by
clarifying terminology, adding flexi-
bility to existing regulatory require-
ments and codifying advisories for
medical waste management. See N.Y.
Register, May 18, 2005.

Self Attestation of Resources
for Medicaid Applicants and
Recipients

Notice of emergency rulemak-
ing. The Department of Health
amended § 360-2.3(c)(3) of Title 18
N.Y.C.R.R. to allow an applicant for,
or recipient of, Medicaid to attest to
the amount of his or her resources to
obtain easier access to short-term
rehabilitation services. Filing date:
May 26, 2005. Effective date: May 26,
2005. See N.Y. Register, June 15, 2005.

Part-Time Clinics

Notice of emergency rulemak-
ing. The Department of Health
amended §§ 703.6 and 710.1 of Title
10 N.Y.C.R.R. to clarify and enhance
the requirements that apply to part-
time clinics and require prior limited
review of all part-time clinic sites in
order to ensure the provision of
quality health care to underserved
populations through preventive
health screening programs and other
public health initiatives. Filing date:
June 14, 2005. Effective date: June 14,
2005. See N.Y. Register, June 29, 2005.

Payment for Psychiatric Social
Work Services

Notice of emergency rulemak-
ing. The Department of Health
amended § 86-4.9 of Title 10
N.Y.C.R.R. to permit Medicaid
billing for individual psychotherapy
services provided by certified social
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workers in article 28 Federally Quali-
fied Health Centers and prohibit
part-time clinics from billing for clin-
ical social services. Filing date: June
14, 2005. Effective date: June 14,
2005. See N.Y. Register, June 29, 2005.

Managed Care Organizations

Notice of adoption. The Depart-
ment of Health amended Subpart 98-
1 of Title 10 N.Y.C.R.R. to clarify the
applicability of Subpart 98-1 to
newly legislated and newly evolved
forms of managed care, amend obso-
lete provisions, and provide clearer
guidance to the health care industry
concerning the certification and
operational requirements for man-
aged care organizations. Filing date:
June 14, 2005. Effective date: June 29,
2005. See N.Y. Register, June 29, 2005.

Health Provider Network Access
and Reporting Requirements for
Articles 28, 36 and 40 Facilities

Notice of proposed rulemaking.
The Department of Health gave
notice of its intent to amend §§
400.10, 763.11, 766.9 and 793.1 of
Title 10 N.Y.C.R.R. to require article
28 facilities (hospitals), article 36
facilities (home care agencies) and
article 40 facilities (hospices) to
establish and maintain health
provider network accounts with the
Department of Health for the pur-
pose of exchanging information with
the Department in a rapid, efficient
manner in times of emergency or
urgent matters. See N.Y. Register,
July 6, 2005.

Health Provider Network Access
and Reporting Requirements

Notice of proposed rulemaking.
The Department of Health gave
notice of its intent to amend §§
487.12(k), 488.12(m) and 490.12(k) of
Title 18 N.Y.C.R.R. to require adult
homes, enriched housing programs
and residences for adults to establish
and maintain health provider net-
work accounts with the Department
of Health for the purpose of
exchanging information with the
Department in a rapid, efficient man-
ner in times of emergencies or urgent
matters. See N.Y. Register, July 6,
2005.

INSURANCE DEPARTMENT
Healthy New York Program

Notice of emergency rulemak-
ing. The Department of Insurance
added § 362-2.7 and amended §§
362-2.5, 362-3.2, 362-4.1, 362-4.2, 362-
4.3,362-5.1, 362-5.2, 362-5.2, 362-5.3
and 362-5.5 (Regulation 171) of Title
11 N.Y.C.R.R. in order to increase the
insurance coverage of unemployed
workers employed by small busi-
nesses by reducing cost, lessening
complexity, and adding a second
benefit package to the Healthy New
York Program. Filing date: June 3,
2005. Effective date: June 3, 2005. See
N.Y. Register, June 22, 2005.

Minimum Standards for the Form,
Content and Sale of Medicare
Supplement Insurance

Notice of proposed rulemaking.
The Department of Insurance gave
notice of its intent to amend Part 52
(Regulation 62) of Title 11 N.Y.C.R.R.
in order to adopt revised minimum
standards for the form, content and
sale of Medicare supplement insur-
ance as a result of changes to the fed-
eral minimum standards for
Medicare supplement insurance
enacted by the Medicare Prescription
Drug, Improvement and Moderniza-
tion Act of 2003 (Public Law 108-
173). See N.Y. Register, July 6, 2005.

Compiled by Francis J. Ser-
baroli. Mr. Serbaroli is a partner in
Cadwalader, Wickersham & Taft
LLP’s 18-attorney health law depart-
ment. He is the Vice Chairman of
the New York State Public Health
Council, writes the “Health Law”
column for the New York Law Jour-
nal, and serves on the Executive
Committee of the New York State
Bar Association’s Health Law Sec-
tion. He is the author of The Corpo-
rate Practice of Medicine Prohibi-
tion in the Modern Era of Health
Care published by BNA as part of
its Business and Health Portfolio
Series. The assistance of Vimala
Devassy and Jared L. Facher of Cad-
walader, Wickersham & Taft LLP, in
compiling this summary is grateful-
ly acknowledged.
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In the Journals
By Dale L. Moore

DePaul Law Review (Volume 54,
Number 2): Symposium Issue

e Paul C. Weiler, Reforming Med-
ical Malpractice in a Radically
Moderate—and Ethical—Fashion

Jeffrey O’Connell & Evan
Stephenson, Binding Statutory
Early Offers by Defendants, Not
Plaintiffs, in Personal Injury
Suits

Frank A. Sloan, Carrie A.
Mathews, Christopher J.
Conover & William M. Sage,
Public Medical Malpractice
Insurance: An Analysis of State-
Operated Patient Compensation
Funds

Michael J. Saks, Daniel Strouse
& Nicholas Schweitzer, A
Multiattribute Utility Analysis
of Legal System Responses to
Medical Injuries

Mark A. Hall, Can You Trust a
Doctor You Can't Sue?

Neil Vidmar, Paul Lee, Kara
MacKillop, Kieran McCarthy
& Gerald McGwin, Uncovering
the “Invisible” Profile of Medical
Malpractice Litigation: Insights
from Florida

Lori Andrews, Studying Med-
ical Error In Situ: Implications
for Malpractice Law and Policy

Tom Baker, Medical Malpractice
and the Insurance Underwriting
Cycle

Mark Geistfeld, Malpractice
Insurance and the (Il)Legitimate
Interests of the Medical Profes-
sion in Tort Reform

e William M. Sage, Medical Mal-
practice Insurance and the
Emperor’s Clothes

* David D. Woods, Conflicts
Between Learning and Account-
ability in Patient Safety

* Richard A. Epstein, Contractual
Principle Versus Legislative
Fixes: Coming to Closure on the
Unending Travails of Medical
Malpractice

* Robert L. Rabin, Three Perspec-
tives on Medical Injury: A Com-
mentary

¢ Jennifer L. Halser, Canadian
Pharmacies: A Prescription for a
Public Health Disaster

Journal of Health Law (Volume 38,
Number 1)

* Margaret Gilhooley, Heal the
Damage: Prescription Drug Con-
sumer Advertisements and Rela-
tive Choices

David Pursell, Jennifer Marsh,
David Thompson & Keith Pot-
ter, Stark II and Physician Com-
pensation Models: Integrating
Business and Legal Issues

e William M. McDonnell, Will
EMTALA Changes Leave Emer-
gency Patients Dying on the Hos-
pital Doorstep?

Sarah Kaput, Expanding the
Scope of Fiduciary Duties to Fill
a Gap in the Law: The Role of
Nonprofit Hospital Directors to
Ensure Patient Safety

* Molly Silfen, I Want My Infor-
mation Back: Evidentiary Privi-
lege Following the Partial Birth
Abortion Cases

* Joseph C. Mandarino, Sample
Excess Benefit Tax Opinion

The Journal of Legal Medicine
(Volume 26, Number 1)

Marshall B. Kapp, Improving
the Quality of Nursing Homes:
Introduction to a Symposium on
the Role of Regulation

Donna R. Lenhoff, LTC Regula-
tion and Enforcement: An
Overview from the Perspective of
Residents and Their Families

Jennifer L. Hilliard, The Nurs-
ing Home Quality Initiative:
Shift in Policy, Shift in Paradigm

Susan Nedza, Driving Improve-
ment in Long-Term Care:
Enforcement and Policy Initia-
tives

Rebecca Elon, The American
Geri-Wars: Moving Beyond Our
Encampments

Olga Cotera-Perez-Perez, Dis-
charge Planning in Acute Care
and Long-Term Facilities

Paul M. Kaufmann, Protecting
the Objectivity, Fairness, and
Integrity of Neuropsychological
Evaluations in Litigation: A Priv-
ilege Second to None?

Maxwell J. Mehlman, The
Rights of Patients, Third Edition
(book review)

Edward A. Emmett, The Com-
pany Doctor: Risk, Responsibility,
and Corporate Professionalism
(book review)

Saint Louis University Law Journal
(Volume 49, Number 1)

Timothy Stoltzfus Jost, Health
Law and Administrative Law: A
Marriage Most Convenient
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e Alex M. Azar II, Administrative
Law Meets Health Law: Inextri-
cable Pairing or Marriage of Con-
venience?

¢ Eleanor D. Kinney, Administra-
tive Law Approaches to Medical
Malpractice Reform

¢ Edward P. Richards & Thomas
R. McLean, Administrative
Compensation for Medical Mal-
practice Injuries: Reconciling the
Brave New World of Patient Safe-
ty and the Torts System

e Eric R. Claeys, The Food and
Drug Administration and the
Command-and-Control Model of
Regulation

¢ John M. Griesbach, Some
Observations About the Turn
Toward Federal Rulemaking in
Health Law

* Clark Hedger, Daubert and the
States: A Critical Analysis of
Emerging Trends

e Sarah A. Kornblet, Fat America:

The Need for Regulation Under
the Food, Drug, and Cosmetic
Act

* Matthew J. Morris, Secrets
Don't Make Friends, But They
Do Make Good Business: Percep-
tion Versus Reality in Physician
Financial Incentive Plans

Other Articles

¢ David Caudill & Lash LaRue,
A Non-Romantic View of Expert
Testimony, 35 Seton Hall Law
Review 1 (2004).

¢ Jean M. Eggen, Toxic Exposures
and Workers” Compensation, 14
Journal of Workers Compensa-
tion 9 (2004).

® Thomas L. Greaney & Kath-
leen Boozang, Mission, Margin
and Trust in the Healthcare
Enterprise, 5 Yale Journal of
Health Policy, Law & Ethics
(2005).

e Timothy Jost, The Uses of the
Social Transformation of Ameri-
can Medicine: The Case of Law,

* Margaret Gilhooley, FDA and
the Adaptation of Regulatory
Models
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ing a balance between your career and your
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For Your Information

By Claudia O. Torrey

The following information is to

inform, to enlighten, and to keep one
young at heart:

1. Kadlec Med. Ctr. v . Lakeview

Anesthesia Assoc.\—This fed-
eral case may have a pro-
found effect on all hospitals
across the country, regarding
reference request information
about their medical staff
members to inquiring health
care providers. A brief
overview of the facts is as fol-
lows: The plaintiff made a ref-
erence inquiry to the defen-
dant about one of its
physicians. The plaintiff was
told that the physician in
question had served on the
staff for four years; however,
no further information could
be provided due to a large
volume of inquiries. The
physician was appointed to
plaintiff’s medical staff, and,
along with the plaintiff, was
subsequently successfully
sued for malpractice. Thus,
the plaintiff brought this cur-
rent complaint asserting that
if the defendant had been
more candid and forthright,
the plaintiff would never
have been hired, and the
adverse event that gave birth
to the malpractice lawsuit
would not have occurred. The
court agreed with the plain-
tiff.

Regarding medical staff refer-
ence requests, this case lays
the foundation for an
informed duty of disclosure.
A dismissive disclosure
response is unacceptable! For
the future, hospital legal staffs
will probably want to review
their releases, their immunity
status, and the potential long-
term effect of peer review dis-
putes.

. Update—The Winter 2005

edition of this column?
enlightened you about the
landmark development of the
first drug for a specific race.
The drug, known as BiDil,
was reviewed on June 16,
2005, by the Cardiovascular &
Renal Drugs Advisory Com-
mittee of the Food and Drug
Administration (“FDA”). One
week later, the FDA approved
BiDil for the treatment of self-
identified black patients.
According to Dr. Robert Tem-
ple, Associate Director of
Medical Policy at the FDA,
BiDil represents a step toward
personalized medicine; the
ultimate goal is to discover
characteristics that identify
people of any race who might
be helped by BiDil.3

3. The “Lighter” Side of

Health—Witticisms by
Benjamin Franklin—

“He is ill clothed that is bare
of virtue.”

“Good Death, said a Woman,
for once be so kind

To take me, and leave my
dear Husband behind;
But when Death appear’d
with a sour Grimace,

The Woman was dash’d at
his thin hatchet face;

So she made him a Court’sy
and modestly sed,

If you come for my Hus-
band, he lies there in Bed.”

“The tongue offends, and the
ears get the cuffing.”

Endnotes

1.

2.

3.

No.Civ.A.04-0997 (E.D. La. May 19,
2005).

New York State Bar Association, Health
Law Journal, Vol.10, No.1, Winter 2005.

http:/ /www.fda.gov/bbs/topics/
news/2005/new01190.html.

Claudia O. Torrey, Esq. is a

member of several professional
organizations, including a Sustain-
ing Member of the New York State
Bar Association.
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Selections from the New York State Task Force on Life and the Law'’s

Twentieth Anniversary Symposium

Editor’s Note—The NYS Task Force on Life and the Law was convened by Governor Mario Cuomo in 1985 to make policy recom-
mendations for New York on ethical issues raised by advances in medicine and biology. Over the years the Task Force, composed of
members from diverse disciplines and with diverse perspectives, has issued several influential reports, including, most recently
“Genetic Testing and Screening in the Age of Genomic Medicine.” It has also made specific policy proposals that have led to new
laws and requlations, including New York’s Health Care Proxy Law. On March 3, 2005, a Twentieth Anniversary Symposium was
held at Rockefeller University in NYC. The following three articles are selected transcripts from that symposium.

The New York State Task Force on Life and the Law

Celebrating the Past

Opening Remarks

By Alan Fleischman, M.D.

Senior Advisor, The New York Academy of Medicine
Ethics Advisor, National Children’s Study, NICHD, NIH

It is an honor to be here this morning to celebrate
the past and to look toward the future of the New York
State Task Force on Life and the Law. Membership on
the Task Force has been among the most pleasurable
and important aspects of my career in medicine. I wish
to say, however, that when asked to give this talk, I
objected, pointing out that there are wiser and older
founding members of the Task Force who could provide
this perspective; but I was honored to have my objec-
tion overruled. I'm indebted to my fellow members and
to the staff who have taught me a great deal over these
20 years. Whatever little contribution I may have made
as a member has been more than repaid by the knowl-
edge I have gained, the joy of the collaborative spirit,
and my pride in what has been accomplished.

It began December 20, 1984, when executive order
#56 created The Task Force on Life and the Law. Then-
Governor Mario Cuomo wrote:

Whereas, major advances in medical
science and technology have not been
accompanied by a sufficiently thorough
evaluation of their ethical, legal and
public policy implications; whereas, as
a result, society has with increasing fre-
quency, been confronted by complex
issues of life and death that eludes sim-
ple answers; whereas the challenges
posed by these issues require thought-
ful debate and consideration, aimed at
elevating public understanding of these
issues and at developing recommenda-

tions as to the appropriate policies to
pursue; now, therefore, I, Mario
Cuomo, Governor of the State of New
York, by virtue of the authority vested
in me by the Constitution and the laws
of the State of New York, do hereby
establish the New York State Task Force
on Life and the Law.

And we're quite pleased that Governor Cuomo has
sent us a letter congratulating the Task Force on its 20
years of work and wishing us many more successful
years in the future.

Prior to this Task Force, there had been a small
group of advisors that the Governor convened to talk
about these types of ethical issues. Some of the Task
Force members were actually part of that initial
“kitchen cabinet,” or maybe we might call it a “Long
Island” cabinet, that morphed into this major effort for
New York State.

But what were the critical issues of concern in the
early 1980s?

First, the President’s Commission had just provided
a whole series of reports on issues that would later be
addressed by the New York State Task Force. But what
was different about this venture? The Governor saw
that the President’s Commission gave us abstract, care-
fully thought-through philosophical and legal treatises
but with almost all of the issues left for each State to
resolve. Almost every one of the issues about which the
President’s Commission opined required State action to
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implement. The Governor thought that there was a
need for specific advice, not just abstract thinking.

What else was going on? Medical decisions for
newborns were in the news in 1984. Baby Doe, a child
with Down’s syndrome, had been allowed to die in
1982 when doctors, parents and the courts agreed that
such a course of action was permitted in Bloomington,
Indiana. In response, the federal government passed
regulations to prevent parents and doctors from with-
drawing medical interventions and treatments from
critically ill newborns that would likely result in their
death. In New York, we had Baby Jane Doe, a baby with
microcephaly, spina bifida, and a prediction of very
poor future quality of life, who was given less than
aggressive treatment at the University Hospital in Stony
Brook. That case ultimately made its way to the U.S.
Supreme Court in 1983, with the result that parents
could, with the support of their licensed physician,
allow comfort care rather than surgical intervention for
a severely affected child. The Governor was well aware
of that case and had followed it carefully.

“Task Force members included
physicians, lawyers, religious leaders,
academics, community representatives,
social scientists, and others with
demonstrated interest and/or expertise.”

The Uniform Determination of Death Act was
passed in the United States in 1980, and the issue of
brain death determinations was being debated in New
York. In 1984, New York experienced an important legal
case, People v. Eulo, that brought this issue to a head.
Two defendants who had been convicted of manslaugh-
ter appealed, arguing they should not have been con-
victed of manslaughter because the people they alleged-
ly killed actually died when their hearts stopped after
doctors pronounced them brain dead and withdrew
their respirators. The question was, in New York, does
brain death equate to death and, therefore, should these
convictions stand? The court determined that brain
death in New York was death and that the criminals’
appeal had no validity. Also affecting the area of organ
transplantation, the New York Required Request Law
was passed in early 1985 and was in need of regulatory
clarification in order to implement this new approach to
requesting organs from families of those who had died.

The Do Not Resuscitate (DNR) issue was fascinat-
ing to those of us caring for critically and chronically ill

patients in hospitals. There had been an Attorney Gen-
eral Grand Jury investigation in 1982 that alleged that a
Queens hospital allowed patients to die by withdraw-
ing or withholding treatment, without any process that
included the patient or family’s knowledge or consent.
Those of us who worked in hospitals understood that
scenario wasn’t unusual because legal counsels to hos-
pitals did not believe that New York law permitted the
writing of DNR orders, even with permission. In one
Manhattan hospital however, a courageous President
with the help of his able attorney determined that DNR
orders were, in fact, both ethical and legal and imple-
mented a procedure to allow doctors to write them.
There were many other attorneys who reacted to this by
opining that writing DNR orders was quite risky
because of the lack of a legislative basis and that even
state regulations would be inadequate to solve the
problem.

There was also the growing field of the new repro-
ductive technologies, including in vitro fertilization,
embryo transplantation, and surrogate motherhood,
about which debate had been going on for a decade. It
was unclear whether such procedures should be per-
mitted and what types of laws and regulations were
needed to effect these practices in New York.

With all of these contentious issues to debate, Gov-
ernor Cuomo understood that if the Task Force was to
be effective, it needed to include broad representation
from all stakeholders and religious groups, and have
representation from advocates for civil liberties and
patients’ rights. Task Force members included physi-
cians, lawyers, religious leaders, academics, community
representatives, social scientists, and others with
demonstrated interest and/or expertise. He sought
wide diversity of thought in order to generate true con-
sensus so that he could bring these issues to the legisla-
ture and to the people with the full knowledge that
there was wide acceptance of both the need for action
and the recommended course chosen. He asked his
Commissioner of Health, Dr. David Axelrod, to chair
the Task Force. Dr. Axelrod brought great wisdom and
intensity to the discussions. His leadership and commit-
ment were instrumental in the success of the Task
Force.

The responsibilities of the Task Force were wide-
ranging:

to study the ethical implications of the
process by which medical decisions are
made; the definition of death; the dis-
continuation of life-sustaining thera-
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pies; Do Not Resuscitate orders; artifi-
cial insemination and embryo trans-
plantation; organ transplantation and
such other health-related matters as
may be appropriate for study.

The Governor created a very broad, very ambitious,
and very challenging agenda.

The Task Force was committed to addressing these
challenges. Founding members and staff are listed
below.

Members:

Rev. Msgr. John A. Alesandro
Mario L. Baeza, Esq.

The Right Rev. David Ball
Rabbi J. David Bleich

Evan Caulkins, M.D.

Daniel Callahan, Ph.D.
Richard J. Concannon, Esq.
Myron W. Conovitz, M.D.
Saul J. Farber, M.D.

Alan R. Fleischman, M.D.
Beatrix A. Hamburg, M.D.
Helene L. Kaplan, Esq.

Rev. Donald W. McKinney
Georgia L. McMurray, C.S.W.
M. Janice Nelson, Ed.D., R.N.
Maria I. New, M.D.

Ruth O’Brien, Ph.D.

John J. Regan, J.5.D.

Rabbi A. James Rudin

Rev. Betty Bone Schiess
Barbara Shack

Rev. Robert S. Smith
Elizabeth W. Stack

Charles J. Tobin, Jr., Esq.

Staff:

Tracy E. Miller, ].D., Executive Director
Maura A. O’Brien, Ph.D.

Robert N. Swidler, M.A., ].D.

Leslie E. Schneier, MPPM, MPH
Elizabeth Pepe

Under the competent leadership of attorneys Tracy
Miller and Robert Swidler, the Task Force prioritized its
goals, defined its direction and sought to create proce-
dures that would facilitate open debate and enhance
productivity. The first issue was the question of doing
ethics and public policy debate entirely in public.
Daniel Callahan, then the President of the Hastings
Center and a founding member of the Task Force,
argued that all meetings should be conducted in public.

He believed the primary goal of the Task Force should
be public education, not the creation of regulations and
legislation. I shared his view initially but was convinced
by other Task Force colleagues that if we were going to
roll up our sleeves and try to work toward consensus
from diverse perspectives to solve complex problems,
we needed some time to debate and discuss without
public posturing. We needed time for private conversa-
tions after obtaining public input and we needed public
reaction to ideas before they became final recommenda-
tions. Our work needed to be transparent, but in order
to be effective we also needed time to do ethics and
health policy analysis in private. We were successful in
protecting our deliberations from public scrutiny and
often surprised ourselves by how many times we
changed our views during those confidential discus-
sions.

“[RJegardless of the complexity and
potential divisiveness of the issues or the
vehemence of the arguments, the Task
Force developed an atmosphere of
respect for the input of every member
and a cohesiveness of purpose that
resulted in amazing productivity.”

We decided the goal was to impact public policy,
not just educate the public. We reasoned that there were
three possible recommendations for our reports: public
education, state regulation, or legislative initiatives. We
always chose legislation as a last resort because of the
complexity of that process in New York. We did seek
new legislation when it was needed and we obtained
the support of colleagues in the legislature many times
along the way.

Because of the controversy that surrounded many
of the issues we addressed, we decided that unanimity
might not always be possible and that dissenting mem-
bers should be given the opportunity to address their
views in minority reports. We developed consensus as
best we could through debate, discussion and compro-
mise. What was amazing to me was that regardless of
the complexity and potential divisiveness of the issues
or the vehemence of the arguments, the Task Force
developed an atmosphere of respect for the input of
every member and a cohesiveness of purpose that
resulted in amazing productivity. We developed broad
consensus when we could and when that was impossi-
ble we defined those areas of disagreement and laid out
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the issues that needed to be resolved in order to make
progress. We not only respected each other, we were
cognizant of the fact that in recommending public poli-
cy we needed to respect the pluralistic society in which
we live.

I went back to look at our accomplishments. Within
the first full year of the Task Force’s existence we had
14 day-long meetings and two 3-day retreats. We pro-
duced three major reports by 1986.

We examined the recently passed Required Request
Law and recommended a regulatory approach to the
Department of Health that would enhance the quality
and availability of organs for transplantation, foster
coordination in organ procurement, and educate those
who would request and procure organs. We looked crit-
ically at the question of Do Not Resuscitate orders and
concluded that legislation was required to allow this
practice in New York. To that end, we developed a com-
plex legislative proposal, presented it to the public and
the legislature in 1986, and saw the successful passage
of the Do Not Resuscitate law in August 1987.

“We not only respected each other,

we were cognizant of the fact that in
recommending public policy we needed
to respect the pluralistic society in which
we live.”

In the Determination of Death report, we argued
that in New York there was no need for legislation
because we had a Court of Appeals decision that
defined death as either cessation of heart and lung
activity or total, irreversible cessation of brain function.
We needed regulatory guidance to assure that brain
death determination was done appropriately, so the
public could be reassured that proper procedures were
maintained when brain death was used to determine
death prior to organ procurement for transplantation.
Our work became the basis for the subsequent regula-
tions and guidance to the medical community in this
area.

In our second year—1987-88—some new members
were appointed and we were able to complete four
additional reports. As I went back over this period in
the life of the Task Force, I was in awe of how hard
Tracy Miller and her staff worked. The most important
work was Life-sustaining Treatment: Making Decisions and
Appointing a Healthcare Agent, which resulted in legisla-

tion being passed in July 1990. This legislation created
the authority for adults to appoint healthcare agents to
make surrogate health care decisions when they lose
capacity. This report remains the basis of advanced
directives for end-of-life care in New York.

During that time, we also published Transplantation
in New York State: The Procurement and Distribution of
Organs and Tissues, which helped create the NYS Trans-
plant Council and defined parameters for the coordina-
tion of NYS Procurement organizations, and the screen-
ing and testing of donors and organs.

The shortest report of the Task Force on Life and
the Law was also completed during this period, Fetal
Extrauterine Survivability. The Task Force was asked by
the Governor to look at the biology of fetal develop-
ment to determine what was known about the thresh-
old of viability in order to add scientific information to
the raging debate about ethical and theological perspec-
tives on abortion. We examined whether complete fetal
development could occur in vitro and concluded that it
could not. We asked whether research institutions were
attempting to support embryos and create humans
without the intercession of a human woman and found
no such research anywhere in the world. We concluded
that fetal organ development and technological support
determine survivability outside the uterus, and that 23
to 24 weeks gestation was the biologic and the epidemi-
ologic threshold of viability for human fetuses. Because
of some new pharmacologic and technological
advances, that threshold has changed a little in these
last 15 years, but not much.

Surrogate Parenting was also published at this time.
The report made recommendations that ultimately
resulted in legislation to discourage such practices in
New York. It focused attention on the entrepreneurial
nature of the practice, the vulnerability of the young
women who choose to become surrogate mothers, and
the potential to commodify children through this
approach to reproduction.

Through the next decade, the Task Force had new
chairs as New York State had three new Commissioners
of Health. We acquired new members and new staff.
Carl Coleman joined Tracy Miller as Counsel and, when
she decided to leave, he became Executive Director,
adding his substantial intellectual capacities and hard
work to the leadership of the Task Force. He helped
produce When Others Must Choose: Deciding For Patients
Without Capacity, which recommends the Family Health
Care Decisions Act, a sorely needed surrogate decision-
making bill that has still not become law in New York.
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This recommendation has wide support in New York
but after 12 years of seeking legislative approval, lack of
passage remains a great disappointment and the most
unfulfilled challenge of the Task Force.

When Death is Sought: Assisted Suicide and Euthanasia
was a landmark report on the issue of physician-assist-
ed suicide. A critically acclaimed report, it became a fre-
quently quoted and referenced part of the Supreme
Court deliberations on this issue. What was unique
about this report was the unanimity that assisted sui-
cide should not be legal, though Task Force members
came to that conclusion from very different perspec-
tives. Some believed it was ethical to assist suicide
while others believed it was not, but all agreed that at
least, at this point in time, it should not be legal in New
York. Members agreed, as the Supreme Court conclud-
ed, that there is a constitutionally protected right to pal-
liative care and pain management for those facing ter-
minal and chronic illnesses. The report argued that
availability of such treatments might obviate the need
for assistance with suicide in many cases.

During the following years, the Task Force pub-
lished Assisted Reproductive Technology, a comprehensive
analysis of the field with recommendations about stan-
dards for informed consent, regulations for laboratories,
and guidance for clinicians. Genetic Testing and Screen-
ing: The Age of Genomic Medicine provided a template for
the burgeoning field of newborn genetic screening and
created the basis for public education in genetics.

Today, in 2005, Health Commissioner Antonia Nov-
ello leads the Task Force as chair and Donald Berens,
DOH General Counsel, is liaison to the Task Force. Dr.
Tia Powell serves as Executive Director with staff sup-

port from Michael Klein and Kelly Pike. There is a stal-
wart group of members who were there from the begin-
ning and others who have joined to add their intellectu-
al expertise and competence to the Task Force. The Task
Force stands prepared to build on its past successes and
set new and exciting goals for the future.

“The New York State Task Force on
Life and the Law has been the most
effective bioethics commission in the
country.”

Let me conclude by asking what are the lessons
learned that we might apply going forward? I've allud-
ed to most of them. The New York State Task Force on
Life and the Law has been the most effective bioethics
commission in the country. It has published important
treatises on critical issues and has had a serious impact
on the development of concrete laws and regulations. It
has impacted directly on health policy in New York and
elsewhere. The secret of its success is simple. It has had
the strong commitment of the Governor of the State, the
benefits of an extremely competent staff, and an endur-
ing focus on creating the very best possible recommen-
dations with an abiding respect for the pluralistic
nature of our state. This approach, supported by strong
Commissioners of Health and legislative champions in
both houses, has resulted in major contributions to the
well-being of New Yorkers through the development of
concrete solutions to complex problems.
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Selections from the New York State Task Force on Life and the Law'’s

Twentieth Anniversary Symposium

Panel Discussion on the Current Work of the Task Force:
The Family Health Care Decisions Act and Directed Live Organ Donation

Tracy Miller

Let me first of all thank Alan Fleischman for his
presentation. One of the great assets of the Task Force
has always been what superb advocates and spokesper-
sons all of its members are for the Task Force and its
work. I also want to say what a great pleasure it is for
me to be here today. As I look out on the audience, I see
the former and present members of the Task Force and
so many others who entered my life when I was Execu-
tive Director of the Task Force and became friends and
colleagues.

One of the topics of the panel today, the Family
Health Care Decisions Act, is near and dear to my
heart. It is both compelling and poignant for many of
us who first developed and proposed the legislation in
March 1992, in a report titled, When Others Must Choose:
Deciding For Patients Without Capacity. I'm delighted that
we’re focusing on the legislation today, but I will admit
that when we proposed it, 2005 probably sounded like a
good date for a 10th anniversary celebration of the bill’s
passage rather than the session we have today. The Task
Force bills were always considered a heavy lift by those
in Albany, and the Family Health Care Decisions Act is
obviously heavier than others. But it is central to what
the Task Force always sought. We proposed the law on
Do Not Resuscitate orders as a framework and a pre-
cursor to a bill that would cover all treatment decisions.
We made a judgment in 1986 that the State did not have
a consensus on the ethical issues posed by decisions to
forgo artificial nutrition and hydration. One could wish
that we were somewhat less prescient. Without ques-
tion, however, the Family Health Care Decisions Act
(FHCDA) is a stronger, better-crafted law as a result of
the DNR law, because of our collective experience and a
shared wisdom that emerged from that first legislation
in this State on ethical issues at life’s end.

The Task Force stated in 1992 that in health care
facilities across New York State, thousands of decisions
are made for patients unable to decide for themselves:
the young, the old, infants, those temporarily impaired,
those who will not regain capacity, and those never able
to decide about treatment. The question for New York
State policy is not whether surrogate decisions will be
made, but who will make them and by what criteria.
The report went on to state that illness itself brings vul-

nerability. Patients often experience a loss of autonomy,
self-assurance and identity. When illness renders a per-
son unable to decide about treatment or when individu-
als such as children or the developmentally disabled
have not attained the capacity to decide, that vulnera-
bility is more acute. Society has a special duty to inca-
pacitated patients, an obligation to respect them as indi-
viduals, to preserve their religious and moral values in
these intensely personal choices, and to promote their
well-being by facilitating responsible decisions about
their medical care. The FHCDA was written to serve
those ends. It was written because our laws in New
York dictated decisions for incapacitated patients that
defied compassion, common sense and sound medical
judgment. They still do. The bill is as urgent today as
the day we proposed it in 1992.

The FHCDA was written under the leadership of
Dr. David Axelrod, and I want to say a few words
today about him. The Task Force deliberated for four
years in developing the legislation for surrogate deci-
sion-making. During that time, David Axelrod was
Commissioner of Health and Chairman of the Task
Force. Those of you who knew Dr. Axelrod no doubt
remember him as a man of extraordinary political
courage. Indeed, it may be hard to appreciate now, but
it took courage just to convene the Task Force on Life
and the Law with as diverse a group as it was. At that
time, with the exception of the Required Request Law,
New York had not enacted a single piece of legislation
to address ethical issues posed by medical advances.
Other states had moved ahead. They had enacted legis-
lation on the determination of death and on advance
directives, but this had not happened in New York
State. As chairman of the Task Force, David Axelrod
always extended his exceptional intellect, his keen
interest in the issues and a commitment to informed,
reasoned debate as the foundation for consensus among
the diverse religious, moral and professional views that
characterized New York State. He convened the Task
Force with the hope that he and the Task Force mem-
bers could demonstrate that New York State’s diversity
could be a resource, not an obstacle, in addressing the
issues posed by medical advances. He believed that
government could lead with integrity on the complex
issues of health policy and ethics, and he nurtured the
Task Force to fulfill that role. Once it is enacted, the
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Family Health Care Decisions Act, like the other bills
proposed by the Task Force, will be part of his legacy of
leadership and vision for New York State. They are, too,
a tribute to the Task Force members—to their extraordi-
nary commitment, to their remarkable ability to listen
and learn from one another despite their diversity, and
to find common ground that was always greater than
the sum of the parts.

One of the lasting gifts that the Task Force
bestowed upon many of us has been the opportunity to
work with an outstanding group of scholars, civic and
religious leaders, lawyers, health care professionals and
others with a shared commitment, many of whom—
through this experience—became colleagues and
friends. That’s true for the panelists today and for oth-
ers as I look out to the audience. I want to comment, as
Alan Fleischman did, on the importance of the leader-
ship of Assemblyman Dick Gottfried, who is here today.
Without his courage, many bills that are such a heavy
lift would never have moved forward.

Tia Powell

Our panel today will focus on two topics that are
relevant to the current work of the Task Force. First, we
will discuss the Family Health Care Decisions Act. The
Task Force was the original author of this legislation
and it has been—for these many years—the goal of the
Task Force to have this bill passed. We are also going to
talk about what will be a topic within the next Task
Force report: directed live organ donation. In some
ways, live organ donation is a very up-to-the-minute
issue. There are Internet advertisements, organ dona-
tion billboards and Web sites through which people are
seeking organs. But it’s also old wine in new bottles.
The issues of jumping the queue and of trying to shape
organ allocation in a way that disadvantages the many
and advantages the few have been concerns of the Task
Force from the very beginning. Nancy Dubler will com-
ment for us on this issue.

We will also address the Family Health Care Deci-
sions Act. Its absence in New York creates significant
suffering for New Yorkers. New Yorkers by and large
do not understand the current context of the law. Those
who have been spouses for decades believe they have
the right to make health care decisions for their loved
ones. They do not have such a right, unless their loved
one belongs to that minority who has left either an
advance directive or clear and convincing evidence.
Parents believe that they have the right to make deci-
sions for their terminally ill children. Until the recent
decision in the “Matter of AB,” this matter was, as that
decision says, “quite unsettled” in New York. We need

the Family Health Care Decisions Act to close the gap,
to bring New York back to the leadership position from
which it has fallen in terms of surrogate decision-mak-
ing. The Family Health Care Decisions Act has been
around a long time. I know there are many people who
think that it’s a dead letter and cannot pass. For those
doubters I will quote my daughter’s basketball coach,
who is extremely keen on conditioning. He makes the
girls run for ages without stopping, and the girls com-
plain bitterly and say, “We can’t do this anymore! We
won’t run back and forth anymore!” He says to them,
“Girls, it’s the fourth quarter! The other team is tired but
we’re not tired, girls.” I say to you that it is the fourth
quarter for the Family Health Care Decisions Act, but
we are not tired and we will not stop until this bill
becomes a law.

John Arras
Family Health Care Decisions Act

I left the Task Force in New York in 1995 to move to
the University of Virginia. It's good to be back in New
York. It’s just great to see so many former colleagues
and friends and even former students here today. It's
also a pleasure to be on a panel with my former col-
league, Nancy Dubler, once again. We shared office
space for 14 years at Montefiore. It’s also a good time to
remember friends who are not here, including David
Axelrod and Professor John Regan of Hofstra Law
School. John was a dear friend of mine and his death
was a great loss to all of us.

I served on the Task Force from 1987 to 1995. It was
said today that I was one of the founding members, but
that’s not true. Dan Callahan was the first choice as
philosopher for the Task Force, and I don’t feel too bad
about that. In fact, Dan apparently lost the debate about
the proper role for the Task Force and I'm very glad he
lost that debate. As I was coming onto the Task Force
and Dan was going out, he mentioned to me that he
found tinkering with legislation to be excruciatingly
boring. After working all those years on the Task Force,
I came to the conclusion that Dan had an excessively
low threshold for boredom. I have to say that service on
the New York State Task Force on Life and the Law was
one of the best things that I have ever done. It gave me
an opportunity to meet and work with some of the
finest people that I've ever known, and to do so in an
atmosphere of mutual respect far from the polarized
atmosphere that we find today. Even if we disagreed
with each other, we would do so respectfully and colle-
gially. It meant a lot to be permitted to deliberate
behind closed doors so that we didn’t have to posture
to people in the balcony.
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One title for these remarks might be: The Family
Health Care Decisions Act—The Continuing Saga.
Another title that comes to mind as a current resident of
Virginia would be: “What on Earth Is Wrong with You
People?” In spite of the Task Force’s leadership, New
York stands nearly alone in refusing to grant appropri-
ate but carefully circumscribed discretion to family and
friends of incompetent patients without proxies or liv-
ing wills. I think that only the State of Missouri, along
with New York, currently upholds a clear and convinc-
ing evidence standard for the vast majority of cases. In
other words, you have to present clear and convincing
evidence of the patient’s former wishes, which is an
extraordinarily high standard to meet. I will argue that
it is completely unrealistic and very damaging to the
people of this State. Even Virginia has established a
morally and legally sound system for dealing with
these difficult questions. It is important to recognize
what sort of state Virginia is in order to grasp the
importance of this comparison. It’s a state with a truly
reprehensible history of legalized racism, a state that is
redder than red, a state that recently tried to amend
Thomas Jefferson’s statute on religious liberty in order
to protect our “persecuted Christian majority.” It’s a
state that until recently, when forced to stop by the
Supreme Court, was administering capital punishment
to the retarded and adolescents. It’s a state that almost
legally forbade the showing of underwear in public just
last month. Even such a backward state as Virginia is
more forward, more enlightened, more humane than
New York when it comes to death and dying. Isn’t it
time, at long last, for New Yorkers to do something
about this?

I realize that there have been problems with specific
aspects of the bill and that there are knotty issues to
contend with. Each side in the debates about this bill
has brought forward interesting and often valid criti-
cisms of the various versions of this law. You might
think, “Well okay, there are a few details to be worked
out.” One would expect that it would take perhaps a
year to work these things out, maybe two or three. But
what is it now? Thirteen years? This is the Bleak House
of bioethics. It just goes on and on. At the risk of
preaching to the choir, I'm now going to offer a few
reflections on the moral situation.

I'm going to argue first of all that the status quo in
New York State may be described by a series of unflat-
tering adjectives. The first of them is that the status quo
is unrealistic. It assumes that most families can honestly
adduce clear and convincing evidence of their loved
one’s former wishes. New York currently leaves in legal

limbo the large numbers who have no proxy or
advanced directive and who have not spoken clearly
and convincingly to family and friends. Secondly, the
status quo is disrespectful of families as the proper surro-
gates for incapacitated patients. Almost everyone
believes that families are the proper repository of that
kind of authority and that sort of discretion, but New
York continues to impose values on its citizens that
would not be chosen by the majority of citizens here.
Third, the status quo is morally purblind in its exclusive
focus on patients’ former wishes. In other words, this
legal status quo has focused exclusively on the issue of
the so-called subjective test—i.e., what the patient
wanted—and it has ignored a lot of extremely morally
relevant issues. Patients” wishes, clearly and convinc-
ingly expressed, are only the tip of the iceberg of moral
relevance. Beneath such wishes we have long held pref-
erences and values not clearly articulated by the majori-
ty of patients, since most people are not articulate about
these matters. Most people do not have these wishes
tattooed on their chest. This standard also disregards
the best interests of patients. Finally, I would also argue
that in many situations that I witnessed while working
at Montefiore Medical Center and elsewhere, the cur-
rent law is cruel. It doesn’t just neglect the best interest
of patients. It is actually cruel in its results for both
patients and their families.

Some people argue that establishing a high stan-
dard of clear and convincing evidence is the best way to
respect the autonomy of patients. I disagree. I think it is
not the best way to protect autonomy. Less articulate
patients are stripped of the remains of what I would
call their precedent autonomy, the values that they used
to have but are no longer able to express. They are
stripped of the remains of their autonomy on a daily
basis. Finally, I would argue that the present state of
surrogate decision-making in New York is corrosive of
respect for law. It presents the family members with a
Hobson'’s choice: either stand by helplessly as life-sus-
taining treatments are imposed on your loved one by
the State, or manufacture proof that fits the State’s high
standards of evidence. The work of hospitals would
grind to a halt, I would argue, if this standard were rig-
orously imposed and followed to the letter. Sensible
and compassionate physicians and lawyers thus have to
find a way to make things happen. I argue that they
should not have to work around the law in a way that
is disrespectful both to them and to the law itself. My
plea to all New York State decision-makers is that they
find a way to do the right thing. Don’t let the perfect be
the enemy of the good or, in this case, of the minimally
decent.
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Carl H. Coleman
Family Health Care Decisions Act

As I was preparing to talk about the Family Health
Care Decisions Act, it struck me that it was a particular-
ly appropriate topic to be talking about at the 20th
anniversary of the Task Force. For me, it’s been the one
constant in my work with the Task Force. I started as
counsel when Tracy Miller was Executive Director in
1993. Tracy may not remember this, but when she inter-
viewed me for the job, she said, “It’s too bad you could-
n't start earlier because you’d get to work on this leg-
islative proposal, the Family Health Care Decisions Act.
By the time you start in the summer, it will probably be
passed already, and we’ll have moved on to other
things.” And yes, Tracy has remained optimistic, as
have I. Every year we hope that this will be the year the
bill passes. There is a sense of inevitability among those
of us who have worked on this bill because it just seems
inconceivable to us that New York law will stay the
way it has been. It is not only inconsistent with what
other states do, but it is also inconsistent with what
most people in New York assume the law to be. And, in
fact, as John Arras was saying before, the law is very
different in Virginia. It’s very different in New Jersey.
It’s very different in every state in this region. There is
no reason why New York has to stay this way.

What I'd like to do today is talk about what the bill
actually says and update you on its current status. This
is very much a live issue. This is not a bill that has gone
away. In fact, if anything, activity on the bill has
increased in the last two years to the point that it is rea-
sonable to be optimistic about the chances of passage,
but only if people take an active interest in it and actu-
ally do something to move it forward.

The idea of the bill is very simple. If the patient
lacks capacity to make a decision, a family member or
close friend would be empowered to make the decision
on the patient’s behalf, based on the patient’s wishes if
those wishes are known, or if the patient’s wishes can-
not be determined, based on a good faith assessment of
the patient’s best interest. The bill is often referred to as
a “right to die” bill. It is not, and it does a terrible dis-
service to the bill to think of it in those terms. Even in
end-of-life situations, the bill is not at all just about the
right to die. There are many situations where there are
choices to be made among various treatment options,
all of which are designed to continue the patient’s life,
not to allow the patient to die. Somebody has to assess
the risks and benefits of those options. Right now under
New York law, there is nobody who has the power to
do that. Those decisions obviously get made by some-
one, but there is no legal mechanism for those decisions
to be made. In addition, though, and at least as impor-

tant, the bill is not at all limited to end-of-life situations.
There are many situations where patients lack decision-
making capacity but are not facing end-of-life issues.
There can be psychiatric illnesses where decisions have
to be made about, for example, electroconvulsive thera-
py versus medication, and the patient lacks the ability
to make a decision directly; somebody has to make
those decisions. There are also patients who lack the
capacity to make decisions about ordinary medical
treatment, such as dental surgery or other elective med-
ical procedures. The only mechanism for making those
decisions under New York law is to go to court and
obtain a guardianship or to have the court decide
whether a particular treatment is appropriate. In many
cases, it is just too complicated, expensive, and time-
consuming to go to court, so there are needless delays.
Patients may be denied necessary treatment simply
because there is no mechanism in the law to do what
everyone agrees would be the right thing. That leads, in
many cases, to what John Arras described as a Hob-
son’s choice. Nancy Dubler often says that this process
invites civil disobedience, since families and doctors try
to do the right thing regardless of what the law says.
That is obviously not a good solution as a matter of
public policy.

The Family Health Care Decisions Act would
require the surrogate to decide according to the
patient’s wishes or, if the wishes are not reasonably
known, the patient’s best interest. There are important
limitations to the surrogate’s authority to withhold or
withdraw life-sustaining treatment, in light of the fact
that the surrogate isn’t the patient and has not been
directly appointed by the patient. Therefore, there are
specific medical criteria that would have to be satisfied
before a surrogate would have the authority to refuse
life-sustaining treatment. The patient would have to be
terminally ill, permanently unconscious, or would have
to have an irreversible or incurable condition and the
provision of treatment would involve such pain, suffer-
ing or other burden that it would reasonably be deemed
inhumane or excessively burdensome under the cir-
cumstances.

There are numerous safeguards throughout the bill.
The bill contains specific procedures for determining
incapacity, for providing notice of decisions to both the
patient and to family members, for reviewing contro-
versial decisions by a dispute mediation process within
the facility, and for judicial review in appropriate cases.
I am often asked why the bill is so long. It is longer
than laws in other states on surrogate decision-making
because the bill contains so many safeguards and provi-
sions for oversight of these decisions.
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There is reason to be optimistic about the current
status of the bill. The bill has always had many sup-
porters, both individuals and organizations. The prob-
lem is that for many years, there has been no single
organization or individual who has taken ownership of
the bill and who has decided that passing this bill is a
key priority for them. As I'm sure you're aware, in New
York State and probably in many states, it’s often easy
to stop legislation from being enacted. It's much harder
to actually get a proposal passed. Because the bill seems
complicated and controversial, there has been a sense of
inertia for many years. Things haven’t happened even
though there is remarkably little opposition. In fact, the
opposition that exists does not go to the heart of the
bill. There is virtually unanimous consensus in this
State that family members and close friends should be
able to make these surrogate decisions. The concerns
are limited to peripheral issues and specific situations.
But again, without any single individual or organiza-
tion pushing this bill forward as a priority, those limited
concerns have been enough to let this bill languish. In
the last two years, there has been a renewed effort
among supporters of the bill to change that. There is a
group of approximately 40 organizations throughout
the State that have long supported this bill and that
have joined together in the last two years to form the
Family Decisions Coalition. This group has a small
steering committee that last year solicited many of you
for individual contributions—which were very gener-
ously made—to support the hiring of a professional
lobbyist. We were able to hire a lobbyist in the last leg-
islative session who, in one year, accomplished tremen-
dous things, more than had happened in the 5 to 10
years before that, including introduction of the bill in
both the Senate and the Assembly by committed spon-
sors in both houses. That'’s the first time we have ever
had the bill introduced in both houses by sponsors who
are committed to getting the bill passed. Through this
process, we were also able to reduce the number of out-
standing issues surrounding the bill.

This year we were fortunate to receive a grant to
continue this lobbyist’s work for another year. It is an
unrestricted grant that allows direct political lobbying.
In the foundation world, it is rare to get a grant that
allows legislative advocacy. The lobbyist who worked
for us last year and was so successful has been engaged
to work again this year. She is actively trying to bring
people together to get more sponsors for the bill in both
the Senate and the Assembly and to work through some
of the differences between the two houses. Because of
this ongoing effort, there is reason to be optimistic, but
the bill can’t pass without a continued push by advo-
cates. It’s frustrating for many of us who have been

involved in this for so many years, that every year there
is another call to renew your commitment, but it really
is critical. What we always find when we go to Albany
is that the legislators are not hearing from either indi-
vidual constituents or organizations that this bill is a
priority. There is not a strong voice out there saying this
bill needs to pass. There is a general sense that there is
support in the State for it, but people are not coming
forward and making it a priority. As members of organ-
izations, please, go to your organization, whether it’s a
hospital, medical association, or legal association, and
get them to contact the legislature to tell them this bill is
a priority. Even more importantly, perhaps, as individu-
als, you can contact your own Senators and Assembly
members and let them know that this bill matters.

I feel like a broken record. It’s been years of me and
Tracy Miller saying that this is going to be the year this
bill will pass. One of these years we’ll be right. But it
will only happen if people take the initiative. I reaffirm
the plea that John Arras made. Please, don’t think of
this bill as something that will never happen. It can
happen but it does take commitment and continued
advocacy on the part of the people who care about this.

Nancy Dubler
Directed Organ Donation

It is an honor and a pleasure to be here, and it’s
wonderful to see old friends. I will begin, as I always
do when speaking of medical ethics, by highlighting
that the single, greatest ethical dilemma in modern
American medicine is the lack of access to regular and
effective care for those who are uninsured or underin-
sured in our society. I point out to you that my concern
extends not only to the 45 million persons who are usu-
ally quoted as the uninsured. Two years ago, The
Robert Wood Johnson Foundation demonstrated that in
any three-month period, up to 73 million people were
uninsured. That is virtually one-third of the nation. All
other ethical matters pale in comparison. Every discus-
sion of medical issues in medicine, including the ones
we will focus on today, must be related to this larger
issue.

This morning, I would like to argue that organ
donation is an extremely critical part of the bioethics
agenda and should be a vibrant part of the Task Force
agenda as well. The one area in which justice has been
the clear and effective focus of bioethical analysis and a
dominant focus of practice and policy has been in the
arena of organ transplantation. The prior work of the
Task Force established New York State as a self-con-
sciously just community that precludes multiple list-
ings. This has become the fair and just model for the
rest of the nation. In the domain of solid organ trans-
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plantation, New York has been, and should continue to
be, the real leader.

I draw your attention, at this point, to the work of
George Annas, who looked at various rationing
schemes for organ allocation. He describes four
approaches to rationing organs: 1) the market approach;
2) the committee selection process; 3) a lottery scheme;
and 4) physician selection. Annas argued for a combina-
tion scheme, just as we have in New York State. This
approach uses medical screening with ethics input, and
a candidate pool that is fairly distributed with the abili-
ty to jump the queue for dying patients. It is a critical
and, indeed, a successful part of New York State policy
that grows directly out of the work of the Task Force.
The rest of the country, disappointingly, has not done
quite as well in focusing on justice and fairness in allo-
cation practice.

Let me offer a comment on history: the U.S. Depart-
ment of Health and Human Services (DHHS) convened
a committee in 1997 to explore whether Medicare and
Medicaid patients had equal access to solid organ trans-
plantation and whether the system for solid organ allo-
cation was fair and just. This working group deter-
mined that the allocation system was not fair, despite
the fact that we had clear national policies, the proce-
dures of the United Network for Organ Sharing
(UNOS), and work of the local organ procurement
organizations (OPOs). In fact, they found that if you
were poor, you had less access to care, which should
not be surprising. Needless to say, the poor don’t have
equal access to many of the goods of society, but the
arena of organ transplantation, I would argue, is one in
which I think we must correct this injustice. We ask
donors and families to donate as if the system were fair
and just. This creates an obligation to ensure the charac-
teristics that we preach. As a result of past Task Force
recommendations, New York has real cooperation and
sharing among its OPOs. If you look at the map of how
organ procurement organizations are structured else-
where, the situation is less positive. In Texas, for
instance, there is one OPO that has a piece in one corner
of Texas, a piece in another corner of Texas and a piece
in the middle of Texas. This arrangement reflects the
fact that powerful medical institutions get what they
want in Texas.

In an effort to enforce just and fair systems nation-
ally, DHHS came up with what it called “The Final
Rule,”which, in 1998, decreed that there should be a
sharing across OPOs, and the creation of a level nation-
al playing field, which would mean that all patients
similarly situated would be treated in the same fashion.
It was designed to permeate the fixed boundaries of

OPOs so that a person who was very sick on one side of
a line would not lose to a far less sick person on the
other side of a line. In order to ensure that the policy
was grounded in scholarship and evidence, DHHS
turned to the Institute of Medicine (IOM) for analysis
and suggestions. Having sat on the DHHS panel, I was
delighted to continue the discussion on the IOM work-
ing group. This group looked particularly at live liver
distribution, a topic where again, New York State has
been a leader. After an enormous statistical review of
the UNOS data, IOM determined that waiting time on
the transplant list was not a morally relevant character-
istic to be used in the process of allocating organs. They
did so because who gets placed on a liver list correlates
with patients who have access to care. Physicians who
follow their patients’ liver tests generally place them on
a transplant list in case they will need a liver transplant
in the future. That system distinguishes the medical
“haves” from the “have-nots.” IOM determined that if
they revised the districts in the nation so that each had
about 9 million people, they would decrease the possi-
bility of people who were less sick getting livers that
other people needed more. The findings and recom-
mendations of the IOM were clear: establish different
organ allocation areas, and discontinue waiting time as
a criterion for ranking on the list.

A most important finding of the IOM was that
African-American patients are less likely than white
patients to: 1) be referred for evaluation; 2) be placed on
a list; and 3) receive a liver. That finding was the first
time that anyone had looked at racial disparities in this
section of medicine in depth. It threw our moral evalua-
tion of a very complex and important system into a
quandary. The IOM suggestions and the DHHS final
rule, which would have resulted in greater sharing and
greater equity, were never instituted. This was not a
surprise. In fact, when the DHHS rule came out,
Tommy Thompson, who was then the governor of Wis-
consin and went on to be the Secretary of DHHS, said
there is no way that any of the livers from Wisconsin
are going to Chicago.

Let me offer you a quote: “The chief business of the
American people is business.” When I looked this quote
up on the Internet, it turns out that there is a following
sentence: “Of course, the accumulation of wealth cannot
be justified as the chief end of existence.” We generally
quote the first sentence of that passage and not the sec-
ond. I leave you to contemplate why. There are people
who want and need livers and kidneys, and there are
other people who have and might be willing to dispose
of pieces of livers and kidneys. We are trying, in Ameri-
ca, to figure out how to make that happen fairly. There
are many options for improving our arcane system of
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allocating donated organs. We now have a complex and
essentially fair system, but for the problems that I noted
previously.

Today, we examine an additional problem with jus-
tice in organ allocation: solicitation of organ donation.
A kidney for sale appeared on eBay, only for an hour-
and-a-half, and then disappeared—but it appeared.
Would-be recipients have begun to advertise on the
Craig’s list Web site and elsewhere on the Internet.
Church newsletters solicit organs from people in their
communities for others in the community who need
them. Altruistic strangers offer to donate their kidneys
when they read the stories of those in need. Dr. Mark
Fox, Chair of the UNOS ethics subcommittee, described
an altruistic stranger who came forward in Philadelphia
to give away a kidney, and said he might like to give
away his second kidney as well. This example and oth-
ers throw facilities into an ethical quandary when they
try to determine whether they should transplant organs
obtained under these circumstances.

UNOS made the following statement in response to
this problem of solicitation of organs: “OPTN/UNOS
Board of Directors opposes any attempt by an individ-
ual transplant candidate (or his/her representatives) to
solicit organ donation from a deceased donor ahead of
other waiting candidates.” UNOS has not yet made a
policy statement about solicitation of donation from liv-
ing donors. The American Society of Transplant Sur-
geons supports directed donation of living and
deceased donors only to family members and friends
where there has been a pre-existing emotional relation-
ship. They do not support directed donation from altru-
istic strangers. However, attention in New York State to
living donors occurred precisely where there was a pre-
existing emotional relationship between a donor and
recipient. A donor’s widow claimed that the donor had
been intimidated by his family into giving a piece of an
organ that he did not want to give. That donation
resulted in the donor’s death.

Three years ago, New York State convened a com-
mittee to look at live liver donation. This committee’s
recommendations require a vital emotional relationship
between donor and recipient. They decided that the
donor, in addition to medical assessment, needed an
independent donor advocate to ensure that all issues
are understood, and also to intervene between a donor
and whatever pressure was being put upon that donor.
Recently, Tia Powell and I sat on a committee for New
York State that looked at the transplantation of extend-
ed criteria livers. New York State has more than its fair
share of people with hepatitis C, and health care in this

State is heavily in need of livers for transplantation. We
now have excellent guidelines for the use of livers that
are not pristine. These livers may not get used in Min-
nesota and Washington and Wisconsin, but in New
York we have found that they are well tolerated and
help patients who would die in lieu of this intervention.
We are willing to transplant a wider range of livers
because our patients would be dying without them.

I urge you to go on the Internet to www.
organassociates.com, which is a link that Elaine Berg, at
the New York OPO sent to me. I quote: “We are a party
to special arrangements through which you can get the
new kidney or liver you need immediately. Our exclu-
sive arrangements bring you the very best surgeons for
kidney and other transplants.” That’s a powerful
inducement if you have the money to do it. They don’t
tell you where these services are, though I assume they
are largely in India and Thailand and other developing
nations. But what do we, as a State, want to do about
this? How do we want to think about matters of justice
and protection in this changing market for organs?
How can we be certain that all of the citizens in this
State have equal access? I think this is an issue that cries
out for Task Force thought and suggestions. We should
be alert to the work of a new committee at the IOM that
is going to consider the various ways that gifts and
enticements can be given to families to donate organs.
Here, we have an opportunity to be at the cutting edge
of public policy on an issue that is medically critical
and morally complex. Let us hope that the Task Force
will provide the analysis and recommendations that are
so desperately needed to resolve upcoming ethical
problems in transplantation. Thank you very much.

End of speaker comments

Tia Powell
We have time for a few questions and answers.

Barbara Shack

I've been a member of the Task Force on Life and
the Law since its founding. I'm also part of the coalition
for the Family Health Care Decisions Act that’s trying
to get the bill passed. There is a special entity that
George Soros has set up called the Open Society Policy
Center that gives direct grants to entities to help them
do legislative lobbying. It is not bound by the rules that
would govern a 501(c)3 or a public charity. I'm part of
the working group that is trying to pass the bill; many
of you here have helped. This is a plea to help us and
join us. If you are a member of one of the 40 organiza-
tions that are in the coalition, we’d like you to come
with us when we plan our next lobbying trip to Albany,
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be a participant and talk to legislators about the need
for the Family Health Care Decisions Act. We're close to
getting the bill passed. We're having a lobbying trip at
the end of March. If you want to come up, our lobbying
firm will arrange appointments appropriate to your
particular interests, whether its your own legislator or
one of the leaders of the houses of the legislature that
we're trying to reach. So do help us. You've helped us
in the past with your funds. We have the funds this
year and now we need you. We’d love you to partici-
pate with us and we look forward to working together.

Larry Amsel

I'm from Columbia University and Tia and I took a
bioethics course together at Yale in our first year of
medical school. Just to comment on organ donation, a
researcher at Columbia named Eric Johnson published a
piece in the last few years on default decision-making,
looking at European organ donation. It turned out that
95% of the people would agree with whatever the
default was. If you had to opt in to organ donation at
the end of life, then 95% of the people would not
donate. If you had to opt out, 95% of the people would
donate. I'm wondering about whether making donation
a default to get a driver’s license, for example, wouldn’t
solve the problem of the shortage of organs.

Nancy Dubler

I will provide two examples of different societies.
Belgium is a coherent society with universal access to
care and a Town Hall in which every person is regis-
tered. Those people who did not want to donate organs
went to their Town Hall and registered. There exists in
Belgium a group of Orthodox Jews who do not accept
brain death criteria for the determination of death and
they registered as non-donors. Almost everyone else
stayed within the pool. Belgium’s donation rate went
up to 65%. In Spain, which is not such a coherent socie-
ty with organized Town Halls, opting out still worked
very, very well. In every Spanish hospital, there are
physicians who meet with the family and explain that
the organs will be taken. Do I think we could do that
here? No. One, I think it is very difficult to make an
argument for a default position for donation in a society
that does not provide health care for its citizens. The
sort of community of patients and providers that exists
in Europe, in for instance in Scandinavia and in Spain,
doesn’t exist here. Number two, the data are very clear
that people of color are discriminated against in the
receipt of organs. It would be very difficult to argue
that minorities have an obligation to give organs when
they are not equally likely to receive them. I know that
HLA matching and lots of factors undergird this prob-
lem, but the most important factor is the lack of access
to care. And third, we are a wild west country. We want

to be able to make our own decisions and so I think the
chances of a legislature in New York or any other state
passing a presumed consent law would be very slight.

John Arras responds

I think that Nancy is probably right in her gloomy
prognostication, but I would like to think that she’s
wrong because I do think that presumed consent is a
good idea. I don’t view presumed consent as a threat to
autonomy as long as there is a clearly articulated way
to opt out of the system, both for individuals and their
families. I have a friend and colleague at the University
of Virginia Law School, Richard Bonnie, who is current-
ly working up a proposal that might skirt some of
Nancy’s worries. Richard Bonnie is trying to yoke a pre-
sumed consent policy to a kind of guaranteed access to
transplantation. I'm a little skeptical about the way the
finances work. However, he assures me that he has
thought long and hard about this and that the money
saved from dialysis can fund transplants for everybody
who needs one under a system of this sort. At least in
theory, the idea of yoking a presumed consent policy to
a policy that would guarantee access to transplantation
might be a way to get beyond the impasse. It’s an inter-
esting possibility.

Nancy Dubler

It’s very interesting. Were I convinced, and Richard
Bonnie is probably one of the few people who could
convince me, that the issues of justice would override
the patterns of neglect, then I think it could be very
promising. I'm skeptical.

Robert Swidler

I'm a former staff attorney for the Task Force. Going
back to the Family Health Care Decisions Act, I'm a
strong supporter, a long-time supporter, and I'd love to
see it pass. One thing that’s been on my mind has been
that the problem that the FHCDA is seeking to address
was created by court decisions, by Storar and O’Connor
in the 1980s. It’s surprising to me that there hasn’t been
more erosion of those court decisions over the past 20
years, but there hasn’t. 'm wondering if there were a
court decision that changed the standard from clear and
convincing evidence to simply preponderance of the
evidence, would that obviate the need for the Family
Health Care Decisions Act? Is there a valuable alterna-
tive strategy of litigation that should be pursued? My
guess is that Nancy Dubler is going to say yes, that
would be great, and Carl Coleman will say no, that
would be okay, but not as good. I'm curious about this.

Nancy Dubler
I'just want to say how distressing it is to me to see a
former staff member with slightly graying hair.
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Robert Swidler
It’s from kids, not from this issue.

Nancy Dubler

Two years ago there was the case of “AB,” which
involved a 3-year-old child in a persistent vegetative
state in one of the New York City Health and Hospitals
Corporation hospitals. There was a wide collaboration
in that case between, and among, Alan Fleischman,
myself, various people around the nation and HHC to
present the data, arguments and the affidavits that
would permit this mother to make a decision for her
child. It’s a beautiful decision by a courageous Supreme
Court judge and it dealt with the issue of children. We
would have to do that for every category, but I would
be all for it.

Carl Coleman

The AB case did deal with the issue of children, but
only children in a persistent vegetative state, so it left
open a lot of questions. I think that one of the concerns
about a litigation approach is that it would be very
piecemeal. I would not necessarily oppose that, but I
think it's even more unrealistic than getting the legisla-
ture to pass a presumed consent law in New York. The
courts have repeatedly said, not only in New York but
in many other states, that they don’t see this as an issue
that they are capable of addressing or want to address. I
think the Court of Appeals resolved Storar and O’Con-
nor as it did not because it necessarily felt that clear and
convincing evidence was the best standard, but because
they thought that the legislature was more suited to
dealing with these issues. They wanted to create a con-
servative standard and then let the legislature decide,
on the assumption that the legislature would act. That
assumption was clearly not right, but that was the
thinking. It would be a great thing if courts could move
in that direction. Just to compare New York to New Jer-
sey, New Jersey also lacks a surrogate decision-making
law, but there are court decisions that recognize that
decisions to withhold or withdraw life-sustaining treat-
ment can be made for incapacitated patients, even with-
out specific evidence of the patient’s wishes. While
these opinions are actually fairly narrow, they at least
recognize that these decisions could be acceptable in
some circumstances. As a result of these decisions, the
climate in New Jersey is very different from the one
that exists in New York. There isn’t a sense in New Jer-
sey that the default is to do everything. There’s a sense
that the family should be part of the process. So I think
litigation would be a possible solution. I just don’t think
that, given the history of where litigation has gone in
this State, it’s any more realistic than thinking the legis-
lature will act.

Nancy Dubler

I want to add a word about a litigation strategy,
having said that I think it might be interesting. I think it
won’t happen. When the case of “AB” was unfolding, I
called most of the major New York City law firms who
had anything to do with health to see if they would
take the case. There was a different reason from each
firm why they could not do it. The case was an endless
task with largely terrible publicity. Legal Aid took the
case and did a brilliant, brilliant job. But they no longer
have the resources to do that and the resources in the
pro bono system are very small. I think that while there
is the possibility we could succeed by litigation, it’s
unlikely.

Carl Coleman

I agree that the “AB” case was a brilliantly written
decision. Nobody appealed the decision because no one
had an interest in appealing it. But I think there was a
concern that if it were appealed, who knows what the
result would have been. It has some precedental value
in the sense that it’s out there, but you have to remem-
ber that the Supreme Court in New York is the lowest
court in the State. The highest court in the State is the
New York Court of Appeals. It did not go even to the
intermediate Appellate Court, so it really has no bind-
ing precedental value.

Tracy Miller

I have the distinct recollection of being in a forum
at which Judge Sol Wachtler was speaking, shortly after
the Task Force made its recommendations on the deter-
mination of death. We had concluded that New York
State did not need legislation because of the decision in
Eulo that involved a criminal case where the victim’s
organs were donated. The person who shot the victim
claimed that he hadn’t killed the person but in fact that
death had occurred when physicians removed the vic-
tim’s organs. The court held that the determination of
death could depend upon brain criteria. We had recom-
mended a regulation that piggybacked onto the Eulo
case, and Judge Wachtler expressed his outrage that we
had circumvented the legislative route and relied
instead on his court decision. He expressed his strong
view that these matters belong in the legislative arena.
It was interesting, from his perspective, that we had
inappropriately piggybacked onto his court ruling.

Ruth Fischbach

I'm from Columbia University Center for Bioethics.
First, I want to commend the Task Force for its endur-
ing effort to get this billed passed. I support it and I'd
like to join the entourage making its way to Albany. I
do want to just ask whether this bill, if it goes through,
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will also allow surrogates to make consent decisions for
research. This is an issue that is very important. You
have vast needs for research, particularly in psychiatry,
but in other fields of medicine as well. Patients come
into an emergency room where they could get treat-
ment with a surrogate and yet this same treatment three
years before was part of a research protocol, for which
surrogates cannot now give consent. I'm just wondering
if this act will somehow serve as a catalyst to get this
next step forward.

Carl Coleman

The bill doesn’t say anything specifically about
research. However, the federal regulations governing
research with human subjects state that consent must be
provided either by the subject or the subject’s legally
authorized representative, a phrase that is understood
generally to look to State law about who is legally
authorized to make decisions for the patient. It would
be a plausible interpretation, one that has been
approved by federal agencies in other contexts, to rely
on the surrogate decision-maker who has authority to
make treatment decisions. That doesn’t mean that New
York State courts would necessarily agree. However, for
research where there is a potential to benefit the subject
directly, so-called therapeutic research, there would be a
very strong argument. It would be more of a stretch for
research where there is no prospect of direct benefit to
the individual subject. There was a set of recommenda-
tions issued by a work group in the State health depart-
ment several years ago. It called for regulations that
would allow surrogates to make decisions about
research, even if there is no prospect of direct benefit to
the individual subject, assuming minimal risk or a
minor increase over minimal risk and certain other safe-
guards. That proposal was never enacted. I think that
may have been right in the absence of a surrogate deci-
sion-making law about treatment. It would be odd to
have surrogates empowered to involve people in
research that isn’t going to benefit them, but not to con-
sent to treatment. Once the Family Health Care Deci-
sions Act is enacted, I think that proposal would gain
momentum, too. Even without those regulations, a
strong argument could be made that the bill would
empower surrogates to decide about research where
there is a prospect of directly benefiting the subject.

Ruth Fishbach

The problem with the New York State law is that
there is no definition of who is the legally authorized
representative other than a court-appointed guardian.
That’s why I'm hoping that passage of this bill will real-
ly promote the research aspect. Good luck.

Carol Levine

I'm with the United Hospital Fund, and I am con-
cerned about the use of HIPAA to restrict information
to family members. Until the bill is passed, and let’s
hope that happens, what do you recommend that fami-
ly members do? Isn’t an advance directive and health
care proxy adequate in New York State? Could a proxy
have a clause saying, “I appoint this person to be my
HIPAA representative under the law?” Do we have any
recourse until we get the bill passed?

Nancy Dubler

There’s good news and bad news. The bad news is
that when you look at patients over 65 coming into
Montefiore Medical Center, 1.6% had advance direc-
tives. The advance directive is a failed public policy, as
is evident to all who look at it. If you do have a health
care proxy, which I urge everyone to go out and sign if
you don’t have one, the way hospitals are interpreting
that now is that a health care proxy deals with all of the
aspects of decision-making, including HIPAA. The
problem is that if there is no health care proxy, not only
are decisions for the patient a problem, HIPAA deci-
sions are a problem. It’s just one more catastrophe.

Carl Coleman

On the proxy issue, I just wanted to comment on
my own personal experience with creating a health care
proxy. I had been involved in the Task Force for a long
time and I'd been doing a lot of public speaking about
the proxy. I was at a conference about the health care
proxy and somebody asked how many people in the
audience had a health care proxy. Perhaps two people
raised their hands and I was not one of them. I was so
embarrassed that I then went out and signed one. It
was not fear of terrible things happening at the end of
life that did it. It was the embarrassment of not being
able to raise my hand at the conference that actually got
me to do it. I would imagine that if the question were
asked of this audience a majority of people in this room
do not have proxies. There’s something about taking
that step that is difficult no matter how much you sup-
port it in theory.

How many people here have proxies? (Laughter).
Certainly not a majority. . . .

Elaine Berg

I'm the head of the New York Organ Donor Net-
work. I am, unfortunately, neither a lawyer nor an ethi-
cist, but first of all, thank you. I thought this was really
a great morning. It struck me that there is an interrela-
tionship between the lack of the Family Health Care
Decisions Act and organ donation. I don’t know if
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everyone’s aware of it, but New York State has one of
the lower organ donation rates in the country. I've
never really given any thought to whether the lack of
this act might have something to do with that and I am
going to give that some thought. The other thing I
wanted to mention is that at this moment, if you sign
up for the New York State Donor Computerized Reg-
istry, that is not considered clear and convincing evi-
dence. When you register that you want to be a donor,
your family can override that wish. I find it a contradic-
tion that families can’t make decisions about health care
but they can override clear and convincing evidence
that you want to be a donor. The only way they legally
can’t is if you have a document of gift that’s witnessed
by two people. I think that’s something we need to
think about in this State.

Carl Coleman

I think there is a direct relationship between the
lack of the Family Health Care Decisions Act and organ
donation. I think the relationship is that the absence of
this law and the court decisions requiring clear and
convincing evidence of the patient’s wishes have creat-
ed a climate of fear among providers in this State sur-
rounding end-of-life issues. The safest thing is to do
everything to continue the patient’s life. When I was
working at the Task Force I received many phone calls
from providers and family members that reflected mis-
interpretations about what existing law says. There
were cases where you have clear and convincing evi-
dence that was not accepted because it wasn’t in writ-
ing or because of all sorts of requirements that were
assumed to exist but that didn’t exist. In New Jersey,
the law doesn’t give family members unlimited authori-
ty, but there is not this sense that you can get into trou-
ble so easily. There’s just a very different climate.

Also, I think that even though it’s anomalous that
families can overrule the written decision of a patient to
donate their organs, hospitals” unwillingness to over-
ride family wishes is understandable. How would you
feel if you were a surgeon or a member of the health
care team, and you got a consent to donation from the
patient, but the family, anguished and hysterical, is
balking at what they perceive as a final violation of
their loved one. Even though I think the spirit of the
law would have the patient’s wishes prevail, there may
be pragmatic reasons not to do so in some cases.

John Arras

The interests are very different when we are talking
about somebody who has already died; that person
does not have interests anymore. You're talking about
respecting their wishes during life. That is a different
level of interest from that of somebody who is currently

alive and may be suffering. I would wonder if a person
who had signed an organ donor card and knew that
their family was so upset about the donation would still
want their organs donated. The fact that the family is
objecting so strongly may really affect what their wish-
es would be if they knew that would happen.

Panelist
Lots of people like to upset their families.

John Arras
That’s true.

Kathy Meyer

I'm a member of the Task Force and General Coun-
sel of Continuum Health Partners. I used to work a fair
amount on health care decisions. I'm a part of hospital
administration now and I want to give that perspective
and just suggest that some of the climate in which these
decisions about end-of-life are made may be changing
and not necessarily for reasons that are good. In the
past, when there were disputes about surrogate treat-
ment, physicians were basically always offering care,
whether because they were afraid of liability or because
of whatever the clinical practice pattern was. What
you're seeing now is that the financial pressures on
these institutions are enormous. They’ve laid off the last
housekeeper that they can lay off, and you can’t reduce
the number of nurses any more and the length of stay
has dropped. What's left, for the first time, is to go after
the way medical care is practiced. It's always been the
unfettered right of the doctor to order every test he
wants, to keep that patient going as long as he wants,
and no one has looked at and questioned that except
perhaps some managed care companies. Even they
have changed the way they reimburse so they don’t
take the hit on that. I think you're going to see these
practices changing. You're going to see a move towards
protocol medicine, standardization and decisions being
made by clinicians as a group as to what we are and are
not going to offer. There is the beginning of a real
change in the way health care is going to have to be
practiced in New York.

Carl Coleman

I think that’s all the more reason to support the bill.
In fact, it may suggest a different strategy in advocating
for the bill. I started out by saying this isn’t just a right-
to-die bill. In a climate where patients may not even be
offered all the potentially applicable options, you really
need to have someone who’s empowered to be an
advocate for the patient, who has access to the medical
records, who has a right to make decisions, and who
can insist on being offered all the options and can advo-
cate for treatment, not just for ending treatment.
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Nancy Dubler

I think that Kathy raises an interesting point, but I
think we’re going to get there much more slowly. I
would argue that the political change in the last decade
has been palliative care; you can offer families different
choices within a care system, and one of them is pallia-
tive care. If palliative care were clearly within the
options to be offered, that would be a huge and uncon-
troversial step that should bring all of the hospital
counsel, and all of the trade organizations together. We
need a rethinking of approaches to this issue that nei-
ther depend on the legislature nor the courts, but
depend on physicians taking responsibility for the qual-
ity of care they practice.

Donald McKinney

I am a former member of the Task Force and one
who felt very excited about the passage of the health
care proxy bill and was persuaded by the wonderful
discussions we had on this issue. It was viewed as so
important that having a proxy was going to be part of
every hospital admission. We, naively I guess, assumed
it was going to be very much a part of the care of physi-
cians with their patients, not only private patients but
also in clinics. Why have so few people signed them?
Why hasn’t there been some kind of educational pro-
gram that would inform people about what seems to
me the most sensible approach to this problem? Are we
surrendering any hope of that? Is that why we have to
push so hard now for this new bill? Just curious.

Nancy Dubler

Don, thanks for that comment. It seems to me that
there’s a pattern emerging here in this discussion in
Carl’s experiences with audiences on this question and
with our discussions about signing organ donor cards.
The pattern is that people in general don’t like to think
about the prospect of dying. It seems to me that policy
has to take that reluctance into account rather than
beating its head against the wall. We have to figure out

other ways of sculpting policy that allow people to do
the right thing. In this area I think it’s the Family
Health Care Decisions Act and in the area of organ
donation, I believe it’s presumed consent with a right of
refusal. I think that’s the proper way to go because I
think the psychological tendencies that we’re up against
are extremely powerful.

We've been trying for 25 years to get people to sign
living wills and proxy forms and they don’t do it. We
know who does sign these forms. If you go to a very
organized medical center for elective surgery and you
have a series of meetings with the surgeons who have
lots of materials supporting them and they urge you to
sign something, you get 50%. But short of that, you get
virtually nothing and I think we have to move on.
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Selections from the New York State Task Force on Life and the Law'’s

Twentieth Anniversary Symposium

Keynote Speech:

What Bioethics Can Learn from AIDS Relief in Africa

By Mark Barnes

Good morning. I have often been a provocative
speaker, and I suppose that this is my role today. I have
played the role of provocateur in the state and city
health departments, and on many committees and com-
missions, as many of you here know—so many of you
who have been either clients or friends or political
opponents, or any combination of the above, at one
time or another. I'm originally from a very conservative
part of rural Alabama, conservative even by Alabama
standards. When I'm down there, I am deeply skeptical
of the prevailing attitudes and am viewed as a horrible
liberal. Here in New York, I am equally skeptical of the
prevailing opinions and am, therefore, viewed as a hor-
rible conservative. My friend, Evan Wolfson, is a leader
in the national movement to promote and secure gay
marriage rights around the country. When I say things
to Evan like, “Evan, do you really think that you should
start with gay marriage? Don’t you think that equal
benefits at the workplace would be a better place to
start?” He says, “You are nothing but the right-wing
fringe of the lunatic left.” And I guess that’s exactly
where I want to be.

Let me tell you about the recent AIDS treatment
work in which I have been involved in Africa and then
let me ruminate about lessons learned during the past
months since I have been involved with the project
there. I'll talk about how what I've learned applies to
the debates that go on here in the United States in
bioethics and also in public health policy. My work in
Africa has been a great and vast learning experience
that only ended last Sunday when I returned from what
I expect will be my last trip to Botswana. It is all quite
fresh in my mind. When Tia asked me to speak here
today, I said to her that I could talk about secondary
uses of tissue and data, but that it is Africa that is in the
front of my mind. She said, “Talk about Africa.”

I was called in June by Harvard, which had
received about one-quarter of the grant money under
President Bush’s AIDS in Africa initiative, PEPFAR, the
President’s Emergency Program For AIDS Relief. I was
asked to do a legal risk assessment of the project and to
make suggestions as to how it could be best managed.

A short meeting to present my findings to the Harvard
leadership turned into a lengthy seminar on how to
manage such a project in such desperate and difficult
circumstances, many thousands of miles away. A few
weeks later, on vacation, while lying on the beach in
Split, my cell phone rang, and I was told that Harvard
had requisitioned me for the next six months from
Ropes and Gray and that I was now the interim execu-
tive director of the program. So that’s how I got started.

I will tell you about what I found in Africa, and its
relationship with what has gone on here in New York
for most of my adult life, for indeed, the past 25 years.
There are similarities between what is happening in
Africa and what has happened here. The first thing is
relevant to those of you who have worked in AIDS, and
who have had some connection to AIDS policy since the
disease was first recognized. You will remember,
although it is distressingly painful to remember, that up
until about the spring of 1995, when the first reports
arrived about the success of the protease inhibitors in
lengthening life and reducing morbidity, that an AIDS
diagnosis was, most often, a death sentence. New York
had a pall over it that is worse than the pall that hap-
pened after 9/11—at least it seems that way to me.
Greenwich Village was deserted. People were dying.
You could see them on the subway-emaciated, wasting.
They were lined up in emergency rooms, and there was
little doctors could do except give Bactrim and
aerosolized pentamidine to prevent Pneumocystis
pneumonia. Then when the drugs came in 1995, all of a
sudden, the phenomenon reminded one of the miracle
of Lazarus. People began to get better, even people who
had been sick for 10 years and who were, up to that
point, barely surviving.

Africa now is like New York City was in 1994. The
only thing that doctors really have access to there is
Bactrim, and even that is in many places in short sup-
ply. There is no aerosolized pentamidine. Doctors can
hold people’s hands. They can treat symptomatic infec-
tions, but they’re essentially helpless in almost all
African countries. One of the few exceptions is
Botswana, where the President of Botswana has taken a
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very aggressive role in trying to promote HIV preven-
tion and treatment. Elsewhere little is being done. There
is a kind of desperation that one encounters when talk-
ing to people with HIV infection—that is, to those who
know that they have HIV infection, with the vast major-
ity of the infected not even having been tested. There is,
throughout the Africa that I saw, the same desperation
that one saw in the faces of AIDS patients, and in the
doctors and nurses who treated them in our own coun-
try, in the 1980s and up until 1995.

There are other relationships as well, perhaps not as
well recognized, between the people who suffer in
Africa today and our own national experience. I was
essentially raised by two elderly women, one black and
one white. There are about as many black people in
Alabama as there are white people, and guess where
the black people of Alabama came from? They came
from Nigeria and Sierra Leone and many parts of West
Africa. Many black folks in Alabama, whether they
know it or not, had ancestors who were Ibo and Yoruba,
from Nigeria or from what is now Benin. There are vast
similarities in culture, in the way people behave, in the
way they look, in the way they talk, in the English that
is spoken and in the way it is spoken. I grew up in rural
Alabama in what was, in retrospect, a kind of twilight
of the nineteenth century. Perhaps only some few parts
of the Mississippi delta were similar to the conditions I
saw as a child. There were houses, including those of
my great-grandparents, that did not have running
water but outhouses instead, and where farmers like
my great-grandfather, until I was 12 years old, plowed
fields with a mule. This world of kerosene lamps, high
feather beds, chamber pots, church twice on Sunday
and once on Wednesday evening, and starting each day
at 4 AM—it seems, standing in New York City in 2005,
like a figment of a boy’s imagination. But it was very
real. And that world is, in fact, what much of Nigeria is
like today. So in seeing it, I was not shocked by the con-
ditions themselves. But when I saw it, I gasped, because
it was as though I had gone back in time to a rural
Alabama of decades ago.

French and English relief efforts, and those of Ger-
many and Scandinavia, have been very generous
toward building health care infrastructure in Africa. But
America’s relationship to Africa is different. We are
lashed to the people of West Africa, and they to us, in a
way that is no different from the way that we in New
York are lashed as a people to the Jews of Israel or to
the Puerto Ricans from Aguadilla or to the working
class of Dublin. Those people are our people who live
in West Africa and who are suffering from HIV. They
are, whether we know it or not, our cousins and family
members. They share our religion and our culture. This

is different from the relationship that other countries
and other peoples who come in as relief workers in
Africa have. The French and English came to Africa as
imperialist powers, and they still maintain influence
there because they have vast commercial interests in
their former colonies. There are other countries, like
Belgium, Germany, and Italy, whose present relation-
ship to Africa is only tangential and oblique. The impe-
rial history of those countries in Africa is remembered
today by historians and diplomats and a few old sol-
diers in their 90s who fought in the colonial wars. But
we in the United States are different, and the people in
West Africa, East Africa and South Africa understand
that.

“[Americans] are lashed to the people of
West Africa, and they to us, in a way
that is no different from the way that
we in New York are lashed as a people
to the Jews of Israel or to the Puerto
Ricans from Aguadilla or to the working
class of Dublin. Those people are our
people who live in West Africa and who
are suffering from HIV.”

The degree of receptivity that I encountered and
that other Americans who worked there encountered, is
profound. I visited many hospitals and their staffs in
Nigeria, Tanzania, and Botswana. It was a common
occurrence that leaders of the medical and nursing staff
during formal presentations and introduction would
rise and say, “Thank you, and please when you return
to the United States, please tell President Bush and your
colleagues and the American people how deeply grate-
ful we are because this is the first meaningful relief that
allows us to have drugs and equipment and pay doc-
tors’ salaries to treat this disease.” And so we were
viewed, and I think it’s quite a wonderful thing, as col-
leagues and friends, and not as those whose past is tied
to imperial ambitions. This view of us that is so preva-
lent there makes the AIDS problem in Africa all that
much closer to home, or at least it should for all of us.

I divided this talk into three segments and I call the
segments: “Little Lessons Learned,” “No Time to
Spare,” and finally, “Images of a Floating World.” I will
take them in that order.

The little lessons learned came up in the course of
administering this program. I learned these lessons
along with my colleagues at Columbia University,
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Catholic Relief Services, and the Elizabeth Glaser Pedi-
atric AIDS Foundation, which are the other primary
grantees in the PEPFAR program, and that are working
in many of the countries in Africa. Different issues have
arisen in these African AIDS relief efforts that closely
parallel some of the things that speakers in our pro-
gram today have addressed: the allocation of scarce
resources, as in organ donation, access to basic health
care, and family health care decision-making.

One major question that looms over these AIDS
relief efforts is that they are, in fact, disease specific.
Why have we, as a country, decided to single out this
one new disease in Africa for all of this money and
attention, when more people in Africa die from other
causes like malaria, malnutrition, and yellow fever, than
die of AIDS every year? This question was raised when
David Axelrod was health commissioner of New York
State, when New York adopted its enhanced Medicaid
reimbursement rates which paid and still pay, hospitals
up to three or four times more for caring for an AIDS
patient than they get for caring for a non-AIDS patient
with essentially the same diagnoses. The question
looms in Africa and is an urgent one. The people are
overjoyed there to get the help, but this disparity, this
singling out of one disease, creates animosity and jeal-
ousy among academic departments at African medical
schools and among clinical departments in hospitals in
Africa. Why should AIDS and people with AIDS get
anything better than people with tuberculosis or other
diseases? The best answer I have to that question is
what the director of the AIDS Institute, Nick Rango
said, and what David Axelrod also repeated many
times, when the enhanced Medicaid reimbursement
rates were being debated here in New York almost 20
years ago. Dr. Axelrod and Nick responded: it’s true
that we will be giving better care to people with HIV
infection, and that hospitals will have an incentive to do
the kind of care that’s needed. But first, it’s an epidemic
that requires a response; second, it’s an infectious dis-
ease and needs to be controlled, and there is no way to
control it without treating it; and third, they said, in
moments of painful honesty, would we really prefer
that AIDS patients get the same crummy care that most
of the regular Medicaid population in New York gets?
Why, if we can save somebody, should we not at least
make sure that one set of people gets into the lifeboat?

This question of AIDS exceptionalism looms over
the long-term as well. Aid from the United States, once
it starts, really can’t stop. Once people are put on anti-
retroviral therapy in Africa it would be unethical to
interrupt their treatment and unethical for the United
States to stop funding the treatment programs. So, once

the aid begins, it is a long-term commitment to a dis-
ease-specific program. Thus, the ethical dilemmas over
the exceptionalism of this program will only become
more acute in the years ahead.

The standard of care is another issue. Money, even
with the hundreds of millions of dollars going into this
program, is not limitless. The standard of care given to
people in Africa enrolled in most AIDS treatment pro-
grams is not the same standard of care that is given to
the average Medicaid patient with AIDS in New York
State. There are some countries in which there is no lab-
oratory capacity to do viral loads. In these countries
CD4+ cell counts are rationed to one per patient per
year instead of one every three or six months, or even
one every month in the case of people with rapidly
declining CD4+. What are the ethics of our funding and
administering a program that provides care at a level
and at a quality that is much, much better than any-
thing that they would otherwise get, but that is less
than the average AIDS patient gets, less than the Medic-
aid patient gets in New York State? This is a question
that is being asked but really has no answer.

Another interesting question is answered in prac-
tice every day. The PEPFAR is limited to about a dozen
countries in sub-Saharan African, plus Vietnam and
Haiti. Those are the countries in which the PEPFAR
grantees are authorized to provide funding and support
for local AIDS treatment programs. Within those coun-
tries, the demand for services is much greater than even
these hundreds of millions of dollars can supply. For
example, Mozambique has a general adult seropreva-
lence rate of roughly 12%, Zimbabwe has an average
adult seroprevalence rate of 25%. In Botswana the aver-
age seroprevalence among all adults is 37%, in South
Africa it is 22%. It goes on and on. The demand for
services is much greater than the treatment capacity. It
is much greater even if our funds were completely
unlimited, as there aren’t enough doctors to treat these
patients in Africa. Therefore, there is an allocation of
treatment slots and there are waiting lists. There are
people who stand in queue. It is heartbreaking to go to
one of these clinics, even a clinic that is up and operat-
ing and has a decent supply of antiretroviral drugs pro-
vided by United States funds. In the morning, starting
at 5 AM, people line up who don’t yet have a treatment
slot to see if they can get one that day. That’s a normal
day at an AIDS clinic in sub-Saharan Africa. And so
then we raise the question that is being raised by all of
the PEPFAR grantees: how are these treatment slots
allocated? How are scarce resources that can truly save
lives and make the difference between life and death
being allocated? This is not organ allocation, but it is
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just as vital, and potentially affects many more thou-
sands, even millions, of people living with HIV infec-
tion in Africa every day.

Cultural presumptions are critical in these alloca-
tion decisions. For example, when I posed these alloca-
tion questions to our colleagues in Africa, I discovered
that health care workers there often presume that
friends and family of the clinic doctors, nurses and
pharmacists should be moved to the front of the queue
for treatment. Why? They presume that because in a
culture that is not only as poor but also as fragmented
as the Nigerian culture, with 300 different tribal and
ethnic groups, that the way people deal with one anoth-
er is inevitably tied to their family, clan and tribal iden-
tities. People in Nigeria are accustomed to a hard life,
and they pull inward in order to protect their own. It is
viewed as entirely appropriate that first preference be
given to family members of AIDS clinic staff. (And such
a world view is, indeed, similar to that of the Alabama
of my youth, when the order of personal accountability
and identity ran: family, church, town, county, and
state. If there were surplus to share, that surplus was
distributed in that order.)

There are questions, of course, about pregnant
women. Shouldn’t pregnant women get to the head of
the line? One would think that everyone would agree
on this. However, some say that this is a poor policy
because women will get pregnant simply in order to
jump the queue. This issue is not resolved, and will not
be resolved in our lifetimes. But it is an issue, and the
African physicians themselves are talking about it.

Then there is the issue, also relevant to tuberculosis
in this country, about what to do with patients who are
noncompliant with treatment. Treatment resources and
treatment slots are scarce. Some patients don’t adhere to
their antiretroviral therapy but are continuing to pick
up the drugs, which means that someone else is not
able to take the same drugs or to occupy the treatment
slot. There are tuberculosis doctors around the world
who will say to you in private, although few of them
will say it in public, that if a patient is truly noncompli-
ant, they prefer, as a public health matter, that the
patient not get any treatment at all and just die. If they
are going to be noncompliant, they are going to grow a
drug-resistant strain and not only kill themselves but
also endanger other people. In Africa, perhaps because
living is hard and resources are scarce, while we West-
ern liberals anguish over the idea of discharging some-
one from treatment who is noncompliant, while we talk
about how many chances these patients should be
given, doctors in Africa have no illusions, and often
have no compunction about cutting off drugs to non-

compliant patients and giving the slot to the next per-
son in line.

Other ethical issues arise in AIDS research. The
PEPFAR program is not research; the whole purpose is
to deliver a standard of care. However, many research
studies in Africa and other parts of the developing
world contain one arm that offers standard care, and
another arm that is an experimental treatment. These
studies raise a question that applies to all of the univer-
sities, hospitals and drug companies that do business in
Africa and run or sponsor clinical trials there. The ques-
tion is whether it is ethical to put a patient in a clinical
trial when, in fact, they really don’t have a choice. In
other words, these patients often have no other treat-
ment source unless they enroll in the clinical trial, hop-
ing that they get assigned to the control arm, but satis-
fied if they can even get the experimental agent. At
least this may offer some hope, as opposed to languish-
ing with no treatment at all.

This is not only an African issue, but also an Ameri-
can one. Nancy Dubler and I have, for the past couple
of years, co-chaired a committee within HHS trying to
rewrite the prison research regulations under Subpart C
of the Common Rule. These regulations are an absolute
and total disaster. They make no sense to IRBs or to
researchers, and they don’t do much in terms of pro-
tecting people in correctional custody from research
abuses. But when Nancy and I went through this long
process, one of the primary debates that has not been
settled is this: there are some prison advocates who say,
please give us access to clinical trials because our care
in prison is so poor. If we don’t have clinical trials, we
have nothing. We want clinical trials, and we want Sub-
part C regulations relaxed simply so that we can get
some access to treatment, even if the treatment is exper-
imental.

Then of course, as good Western liberals, we ask:
how can it be ethical to enroll someone in a clinical trial
when they have no choice? How does that preserve
autonomy and voluntariness? There is no answer to this
question, but the debate over this rages in the American
correctional community. It also rages in the African
medical communities and within the ministries of
health in sub-Saharan Africa. Some think that it would
be unethical to allow such studies to be offered to peo-
ple who have no meaningful access to care. Others
assert that research may provide the only meaningful
access to treatment for many poor Africans. And lest we
think that this issue is only one for the poor of Africa
and for the American correctional population, let us
remember: with over 40 million Americans uninsured,
and many more underinsured or having only meager
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Medicaid benefits, is offering these people enrollment
in a trial really offering them a meaningful and volun-
tary choice? If they do not enroll in a trial, will they
have access to true standard of care? Our IRB practice
in the United States tends to assume that all potential
subjects have a standard of care available to them if
they decline to enroll. This may often be a convenient
fiction that lets us, as IRB members, avert our eyes from
the reality of limited health care access.

Perhaps what relief programs funded from the
Unites States can do is at least raise these issues as ones
that should be spoken about and debated openly, rather
than being decided by presumption and default. This
openness itself is a major contribution. The debate that
has begun in Africa on this and other points is not the
elegant and refined process of committee debate and
consensus that has characterized the work of the New
York State Task Force on Life and the Law. But the dis-
cussion is meaningful to people who are AIDS care-
givers and care recipients in these countries.

There are no real answers to these questions, but
the discussion has been engaged, and that is a begin-
ning.

The second part of this talk is called “No Time to
Spare.” These are urgent matters. They are urgent
because if someone gets on lifesaving therapy on one
day as opposed to another, this one day may make a
difference in that person’s illness. It also is an issue
because the implementation of AIDS relief efforts has
been severely complicated by miscommunications and
lack of program planning, not only by the African min-
istries of health but also by American government offi-
cials who did not anticipate issues like waiting lists and
how to procure the massive antiretroviral drug supplies
needed to sustain large treatment programs. All of this
is tied up in matters of international diplomacy. The
American ambassadors in these countries are in the
forefront of trying to negotiate with the local ministries
of health. There are some countries in which the min-
istries of health have taken the position that unless they
centrally control everything, including drug importa-
tion and the allocation of treatment slots, they would
prefer treatment programs not begin.

This is unthinkable to those of us in clinical medi-
cine or who advise doctors and hospitals. But for some
African governments who perhaps feel they have been
taken advantage of, mistreated or ignored in previous
aid programs, they don’t want anything to happen until
everything is planned and pre-approved. There has
been a stalemate in some of these countries. So
although relief money is sitting in the bank accruing

interest, and money is available to purchase the drugs,
and doctors have been trained to treat the patients,
nothing is happening. There is a stalemate in negotia-
tion between bureaucrats.

One of the major debates concerns the specific issue
of how antiretroviral drugs are purchased, shipped into
a country and then distributed to clinics. This is impor-
tant not only because these are lifesaving drugs, but
because a one month supply is worth vastly more than
the annual salary of most people in that country. Some
of the governments in Africa want to control all of this
medication centrally, and they would not allow entities,
whether American relief organizations or other foreign
relief organizations, to purchase drugs. This, even
though the money is in the bank, and even though their
citizens are dying. In some cases, the United States gov-
ernment supports that preference because our officials
also want to make sure that everything is done well and
centrally planned, even while Rome burns. The ques-
tion becomes: what is more important, respecting the
governments and political structures of an African
country (and our own government officials, who are
involved in these decisions as well), or pushing the
envelope and being nasty and difficult advocates and
saying that the welfare of individual patients must
always come before the comfort level of bureaucrats
and ministries of health or our own HHS and USAID?

I'have no doubt where I stand on this issue. It
seems to me that the moral imperative is to ignore the
feelings and personal pride of dithering bureaucrats
and to use all means possible to assure that patients in
need get treated. That may be my bias because I'm sur-
rounded in my own family and my law practice by doc-
tors whom I advise and counsel every day. It just seems
to me that it is difficult to defend a practice of waiting
to treat until all treatment can be planned, perfected
and centrally approved. If this is disrespect for govern-
ments and national sovereignty, so be it: at least it gives
preference to the suffering patient, which, for physi-
cians, should be the only viable choice.

When I was the Executive Director of the AIDS
Action Council in Washington in the mid 1990s, one of
the city governments that received (and still receives)
millions of dollars in annual funding through the Ryan
White CARE Act is the District of Columbia, which has
a terrible AIDS problem. In the District of Columbia,
the city contracts process was nearly impossible in its
intricacies, producing massive delays in getting Ryan
White funds out to AIDS service providers. In fact, of
all the municipalities when I was at AIDS Action in
Washington, D.C., the District government had the very
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worst record of failing to spend Ryan White money.
Millions of dollars were unused every year because the
city contracting process couldn’t get the money out to
allow agencies and hospitals to care for people living
with AIDS. So when the first Ryan White reauthoriza-
tion bill was being written by Senator Nancy Kasse-
baum’s staff in 1995, knowing that the service providers
in Washington were screaming for their funds and the
District government could not provide them, I sat late
one night with physicians who were on Senator Kasse-
baum’s staff and I thought, let’s do something about
this. I wrote into the bill that if the District government
didn’t adhere to a rigid disbursement schedule and get
the contracts and money out to the service providers,
the Ryan White funds that were unspent would revert
to the federal government to give directly to service
providers in the District—in other words I proposed to
bypass the city government to make sure that funds
were given out and care programs started. To me, this
was a no-brainer. If you have to choose between
respecting the District government and treating people
with AIDS, it does not take a genius to decide what one
should do. Yet over night, this one little provision
seemed to become more controversial than other issues
in the reauthorization of the Ryan White CARE Act
itself because the District government and many AIDS
advocates did not want anybody to intervene in its
affairs, much less the federal government. These people
preferred respecting District autonomy over assuring
care to AIDS patients. If such a preference—to me,
unimaginable—is what liberal politics leads us to, then
it is time to check our premises, whether we are talking
about Africa or about America.

In one African country where these program delays
were occurring, I went to the capital city and met with
the United States ambassador. I had been advised by
many of my colleagues in other relief organizations not
to say anything meaningful to the ambassador. There is
a logjam, they admitted, but just let it be tolerated and
be nice at the meeting. Well, it has just not been my role
in life to be nice in situations like that. When I got in his
office and sat down, I said, “I've been told not to tell
you what’s going on, but I'm going to tell you there is
no time to spare. Lives are at stake so let’s just get
down to business.” To his credit, he said that he wanted
to hear what was really going on so that we could solve
this problem. I will tell you today that there is no time
to spare in Africa, and there is no time to spare here, as
well.

Which leads me to a final war story. In 1993, as
most of you know, I was the chief “fixer” within the
City health department. In that year, we reached a grim
milestone: the 50,000th reported AIDS case in New York

City. Peggy Hamburg wanted to give a speech about
that, so she and I talked and decided that she would
focus on revamping prevention efforts and reorienting
prevention messages. The prevention message for HIV
that had been used up until that time focused on self-
protection. If you have sex or share needles, treat your
partners as though both you and they are HIV-infected.
The draft of the speech, however, advocated that we
reorient our prevention messages so that we instilled a
sense of personal responsibility for the epidemic in
everyone. The draft said that those who were negative
had a moral responsibility to stay that way, that those
who were of unknown serostatus had an obligation to
find out their serostatus and act accordingly, and that
those who were HIV-infected had a moral obligation
not to pass on the virus. When we sent the speech
around within the department—oh, the outrage that
spewed forth! The opposition to that message within
the AIDS bureau at the department killed the speech,
and it was never given. Ron Bayer later wrote about
this shameful episode in the New England Journal of
Medicine. He protected my identity when he wrote it,
but I'll read you what he said:

How deeply rooted the ideology of self-
protection had become and how diffi-
cult developing programs that appeal
to altruistic feelings might be was stark-
ly revealed in New York City in 1993.
To mark the occasion of the city’s
50,000th AIDS case, efforts were made
to launch a prevention campaign that
would focus on protecting others as
well as oneself. Those efforts were
aborted when AIDS specialists inside
the health department denounced the
proposal as “victim-blaming.”

Now, as most of you know, 25 years into the HIV
epidemic, the CDC and state and local health depart-
ments have decided that the future of HIV prevention
lies in these communitarian, altruistic messages to
appeal to people with HIV not to pass on the virus—to
“break the chain of infection.” Twenty-five years to dis-
cern, finally, that people with an infectious disease
ought to be asked not to pass it on.

I wish that we in public health and bioethics had
taken to heart the message that there is no time to
spare. When we debate these bioethical and public
health issues, whether it’s the New York Family Health
Care Decisions Act and the way that families and doc-
tors are put in the position of disobeying the law on
medical decision making every day that passes without
that long-delayed legislation; whether we talk about
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public health efforts to control diseases like HIV and
TB; or whether we talk about other issues like the allo-
cation of scarce resources, such as organs and HIV treat-
ment, the fact is that while we talk, people die. There is
an urgency to all of our conversations that we should
never forget.

Finally, the last part of my talk, is what I call
“Images of a Floating World.” Images of the Floating
World is a loose translation of the Japanese art form
called Ukiyo-e, an artistic movement that lasted from
about 1650 until about 1850. You have seen examples of
it: wonderful woodblock prints that have birds sitting
in the snow in stylized ways. Hiroshige portrayed 53
stations of the Tokyo Road, with elderly women hob-
bling through the snow with parasols protecting them.
This art form was both popular and highly sophisticat-
ed. It was meant to convey a world that is more beauti-
ful than the world as it really is, a world that is more
charming, kinder, more stylized and better than the one
in which we live. I call this final part of my talk
“Images of a Floating World” because the debate that
we are engaged in among the people in this room and
also within the New York State Task Force on Life and
the Law is a privileged and rarified conversation. God
has blessed all of us that we live in a society that has
the excess resources and leisure to debate issues like
organ donation and the intricacies of medical decision-
making within families. Not everyone has this leisure.
The fact that we're able to engage in debate while epi-
demics rage in Africa, while people in New York City
die of diseases because they don’t have treatment and
didn’t have appropriate preventive care, is a vast luxu-
ry. It is, to me, an image of the floating world. It is bet-
ter than life itself. That does not mean that we should
stop having these conversations. In fact, it makes the
conversations that we have that much more important
and urgent. These conversations are a beacon to people
not only throughout the United States, but throughout
the world. I say that because the doctors in Africa,
when we tried to talk about things like waiting lists,
how to allocate scarce resources, what to do with non-
compliant patients, whether to let pregnant women
skip the queue, would say to me in private: thank God
we are finally having this conversation because we
haven’t had it before, and it has been long needed.

I will leave you with an African song that captures
both the beauty and the sense of sorrow of Africa, a
sense raised by both its colonial past and current strug-
gle with AIDS. There are illusions in Africa as there are

illusions here, and those illusions can be very useful.
There is a town in Tanzania about 50 miles north of Dar
es Salaam. In the Kiswabhili language, it is called Bag-
amoyo, which means, “lay down my heart”—moyo in
Kiswahili means “heart.” The explanations for this
name vary. This city was the primary shipment point
for the slaves who were taken from interior Africa by
the Arab slave traders to Zanzibar and then to the Ara-
bian peninsula and to what is now Iraq. Bagamoyo is
the end of the great caravan chains, in which ivory and
human beings were transported as trade. The slaves
would come to Bagamoyo at the end of a 300-mile jour-
ney on foot. And when on the slave boats, the slaves
would say they lost site of their homeland: that place,
that port, is where I laid down my heart.

Bagamoyo, now greatly decayed, was once the cap-
ital of German East Africa. It is the site of a battle in the
First World War between some forlorn British soldiers
and some very distressed Germans. It has a lonely Ger-
man colonial graveyard, and some 15th century ruins of
the homes and mosques of Shirazi refugees from Iran
who came to that area of Tanzania. There is a song,
loosely translated from the Kiswahili, which was sung
by the porters and by those people who were slaves on
the way to Bagamoyo, and which represents an image
of the floating world for those people, at that time:

Be happy my soul, let go all worries;

Soon the place of your yearnings is reached;
The town of palms, Bagamoyo!

Far away how my heart was aching

when I was thinking of you, you pearl,

You place of happiness, Bagamoyo.

There the women wear their hairs parted;
You drink palm wine all the year round
in the gardens of love, in Bagamoyo!

The dhows arrive with streaming sails
and take abroad the treasures of Africa

in the harbor of Bagamoyo!

Oh what delight to see the ngomas

where the lovely girls are swaying in dance
at night, in Bagamoyo!

Be quiet my heart, all worries are gone!

We are reaching Bagamoyo!

Thank you.

Mark Barnes is a partner in Ropes & Gray, New
York City.
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Comprehensive Institutional Review of Legal,
Ethical and Scientific Issues in Human Embryonic
Stem Cell Research: ESCROs and Beyond

By Patrick L. Taylor

This article outlines key legal and ethical issues
related to stem cell research by research institutions in
the United States. It has three goals. One is to help
attorneys who are advising clients by identifying essen-
tial directions and checkpoints for legal and ethical
advice from literature, regulations, and policy state-
ments, including the recent National Academies’ recom-
mendations that research institutions establish Embry-
onic Stem Cell Oversight (“ESCRO”) committees.
Another goal is to illustrate the remarkable degree to
which legal and ethical issues have failed to converge,
and the extent to which neither ethical concerns nor sci-
entists” long-term needs for research materials are
reflected in legal regulation of stem cell research. The
third, most important, goal is to argue that lawyers
must take seriously both scientists’ long-term needs for
ready access to research materials, and also ethicists’
profound concerns about how the benefits of stem cell
research should be made publicly available. For that
reason, this article suggests a method for research insti-
tutions to pursue stem cell research that coordinates
legal compliance with ethical review and scientists’
long-term needs, so that these find a deliberate place in
the institutional and corporate conduct of stem cell
research.

I.  The Ethical Debate Concerning Stem Cell
Use

Human embryonic stem cells are the primary cells
from which cells in the body ultimately differentiate
and develop. Research studies suggest that, if this plas-
ticity and development were closely studied, wholly
new forms of therapy could result in which the plastici-
ty and development are channeled into healing. Human
embryonic stem cells are, therefore, described by scien-
tific proponents and many patient advocacy groups as
leading to a revolution in health care with: careful
research promising new insights into how human
beings, organs and tissues develop; detailed knowledge
of the factors that affect growth and differentiation and
how they interact; and dramatic new research and clini-
cal applications, such as autologous repair of tissues
and organs that would otherwise require a transplant
from a different donor, restoring vital functions at the
cellular level, gene therapy through implantation and in

vivo and in vitro growth of genetically “corrected” cells,!
and rapid, reliable methods of screening new drugs for
toxicity and efficacy without prior clinical testing in
human beings.2

Much academic and public attention has been
focused on the extensive deliberations of government
advisors concerning the ethics of stem cell derivation.
Stem cells are derived from the “inner cell mass”
(“ICM”) abstracted from a human blastocyst, which is a
cluster of cells that has differentiated to the point of
dividing into those cells that will go on to form placen-
tal and surrounding tissues (the trophoectoderm), and
those cells that will later divide into the three basic
germ layers from which all organs, tissues and cells of
an adult organism will arise. Whether the blastocyst
arises from a normally fertilized egg, or from so-called
“somatic cell nuclear transfer” (“SCNT”)—the transfer
of a somatic cell nucleus into an enucleated egg—isolat-
ing stem cells necessarily requires the destruction of
that blastocyst.

Since 1996, riders to federal appropriations lan-
guage, generically known as the Dickey Amendment
after their key proponent, congressional Representative
Jay Dickey (R-Arkansas), have prohibited using federal
funds for “the creation of a human embryo or embryos
for research purposes” and “research in which a human
embryo or embryos are destroyed, discarded, or know-
ingly subjected to a risk of injury or death greater than
allowed for research on fetuses in utero. . . .”3

After the famed cloning of Dolly the Sheep
announced in 1997, the National Bioethics Advisory
Commission, at the request of President Clinton, issued
two deeply thoughtful reports. The first report recom-
mended a several year moratorium on reproductive
cloning of a human being.# The second report was
issued after the General Counsel of the Department of
Health and Human Services (HHS) opined that the
Dickey Amendment did not bar federal funding of stem
cell research, as long as the destruction of the embryos
involved in obtaining the cells was privately funded.>
That report recommended that federal funds ought to
be available for stem cell research, including derivation
of stem cells from excess embryos created for reproduc-
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tive purposes and certain cadaveric fetal tissue, if cer-
tain conditions were met. These conditions included a
ban on buying and selling such embryos, and rigorous-
ly separating the process of obtaining donors’ informed
decision to discard such embryos from asking donors’
permission to use discarded embryos for research, on
the ground that, “if the decision to discard the embryos
precedes the decision to donate them for research pur-
poses, then the research determines only how the
destruction occurs, not whether it occurs,” treated as a
dispositive ethical distinction.” The Commission recom-
mended against providing federal funds to create
embryos for research or for SCNT at that time.

In 2002, a differently charged and constituted advi-
sory body, President George W. Bush’s “President’s
Bioethics Council,” after extraordinarily articulate
reflection, again rejected reproductive cloning, but it
split on whether SCNT and cloning for research should
be encouraged (a minority) or made subject to a four-
year, congressionally-enacted moratorium on such
research regardless of funding, during which time soci-
ety could continue to discuss the issue, and comprehen-
sive regulations, outlined in the Council’s opinion,
would be developed (the majority).8

As discussed below, academic literature continues
to debate not just the “moral status” of such embryos,
but, more fundamentally, how the morality of embryon-
ic derivation should be analyzed.

Some ethicists and scientists argue that one should
evaluate the “moral claims” of the embryo based upon
its actual human capacities at the time the blastocyst
would be destroyed to yield stem cells, while others
look to the embryos’ theoretical—or actual—potential
to develop through infancy. Some condemn any instru-
mental use of an embryo as intrinsically wrong, or as
wrong, because of a perceived slippery slope to unac-
ceptable social or cultural consequences.

Some of these ethicists and scientists reframe the
question, asking whether it is meaningful to make any
moral assertion about an embryo that is independent of
its physical environment. Such commentators believe
that “inherent within the definition of an embryo is an
assumption regarding the appropriateness of its envi-
ronment”? as sufficient to sustain growth into a viable
fetus or further into an infant. They, therefore, distin-
guish destruction of in utero embryos from destruction
of petri dish embryos derived for stem cells. In their
view, the abstraction of blastocysts from a uterine envi-
ronment “causes” them to “take on different meanings
depending on the institutional context.”10

Some ethicists and scientists comment that the tran-
sition to human worth is gradual and continuous. Any
distinction, therefore, reflects an instrumental choice
about how to balance desired outcomes,!! a view criti-
cized by another as “a deconstruction of the very idea
of ethics as anything more than a ratification of the
social or political preferences of any group of self-inter-
ested people.”12 Others translate developmental conti-
nuity into a moral sliding scale that would allow the
destruction of early stage embryos in minimal numbers
for beneficial purposes if done with a sense of respect-
ful regret at the necessity.!3

The role of science in deciding these ethical ques-
tions is unresolved. Does it matter ethically that at less
than 14 days a blastocyst has no neural tissue? On that
ground, is derivation of stem cells ethically identical to
organ donation on behalf of brain dead donors?14

Does it matter ethically whether a blastocyst still
retains the potential to undergo complete fission to
form an identical twin? As one commentator has put it,
since twinning “can occur spontaneously until forma-
tion of the primitive streak after 14 days [and] individu-
ality is a sine qua non for personhood, it seems safe to
consider 14 days of normal embryonic development to
be the minimum requirement for a human being to
emerge.”15

Are ethical claims that one must protect the “poten-
tial” for human life defeated by scientific assertions that
an embryo has no such potential unless it has been
implanted in a uterus, or that “both trophoectoderm
and ICM cells are required for development of the
fetus” so that “a blastocyst or even later embryo lacks
the [actual] capacity to develop into a human individ-
ual?”16

Is there a moral difference between developmental-
ly non-viable embryos, and “pre-viable” embryos?17 An
in vitro research embryo will never be implanted. Does
that make its destruction ethically identical to prevent-
ing pregnancy through intrauterine devices (IUDs), or
is the instrumental creation and destruction of an
embryo for research ethically different?

Does it matter, ethically, if a human blastocyst creat-
ed by SCNT, if implanted, would be extremely unlikely
to develop into a human being, since “cytoplasmic fac-
tors would have to act on an adult nucleus to produce
the same patterns of gene activation that are critical for
early embryonic development?”!8 For that reason, one
view is that SCNT “resemble[s] tissue culture,” simply
the enhancement of a somatic cell, and does not involve
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the creation of independent and protectable human
life.19

The debate about the role of science is especially
important, since so much science remains to be done.
This includes: determining the best conditions for cul-
turing and mass production of stem cells; understand-
ing and manipulating the factors that cause their differ-
entiation into specific cell types, and organized and
functional tissues and organs; developing methods to
avoid tumorgenesis and teratoma formation from
implanted cells;?0 defining rigorous standards to evalu-
ate embryonic and adult stem cell plasticity so that their
potential therapeutic uses can be accurately com-
pared;?! and understanding the causes and implications
of the genetic and developmental flaws that have
emerged in SCNT cases.?2

Since so much scientific research has yet to be
undertaken, arguments that depend on discoveries yet
to be made are necessarily premised on some degree of
speculation. The argument that the benefit to society
from research outweighs embryonic costs depends on
health care outcomes that can be demonstrated—or dis-
proved—only if the research is allowed to continue. At
the same time, the argument that adult stem cells will
produce broadly effective therapies without recourse to
embryonic cells is also unestablished?? and, in effect,
shifts the burden of therapeutic uncertainty to the
patients who will participate in clinical trials of adult-
cell-based therapies.

There is a common core of ethical requirements
agreed upon in the literature: informed consent and
confidentiality for donors;?* institutional review board
(“IRB”) approval;?> and elimination of financial induce-
ments.26 Yet other ethicists, on both sides of the deriva-
tion question, identify a broader set of ethical issues to
be resolved. These include whether informed consent
for destruction of embryos should be separated from
informed consent for research donation;?” whether, as in
the case of research use of animals, protocols must limit
the number of embryos involved to the minimum nec-
essary, and specifically justify that number under a
standard of scientific necessity;?8 fair distribution of
resulting therapies on affordable terms, and public
access to related intellectual property;?? avoiding the
commoditization of human embryos and embryonic
stem cells;30 whether special ethical restrictions should
be placed on implantation of SCNT embryos, to avoid
organ harvesting from pre-term fetuses;3! the ethics of
allocating resources to stem cells research at the puta-
tive expense of improving basic preventative care in
underserved populations;32 the emotional and moral
effects on egg donors, recipients, scientists, health care

providers and moral culture if stem cell research pro-
ceeds or is curtailed; the effects on the “personhood” of
a recipient of embryonic stem cells, particularly for neu-
ral implantation;3? and, most broadly, whether the indi-
vidualistic biotechnically-oriented drive for cellular
immortality will supplant traditional, religious and
humanist conceptions of human value that find immor-
tality in great works, the life well lived, and “cultural,
religious, familial and economic associations” that are
the polar opposite of the drive to “self-enhancement.”34

There is also a potent issue concerning whether
human stem cells may ethically be combined with ani-
mal cells to make a hybrid for research purposes. While
no one favors carrying human-animal chimeras to term,
to the extent that diverse human stem cell lines are
unavailable it may be scientifically compelling to carry
out genetic inquiries with complementary combina-
tions.3 Finally, ethical issues as well as legal ones arise
between companies and investors, and companies and
consumers, over how research results are portrayed.

Il. Laws Concerning Stem Cell Use

Consistent with this lack of ethical consensus, there
is no comprehensive or consistent regulation of stem
cell research in the United States. Under the Dickey
Amendment, as supplemented by a directive from Pres-
ident George W. Bush, the federal government will not
fund stem cell derivation from embryos. It will, howev-
er, fund research on certain stem cell lines identified by
the National Institutes of Health (NIH) as having been
in existence on August 9, 2001.3¢ On the other hand,
stem cells, their derivation, and their uses are subject to
federal patent protection, without regard for the moral
questions that whirl around them, or for the federally
chartered bodies that exactingly parse the moral status
of the embryo. These patents, exploited through exclu-
sive and other commercial licenses, will now be the key
basis on which funded progress will depend. Yet natu-
rally enough, they have already produced limitations
on accessibility and availability that are directly con-
trary to the ethical recommendations of some of those
who support stem cell research. They are certainly con-
trary to the sharing standards that govern NIH-funded
research tools distributed through the so-called Uni-
form Biological Materials Transfer Agreements
approved by the NIH, which focus on minimizing
obstacles to transfer and use of research materials and
basic legal protections (such as warrantee disclaimers
and limited indemnities), rather than allocating com-
mercial rights between the parties.

Still waiting in the wings are the Food and Drug
Administration (FDA) and other regulatory agencies.
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The requirements they will impose on stem cell-based
diagnostics and therapeutics have yet to be elaborated.
One can only guess if, or how, national stem cell politics
will affect them.

Divisions among the states, and among other coun-
tries, reflect the divisions in American and European
thought. California and New Jersey have provided gov-
ernment funding to promote stem cell research, and
California has established the California Institute for
Regenerative Medicine for the purpose. While some
states consider funding measures, other states, includ-
ing Arkansas, Iowa, Louisiana, Michigan, Nebraska,
North Dakota, South Dakota and Virginia, limit such
research. As of 2004, in the European Union only one
country, the United Kingdom, funded creation of
embryos for research purposes, while six countries pro-
hibited creating human embryos for research purposes,
either directly or through their ratification of the Euro-
pean Bioethics convention.3” Five of those six permitted
deriving human embryonic stem cells from supernu-
merary embryos; another six prohibited that.

Laws are evolving, and regulatory structures are
mutually inconsistent. Legal and regulatory intuitions
honed in one subject area are unreliable guides in oth-
ers. If one is considering stem cell research, there will be
no substitute for coordinated, exacting implementation
of issue-specific procedures to ensure compliance.

lll. Specific Issues

A. Allocating Federal and Non-Federal Funding

The NIH maintains a registry of stem cell lines eli-
gible for federal funding under President Bush’s
August 9, 2001, directive.38 Since federal funds may not
be used to support stem cell research on other cell lines,
investigators and institutions must segregate and allo-
cate costs of such research so that no federal funds sup-
port unallowable charges, as prescribed under OMB
Circular A-21.3°

Not-for-profit academic research institutions are
familiar with implementing A-21 for other forms of
unallowable cost, so this should not be insuperable,
provided that the laboratories and investigators take a
disciplined approach to identifying and segregating
direct costs involved in such research, and in excluding
costs from calculations resulting in the federal share of
organized research costs. As a result of a recent change
in the cited NIH “FAQs,” it appears that such costs may
be included in the organized research base, provided
that associated indirect costs are appropriately separat-
ed and charged to non-federal accounts.

In practice, this means that each laboratory should
distinctly fund, identify and track all supplies, materi-
als, space and equipment used on non-federal lines, and
should also carefully and separately identify and
account for all staff time and effort, and related salary
and fringe benefit costs. Ideally, staff, materials and
space would be discretely organized and separately
funded. Absent that, demonstrable rigor and oversight
must ensure that allocations of time, effort, supplies
and space are precise and accurate. Time and effort allo-
cations should apply to management and administra-
tive staff as well, if any of their time and effort goes
beyond general guidance and oversight. There should
be a written policy and precise written procedures. All
staff working with stem cells should be trained in these
procedures, not just the investigator or department
administrator. There should be periodic monitoring and
evaluation, and corrective action or quality improve-
ment as necessary.

With rigorous documentation and clear policies,
institutions may be able to allocate those costs that the
NIH allows to be allocated, like staff effort and space.
However, they will still be unable to use or allocate
equipment to which the federal government holds title
under an NIH grant or contract. Even for equipment for
which title has passed to the institution, the institution
will need to comply with preferences for federal usage
and any limitations in the original grant or contract
which led to the purchase. Indeed, some would take a
more restrictive view, arguing that equipment pur-
chased with federal funds can never be used for such
research, even if title has passed to the sponsored insti-
tution after completion of the funded research that
allowed its purchase. Under either interpretation, it
may be extremely difficult to establish shared facilities
for federally and non-federally funded work, even
where a rational cost allocation methodology based on
usage or relative cost could otherwise be implemented.

Researchers should not assume that they can under-
take non-federally funded research on federally
approved stem cell lines and their derivatives. For
example, derivatives from the federally funded cell
lines may be used in non-federally funded research
only if their cost (such as the cost of deriving them) is
not charged to the federal government under the grant
or contract that funded their research use, and it would
not violate any other terms of that federal grant or con-
tract. If such a federal grant funded their creation, then
supplying them for other purposes (such as incorporat-
ing their derivatives into ineligible cell lines) could, in
effect, be an impermissible federal subsidy of ineligible
research. Tracking these derivatives through a series of
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interwoven experiments may become extremely chal-
lenging.

B. Human Subject Research Protection and OHRP
and FDA Jurisdiction

Title 45 C.ER. Part 46, Subpart B, extends certain
human subject protections to federally funded research
concerning the products of human conception “from
implantation until delivery.” That subpart and other
pertinent portions of Part 46 will apply to non-federally
funded research as well at institutions whose Federal
Wide Assurance or FWA (the mandatory periodic assur-
ance that must be filed with HHS for an institution to
be eligible to participate in federally funded research)
commits them to apply HHS regulations to all research
regardless of funding source.

However, since the inner cell mass is formed prior
to implantation, and indeed in vitro embryos may never
be implanted, Subpart B does not directly govern the
separation of the inner cell mass of a human embryo.
Nonetheless, 2002 guidance from the Office for Human
Research Protections (OHRP) clarifies several ways in
which federal human subject protection regulations
may be implicated in stem cell research, either because
it is federally funded or because of the scope of an
FWA 40

While stem cells and pre-implantation embryos are
not themselves “human subjects” for purposes of these
regulations, the donors or treated patients will be
“research subjects” if pertinent data is obtained through
direct intervention or interaction with them as part of
the protocol, or if identifiable private information is
linked to them or otherwise can be “readily ascer-
tained.”

Thus, a research protocol in which stem cells are
derived from the gametes of known donors, differenti-
ated, and transplanted into known subjects, will be sub-
ject to the regulations both because of the known identi-
ty of the donors and the interaction with the patients.
Even in vitro research with donor-identifiable stem cells
will be “human subject research,” unless the investiga-
tor’s and institution’s lack of access to that information
is documented by a written agreement that the holder
of the identifiers or identifying coding methods will not
release that information to them under any circum-
stances. This is an important compliance point that
would be easy to miss. Under OHRP’s guidance, such
documentation is required, even if the circumstances
themselves make identification of donors impossible.

OHRP observes that “all clinical research involving
drugs, devices and biological products regulated by the
FDA, including cells or test articles regulated as drugs,

devices, and biological products, is subject to FDA
regulations . . . regardless of the source of support.” If
applicable, regulations would include the FDA’s own
requirements for IRB review and informed consent.*!
However, the qualifying phrase “regulated by the FDA”
makes this language circular. The specific approach the
FDA will take is, as of now, unclear, although it is
notable that in a June 2004 discussion of using stem
cells in treating heart disease,*? the FDA used, and cited
with approval, its 1997 “Proposed Approach to Regula-
tion of Cellular and Tissue-based Products,” which
focused on preventing use of contaminated cells and
tissues, preventing improper handling, and demonstrat-
ing clinical safety and effectiveness.# This provides
some hint that regulations ultimately proposed will fol-
low the approach suggested in 1997 for cellular prod-
ucts generally, and not delve specifically into ethical
issues, apart, of course, from standards generally appli-
cable to IRB review.

Viewed broadly, the FDA's jurisdiction attaches to
the marketing of any drug, device or biological product
that is intended to be used for preventing, treating, or
diagnosing a human disease or condition.# While there
are no current final regulations aimed explicitly at
human embryonic stem cells, there are two areas of
existing regulation that have probable impact, in addi-
tion to general regulations relating to drugs, devices
and biologicals.

First, in 1998, the FDA proposed rules to regulate
“manufacturers” of human tissue, manufacturing being
broadly defined to include participation in “any or all
steps in the recovery, processing, storage, labeling,
packaging, distribution, of any human cell or tissue,
and the screening or testing of the cell or tissue
donor.”45 Proposed and final regulations relate to regis-
tration, so-called practices for handling tissue and
establishing the suitability of donors.4¢ As of this writ-
ing (April 2005), there is no final, specific guidance on
how these will apply to research institutions engaged in
sponsored stem cell research. Second, NIH lines have
been grown with bovine serum and on the surface of
mouse fibroblasts, cells that generally create connective
tissue but which function here as critical “feeder cells,”
without which those stem cells could not have been
maintained in culture. Because of this interdependence
with animal tissues and serum, therapies and products
derived from those cells, therefore, implicate the FDA’s
guidelines on preventing animal viruses from infecting
patients and the general population.4”

Detailed discussion of how these regulations could
apply to stem cell research is outside the scope of this
article, but the reader is referred to the cited materials.
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Finally, practitioners should be aware that clinical
research involving transplanting cells from human fetal
tissue is governed by 42 U.S.C. 289g-2(a), which, among
other terms, requires donor informed consent, and pro-
hibits abortions for the purpose of donation.

C. Intellectual Property and Licensing

Numerous patents have been filed relating to
human embryonic stem cells. The most fundamental are
the so-called “Thomson” patents, which relate to the
methods of deriving and maintaining human embryon-
ic stem cells in vitro, and the products of those
methods.*8 These patents were assigned by the inven-
tors to the Wisconsin Alumni Research Foundation
(WAREF), which exclusively licensed their commercial
applications within certain fields of use to Geron Cor-
poration, a biopharmaceutical company that, among
other things, develops and commercializes cell-based
therapies. Non-commercial research access to materials,
and licenses to practice under the patent rights for
research purposes, are available through WiCell, a not-
for-profit corporation.4’

Given Duke v. Madey,>0 a 2002 Federal Circuit case
that narrowly interpreted the freedom of researchers to
conduct basic science research covered by patent claims
without fear of infringement, it is reasonably clear that
WiCell’s consent will be required to continue to conduct
any serious, basic exploratory research that falls within
the scope of valid patent rights. There is a limited
exception under the recently decided Merck KGa v. Inte-
gra Lifesciences I, Ltd., et al.;5! for research that is “rea-
sonably related” to “the development and submission
of information under . . . Federal law,” including sub-
missions to the FDA. However, a “reasonable relation-
ship” to FDA submissions requires that a researcher
conduct research with a “reasonable basis for believing
that a patented [article] may work, through a particular
biological process, to produce a particular physiological
effect, and uses the [article] in research that, if success-
ful, would be appropriate to include in a submission to
the FDA.” While the resulting data need not be includ-
ed in an FDA submission for the underlying research to
be exempt, open-ended basic science research of the
sort required to meet the scientific goals described in
Part I of this paper will probably not qualify as research
towards a clinical application, or meet the Supreme
Court’s Integra standard. For this reason, one must
acknowledge that progress in stem cell research will
require navigating the growing thicket of intellectual
property positions of WiCell and others.

Under agreements among WiCell, HHS, and the
various owners of the NIH-approved stem cell lines,

certain contractual terms explicitly protecting WiCell’s
intellectual property rights govern any recipients of fed-
erally eligible stem cell lines, since WiCell rights are
implicated in their derivation. Comparable restrictive
terms will apply to non-federally eligible research.52
Therefore, conditions and restrictions imposed by
WiCell are, in effect, imported broadly into stem cell
research.

Although the various agreements with different
stem cell line holders state these principles somewhat
differently, the principles are the same. Research is
restricted. Materials may not be used in commercially
sponsored research that grants any “rights” to the spon-
sor, nor in arrangements that are for the “direct benefit”
of any commercial entity, unless the entity has itself
directly licensed commercial rights from WiCell on
unspecified terms. Such commercial licenses will pre-
sumably have to take into account the exclusive com-
mercial license granted to Geron within certain fields of
use. They will limit or foreclose therapeutic licenses to
other companies that could compete against Geron,
regardless of whatever public benefit could arise from
such competition.

It is unclear whether the “rights” that may not be
granted to a commercial sponsor include only intellec-
tual property rights, or whether this restriction also pro-
hibits any form of research collaboration between aca-
demia and a sponsor under which each party
necessarily shares data and knowledge with the other
to implement the collaboration. This uncertainty may
be a serious impediment to any commercial funding of
stem cell research. It is very doubtful that such a broad
prohibition on basic knowledge sharing is really
required to ensure that licenses are implemented on
commercial sales of fully developed products.

Materials (including institutionally differentiated
cells and unmodified products of such cells, such as
DNA and proteins) are also subject to various ethical
restrictions on maintenance, implantation and use.
Among these are that no materials may be mixed with
intact human embryos; materials may not be implanted
in a human uterus; and recipients may not use the
materials to make whole human embryos by any
method.

It is unclear whether the transfer agreements, and
any licenses for non-federally funded research, will be
subject to exceptions within the patent statute itself,
such as the exception for certain therapeutic medical
procedures. If not, then the restrictions outlined above,
including the potential prohibition on “commercial”
uses, and the limitation to teaching and academic uses,
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if taken literally, will undermine using stem cells for
medical care, at least by for-profit entities (such as clas-
sic medical practices) that do not have a license on
whatever terms may be demanded.

One may license new inventions to other compa-
nies, but subject to a non-exclusive license to WiCell,
and as described above, such a license may not have
been precommitted or optioned in advance in connec-
tion with research sponsorship. Newly created deriva-
tive materials may not be transferred to a commercial
party unless that party has a license from WiCell. Even
a non-commercial transferee of biological materials
must have signed a materials transfer agreement con-
taining complementary restrictions.

Despite these limitations, it should be acknowl-
edged that these terms are less restrictive and overbear-
ing than the most shortsighted and confiscatory forms
of material transfer agreement that some companies
would impose if they could. For example, they do not
transfer ownership or an exclusive commercial license
to any resulting invention regardless of the relative con-
tribution of materials to the research, nor do they
impede publication through confidentiality terms that
conceal research results or impose company ownership
on all research data. They do at least allow further dis-
semination of research results and, in a more limited
way, materials.

It is also worth emphasizing the generosity and
public-spiritedness of WiCell and the other suppliers of
federally approved materials in making their rights and
materials available at all, and for almost no charge. No
law compels them to.

One might also argue that in severely curtailing
grants of intellectual property rights in connection with
commercial sponsorship of recipients’ research, WiCell
is also promoting open source-like arrangements and
public benefit by prohibiting restrictive arrangements
that would exclusively benefit other sponsoring compa-
nies (unless of course those companies have procured
commercial licenses from WiCell or its assignee).

But the effect of these and similar terms in the cur-
rent regulatory environment will necessarily be to
restrict the exchange of knowledge, collaborations, and
commercial funding for stem cell research and, there-
fore, to restrict research in areas that scientists and the
market would perceive as most promising. If philan-
thropic sources were to follow the government in refus-
ing to fund new stem cell lines, the only significant
funding sources for stem cell research on the non-feder-
ally eligible lines, aside from commercial funding,
would be in those states that had committed research

funding from state taxpayer funds. So far, only Califor-
nia has decided to create a substantial pool of such ded-
icated funds, as a result of last November’s ballot initia-
tive. In short, given the current limitations on federal
and state funding, commercially sponsored research
will be especially important to stem cell research. Yet,
given the WiCell patent and license provisions, such
commercially sponsored research will be peculiarly
dependent on whether WiCell, in its sole discretion, and
perhaps Geron, agree to it. In particular, the intellectual
property rights that commercial sponsors generally seek
to option or license as a vital quid pro quo for sponsor-
ship are squarely within what the WiCell license pro-
hibits.

This basic problem will be aggravated exponential-
ly if other academic research institutions follow suit,
and generally license their own stem cell inventions
exclusively and on comparable terms. In fact, no law
prevents other research institutions from licensing non-
federal stem cell inventions to companies on more
restrictive (but profitable!) terms, such as terms that bar
distribution of new materials or research among aca-
demic institutions (except to WiCell and WAREF as dic-
tated by their own prior agreements).

Research institutions are capable of being quite
inconsistent—complaining about restrictions in docu-
ments they receive while profiting from exclusive com-
mercial licenses that foster a burdensome network of
similar restrictions.5 So lawyers who counsel research
institutions, and decision-makers at such institutions,
have to ask themselves: Will we pursue shortsighted
courses that enhance our client’s profits, regardless of
the aggregate effect? Will we pay attention only to nar-
row conceptions of legal compliance and obtain the best
possible commercial terms regardless of the ongoing
ethical and societal debate? What relationship, if any,
will we see between the span of ethical issues discussed
in the first part of this article, and the course we follow
in stem cell research?

Distinguished commentators have questioned the
long-term impact of unregulated patenting and licens-
ing on the public interest, and whether it impedes
research, sharing of research materials, and develop-
ment of new therapies because of “a proliferation of
fragmented and overlapping intellectual property
rights” that is too profound to be resolved simply
through market forces.5* This view was endorsed by the
NIH in its statement of Principles and Guidelines on
Sharing Biomedical Research Resources: “[I]ntellectual
property rights can stifle the broad dissemination of
new discoveries and limit future avenues of research
and product development.”5> For that reason, the NIH
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urged non-exclusive licensing of unique research mat-
erials,% and commentators have suggested expanding
the NIH’s discretion to determine what intellectual
property protection and licensing requirements should
govern government-funded research.5”

Some argue that the arguments in favor of non-
exclusive licensing have specific application to stem cell
research. One commentator has observed, “develop-
ment of technology based upon stem cells is of such
fundamental interest that exclusive licenses should not
be permitted without any evaluation of the conse-
quence. . . . The combination of patenting and exclusive
or unchecked free market licensing can foreclose
research and development in a crucial field.”58 Indeed,
the WiCell/Geron arrangement was singled out for crit-
icism on exactly this ground by the distinguished legal
commentators Rai and Eisenberg, who noted that
“[a]lthough embryonic stem cells are precisely the type
of broadly applicable enabling technology that, as a
general matter, should be licensed nonexclusively in the
interest of promoting future research . .., WARF chose
to license exclusively some of the most important com-
mercial rights under the patent.”>

Whether or not one agrees with the targeted criti-
cism of WARE, it is clear that the NIH Principles and
Guidelines for preserving non-exclusive access to pri-
mary research materials and rights are not applicable to
commercially funded research. They will not protect the
public or scientific progress in the profit-driven arena to
which federal funding limitations are driving all future
research on post-August 2001 lines. If they do not, one
must ask what will.

There have been ethical attacks on patenting itself,
independent of the scientific aims of the NIH Principles
and Guidelines. For example, one author questioned
how the national government, since it is opposed to
direct federal funding of post-August 2001 lines, can
consistently sanction exclusive property rights in such
lines, since patents create “indirect research funding”
through rewarding market investments.®0

However, efforts to reinvigorate the moribund
“moral utility” doctrine—which permitted the Patent
and Trademark Office to reject certain patents as public
policy—will collide with the current sense that “every-
thing under the sun” isolated or manipulated by
humanity may be patented,®! and that the patent law is
not congressionally intended to displace the police
powers of the states with respect to safety, health and
morality.62

Thus, one of the ethical ironies of the federal posi-
tion on stem cell funding is that it allows the sensitive
ethical questions presented by stem cell research to be
decided solely by the marketplace, without any assur-
ance that the marketplace will address those issues in a
manner that transcends the most shortsighted imple-
mentation of the profit incentive. Our current American
approach succeeds in promoting companies’ short-term
interests in stem cell research, while forgoing any actual
federal or other ethical oversight, except as noted above
with respect to human subjects.

IV. The National Academies’ Proposed
Solution: Institutional Oversight Through
“ESCRO” Committees

On April 26, 2005, the National Academies released
proposed guidelines for institutional review of embry-
onic stem cell research (“the Guidelines”).63 The Guide-
lines include substantive ethical principles concerning
what sort of research should be permitted and prohibit-
ed in research institutions, and procedural recommen-
dations built on the premise that institutions should
establish Embryonic Stem Cell Research Oversight
(“ESCRO”) committees to perform critical functions in
reviewing research and providing other forms of over-
sight. Although the Guidelines describe their functions
differently in different contexts, in sum, as stated in the
Guidelines, each ESCRO committee is: (1) to provide
local oversight of all issues related to derivation and
research use of human embryonic stem cell lines; (2) to
review and approve the scientific merit of research pro-
tocols; (3) to review compliance of in-house human
embryonic stem cell research with “all relevant regula-
tions”;%* (4) to “act as a clearinghouse” for research pro-
posals, identifying the form of required review and
assisting investigators in understanding what govern-
ment and other regulations apply; (5) to ensure that the
provenance of such cell lines, and its approval by an
institutional review board as appropriate, is document-
ed; (6) to facilitate education of investigators involved
in human embryonic stem cell research; (7) to maintain
a registry of banked human embryonic stem cell lines
and associated genetic and medical information with
identifiers appropriately protected; (8) to act as the
institution’s oversight committee on banking of such
cells (although from other text it appears that this could
also be done through a separate committee); and (9) to
“ensur[e] that all applicable regulatory requirements are
met.”65

ESCRO committees must include representatives of
the public and persons with expertise in developmental

50 NYSBA Health Law Journal | Summer/Fall 2005 | Vol. 10 | No. 3



SPECIAL EDITION: SELECTED ToOPICS IN MEDICAL ETHICS AND BIOETHICS

biology, stem cell research, molecular biology, assisted
reproduction, and pertinent ethical and legal issues.

The Guidelines state that ESCRO committees are
not intended to displace IRBs, which will review:
research protocols and associated informed consent
documentation involving procurement and donation of
gametes, somatic cells and blastocysts; clinical research
uses; and all other matters an IRB must review under
federal or state law.

Nonetheless, the recommendations directly affect
IRBs. The Guidelines provide that IRBs should never
waive consent by any donor of a blastocyst, gamete or
somatic cell, nor should they permit compensation for
donating IVF blastocysts in excess of clinical need. The
Guidelines would prohibit any payments to sperm
donors for research-related donations, and limit pay-
ments to women undergoing hormonal induction to
generate research oocytes to “direct expenses incurred
as a result of the procedure.” The Guidelines also pro-
pose a detailed form of consent that, among other
things, specifies research uses; clearly states that
embryos will be destroyed; addresses risks, including
the extent to which donor identities will be ascertaina-
ble; provides assurances concerning best practices; dis-
closes commercial potential and the fact that donors
will not financially benefit; and states that donating or
declining to donate will not affect future clinical care.
These are all matters within the traditional province of
an IRB. It is not clear whether an ESCRO committee’s
function includes assessing or ensuring that an IRB has
followed them.

Consistent with substantive ethical principles sug-
gested by the Guidelines, ESCRO committees are to
divide research proposals into three categories that
determine the form of review required and whether the
research is permissible, categorically prohibited, or pos-
sibly permissible. To closely paraphrase the Guidelines
themselves, these categories are:

1) Research that is permissible after notification
of the research institution’s ESCRO committee
and completion of the reviews mandated by
current requirements. This includes in vitro
human embryonic stem cell research with pre-
existing coded or anonymous cell lines in gener-
al, provided that notice of the research, docu-
mentation of the provenance of the cell lines,
and evidence of compliance with other institu-
tional requirements is provided to the ESCRO
committee. Presumably this would also include
research of a type previously approved that did
not fall into the prohibited category.

2) Research that is permissible only after addi-
tional review and approval by the ESCRO com-
mittee. This includes all requests to derive new
stem cell lines from donated blastocysts, from in
vitro fertilized oocytes, or by SCNT. As part of
this review, the ESCRO committee is to verify
that the scientific rationale for doing so is clearly
presented, and review the investigator’s justifi-
cation for the number of blastocysts and oocytes.
This category also includes research in which
personally identifiable information about the
donors is “readily ascertainable,” as well as all
research involving the introduction of human
embryonic stem cells into non-human animals at
any stage of embryonic, fetal, or postnatal devel-
opment.

3) Research that should not be permitted at this
time. Under the Guidelines, an ESCRO commit-
tee should not authorize research involving in
vitro culture of any intact human embryo,
regardless of derivation method, for longer than
14 days of development or the manifestation of
the primitive streak, whichever occurs first. Nor
should it permit research in which human
embryonic stem cells are introduced into nonhu-
man primate blastocysts or in which any embry-
onic stem cells are introduced into human blas-
tocysts. Finally, an ESCRO committee is to deny
approval to research that would involve “breed-
ing” of animals into which human embryonic
stem cells have been “introduced at any stage of
development.”

These recommendations, and the deliberative text
that justifies them, are a huge step forward in refining
ethical principles, and in implementing them rigorously
and thoughtfully. The entire Guidelines Committee
report is required reading for anyone seriously interest-
ed in stem cell ethics, whether or not one agrees with its
specific conclusions.

Nonetheless, the Guideline provisions concerning
ESCRO committees have certain limitations. First, taken
too literally, having an ESCRO committee oversee regu-
latory compliance could actually dilute compliance and
other functions by providing inappropriate input or
control. Should scientist members of an ESCRO com-
mittee—perhaps the majority—really be able to vote on
how the institution implements federal financial restric-
tions that they find burdensome? To what extent should
attorney members really adjudicate scientific merit?
Will institutions fully disclose sensitive compliance
issues for resolution if they fear, whether right or
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wrong, that confidentiality will be compromised by
public members? There is an important distinction
between coordinating the actions of responsible man-
agers and officers, and using a committee to effectuate
professional and scientific responsibilities. It is also
important to ensure that sound organizational mecha-
nisms for compliance oversight are not actually inhibit-
ed or decentralized through assignment of such func-
tions to a group whose primary focus is ethical
oversight and applying the National Academies princi-
ples.

Second, multi-institutional arrangements will be
quite challenging if these functions must always occur
within a single committee. Institutions may welcome
collaborative ethical review but will they participate if
the price of collective ethical deliberation is delegation
to a new central committee of all oversight of their sen-
sitive compliance functions, including review of confi-
dential information about potential regulatory prob-
lems, or violations of state stem cell research laws
bearing criminal penalties? Will they be willing to dele-
gate scientific review if the multi-institutional arrange-
ment includes institutions that compete in attracting
scientific talent and building their own research pro-
grams? There is some argument that institutions ought
to be able to participate in multi-institutional ethical
review of protocols without necessarily also delegating
the responsibility for ensuring legal and regulatory
compliance of the whole institutional stem cell research
program.

Finally, while ethicists agree that intellectual prop-
erty issues are ethically material, there is no means
within the ESCRO committee structure—nor any
emphasis within the Guidelines’ ethical principles—for
ensuring that institutional policies on intellectual prop-
erty and public dissemination promote the public inter-
est. Without a means of coordinating institutional posi-
tions on intellectual property, an important part of the
ethical picture has been omitted.

V. Conclusion: Integrating Legal, Ethical and
Scientific Review of Human Embryonic
Stem Cell Research

Stem cell research requires an extraordinary degree
of coordination among researchers and the various
administrative arms of a research institution. For any
given research protocol, research institutions need to
coordinate institutional ethical review, IRB review,
review of ingoing and outgoing material transfer agree-
ments, and review of proposed sponsored research
agreements against restrictive license and material
transfer agreement terms. Procurement agreements,

such as for excess IVF embryos, will need to correspond
to, and comply with, ethics committee and IRB rulings.

For research with federally ineligible stem cell lines,
institutions will need to provide financial oversight of
how labs will appropriately allocate funds for supplies,
staff, and other direct costs, and implement procedures
for segregating non-federally funded research from fed-
erally calculated and supported indirect costs.

Although not previously touched on, they will also
need to coordinate meeting import and export restric-
tions, including any necessary permits for biological
materials, in addition to taking into account any state
and international restrictions on derivatives of human
embryos.

They will also need to review the growing body of
state laws and regulations, too numerous to be within
the scope of this article, that variously encourage, dis-
courage, or condition embryonic research. Indeed,
evolving laws and FDA regulations about tissue bank-
ing may soon be accompanied by state laws and regula-
tions that focus on the process of maintaining stem cell
banks and the clinical uses of stem cells.

Finally, to the extent ethics committees, IRBs, or
other institutional policymakers broaden their ethical
focus beyond cell derivation to encompass distributive
justice, sharing of research tools, and the other issues
previously noted, institutions will have to ensure that
licenses, materials transfer agreements, research agree-
ments, and protocols take such concerns into account.

Internal registration, as the Guidelines recommend,
is one mechanism for coordinating these functions.
Institutions can custom-build a registration application
that describes proposed research, and create a process
that first provides for ethical and IRB review, and then
simultaneously circulates it to pertinent administrative
offices that will attend within their responsibilities for
coordinating ethical and legal compliance.

Coordinated simultaneous review, such as at peri-
odic meetings involving all administrative offices,
would help ensure that all reviewing offices are work-
ing from the same set of facts; that review is as rapid as
possible; that adjustments required by one office are
known to and reflected in actions by the others; and
that an investigator can proceed expeditiously with
approved research with a guarantee of institutional
backing, assuming the research is conducted ethically
and as described. It will also help ensure that as law
and policy continue to evolve, all offices are equally
aware of the complex parameters within which such
research must take place.
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Within their own realms, the various parts of
research administration must also take corresponding
actions. For example, intellectual property offices
(IPOs), made aware of these issues, can take steps in
licensing agreements to implement ethical require-
ments. They can more carefully consider nonexclusive
commercial licensing, and reserve from commercial
licenses their own rights to distribute materials and to
license research-only licenses on terms that do not bur-
den further funded research. Development plans can
include terms that promote equitable distribution, for
example, by requiring development of products in less
profitable markets along with ones anticipated to be
profitable. Companies and institutions can jointly agree,
in licenses, to establish independent ethical review bod-
ies, a step which Geron evidently took,% and which
licensees have been willing to undertake in licenses the
author has negotiated. They can adhere to the NIH
Principles and Guidelines on sharing research materi-
als, whether the research is federally or commercially
funded. They can avoid burdening commercial research
in the distribution of materials by ensuring that third-
party commercial use licenses are required, if at all,
only in connection with product sales, not in connection
with conduct of research itself by academic or private
organizations. They can protect the ability of companies
and academic institutions to collaborate by avoiding
prohibitions on sharing data and materials between col-
laborators even where, in some broad sense, those
“directly benefit” a commercial entity’s research. Final-
ly, whatever licenses may be required for product man-
ufacturers and sellers, IPOs should ensure that doctors
and hospitals are not subject to patent infringement
lawsuits, or licensing agreement violations, because
they are caring for their patients.

Similarly, IRB members and staff can be made
aware of, and should review, informed consent docu-
ments influenced by ethical requirements specific to
stem cell research, including the NAS Guidelines as fur-
ther articulated through application by the institution’s
ESCRO committee. In addition, they should review and
understand institutional commitments that affect
whether the public will really be benefited by proposed
research. Since IRBs are charged with weighing risks
against both individual and societal benefit from
knowledge that may be expected to result from the
research,®” policies that promote or block public dissem-
ination of research materials and results are directly
pertinent to their functions. IRBs must, therefore, care
about whether institutional commitments—for exam-
ple, intellectual property commitments—promote or
impede fair access to the benefits and results of stem
cell research.

The institution must find a method of coordinating
these diverse functions with the ESCRO process. For
example, for some institutions with established compli-
ance committees, coordination might best be achieved
through interlocking membership of key members
among separate ESCRO and compliance committees,
such as having research administration leadership and
some IRB members sit ex officio on the ESCRO commit-
tee, and having the ESCRO committee chair be
involved in pertinent compliance committee functions.
Alternatively, the process could be integrated through
structuring meetings of a single stem cell review com-
mittee so that meetings focused on ethical debate are
staggered with larger meetings that include reporting
on overall institutional compliance and the other issues
discussed. In some institutions, it may also be sufficient
to create strong staff level connections between the
ESCRO committee and those responsible for compli-
ance and intellectual property issues, while ESCRO
committee members focus on protocol specific issues,
monitoring, debating and ratifying general policy judg-
ments relating to the mutual reinforcement of ethical
principles and legal compliance.

This coordinating process is all the more important
given the remarkable gap between the ethical issues
that stem cell research raises and the focus of legal com-
pliance. Simply contrasting the ethical questions out-
lined at the beginning of this article with the legal
issues that follow makes this manifest. We should be
troubled when we see the law bear so little relation to
the ethical moorings of institutional missions or private
businesses” objectives. Companies must establish
parameters and mechanisms to integrate broadly ethical
thinking and behavior with obligations to shareholders
and consumers. Research institutions must moderate
and subordinate their own “commercial” desires, and
ensure that research discoveries are shared and devel-
oped fairly and on reasonable terms that place the pub-
lic’s benefit first. Otherwise, for the public—whether
they approve or disapprove of stem cell research—it
will be the worst of all worlds.

Other than looking closely at the implications here
of Duke v. Madey,® and the significant impact it yet
retains after the Integra decision, this is not a problem
that legislators can necessarily solve. Given the lack of
ethical consensus, it is probably not fair to ask them to
resolve it, and in any event the required coordination
between ethical and administrative imperatives is
inherently institutional and will suffer if fragmented. It
is a problem for institutions to resolve, positioned as
they necessarily are at the center of these issues.
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Of course, for those who are not convinced by
appeals to moral principles, there are long-term busi-
ness issues as well. No company or research institution
will ultimately benefit from pretending that there is a
fluid and perfect market in patent licensing that readily
supports research within the scope of others’ patent
rights. The only reason that the result in Duke v. Madey
is not a complete disaster for researchers and the pub-
lic—and for companies and research institutions—is
that companies and institutions have not taken it at its
word to cripple research through shortsighted enforce-
ment of theoretical rights. Nor will business and acade-
mia thrive if the public’s conviction is that they are ethi-
cally indifferent. Good business and ethics are aligned
here: whatever directions stem cell research continues,
whether more or less limited in the future, distribution
of its benefits to the public and scientists, and actual,
implemented attention to the other ethical issues it rais-
es, ought to be a high priority that is completely inte-
grated in practice with the conduct of stem cell research
and commercialization of its results.
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A Pragmatic Approach to the Ethics of Reproductive

Human Cloning

By Glenn McGee, Wayne Shelton and Sean Philpott

Human cloning presents a bewitching test of any
bioethical method. One can scarcely imagine a worse
mess to clean up. Public discussion of human cloning
was promulgated by Dolly, a cloned Scottish ewe
named after a country music singer, and inflamed by
Richard Seed, a Chicago scientist, who played the Jack
Kevorkian role of announcing on National Public Radio
that he planned to clone himself several times “for
fun.”! Public debate about cloning centered around
stopping Seed, cloning pets and livestock, and the like-
lihood that a despot somewhere in the world would set
about the task of breaking what seems to be an interna-
tional consensus against the reproductive uses of
cloning technologies. Virtually every philosopher with
an interest in ethics was suddenly called on by televi-
sion to play Solomon, or at least Nostradamus, to ques-
tions like, “is it ethical to clone a recently deceased
child?” or, “would a clone have a soul?”2 Within a year
of the birth of Dolly, the odd, marginal, and unlikely
problem of human cloning had been elevated to one of
the most hotly debated issues in 20th century science
and health.

Philosophical debate about cloning has been
mounted but along fairly predictable lines, with scant
examination of the implications of cloning for human
nature, social institutions, or the practice of basic bio-
logical science. The question of the day remains narrow
and consequential: does anyone have the right to make
a clone, and upon whose rights would such a process
infringe (McGee 1998¢, Roy 1998)? Two recent an-
nouncements have made this narrow question seem
quite urgent: the news that a clinic in Korea has devel-
oped a human embryo from cloned adult DNA, and
reports that a team at UMass has inserted human DNA
into a cow egg with plans to launch a human-like fetus
from that material for transplantation research (McGee
2005e).

Given the hysteria and narrow moral debates, it
would seem an odd time to attempt a comprehensive
treatment of the philosophical issues in cloning. In fact,
that is exactly my intent. I believe that cloning is an
ideal test of the usefulness of the uniquely American
philosophical strategy called pragmatism. If a pragmat-
ic approach to bioethics is to work anywhere, it is the
field of human genetic engineering (McGee 1997, 1998a,
1998b, Saatkamp 1998, Shenk 1997). Genetic research is

infused—perhaps more than any other area of natural
science—with pragmatic aims (McGee 1997). At bottom
and in its implications, genetic science of the 20th cen-
tury impacts the way we understand our capacity,
meaning, and potential. Genetics is intimately tied to
procreation, sexuality and reproduction, which are also
the foci of our most intimate institutions, such as the
family and church. When we make children and when
we think of our inheritance, we are building our per-
sonal and communal understandings of loyalty, privacy,
happiness and growth. And, at the same time, human
genetic information is rapidly becoming both a lan-
guage of medical diagnosis and a commodity for licen-
sure and ownership. Someone owns techniques for
cloning mammals, including humans. It has become
important to make social choices about the institutions
that should be entrusted to reconstruct the family in an
era of advancing reproduction, genetics and cloning.
Pragmatism is uniquely poised to address such ques-
tions and also to cope with the fog of current debates
about cloning (Moreno 1998).

“Within a year of the birth of Dolly, the
odd, marginal, and unlikely problem of
human cloning had been elevated to
one of the most hotly debated issues in
20th century science and health.”

Elsewhere I argue that the most elegant expression
of a pragmatic social method is found in Dewey’s Logic:
The Theory of Inquiry (McGee 1994, 1998b).3 In the Logic,
Dewey offers a matrix for human inquiry into social
problems, which I will use in this article to frame my
reflections on the implications of human cloning, sci-
ence and technology (Dewey 1918). Pragmatic bioethics
focuses on the biological, cultural, and common sense
dimensions. By selectively emphasizing and analyzing
these three dimensions of the context of cloning, rather
than rushing to more obviously normative aspects, we
will see that human cloning is neither a special moral
issue nor a radical step forward. Instead, human
cloning is seen to be an element in a set of moral and
scientific problems that compel us to reconstruct the
enterprise of social thought about the embryo, the fami-
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ly and future generations* (McGee 1998d, McGee G. &
McGee D. 1998).

Biological Dimensions of Human Cloning

While there is an accepted biological definition of
cellular cloning, and there are now well-understood
(indeed patented) practices for the transfer of nuclei
from embryos or somatic cells into enucleated eggs, it is
still not possible to define a cloned mammal organism.
That this is so has not gone unnoticed in the biological
and philosophical literature of the latter part of this cen-
tury.5 Yet now that mammalian cloned organisms are
among us, and human clones seem imminent, we must
ask again what it means to describe an organism, or
even an embryo, as a mammalian clone? Must it have
all its DNA from a single other creature? Must the
donor of a clone’s DNA be an adult? Can a clone’s egg
come from a source other than the DNA source? If the
source DNA contains a slight mutation, is the resultant
organism still a clone? Must a clone act or sound or
seem like its source organism, or perform that organ-
ism’s role in the community or herd? These questions
are unanswered in the current literature of molecular
biology despite the use of “clone” as a descriptor for, at
last count, more than 400 living mice, sheep, cows, and
other mammals.

Received definitions of a human clone come from
science fiction, not the lab. Stories of cloning have been
used to illustrate the problems of nature vs. nurture, the
problem of defining the content of human character,
and the problem of preserving our memories in future
generations. Captain Kirk’s transporter failed, splitting
him into two Kirks, one aggressive and domineering,
the other intellectual but indecisive. Fictional clones
underwent “replicative fading” in Brave New Worlds as
they were copied one from another. Mostly, clones of
our imagination have carried the memories, feelings,
and ambitions of one generation into a next generation.
Mostly, clones have been dupes and dopes, only occa-
sionally rising above Frankenstein’s guttural longings.
When it was announced that Dolly had been construct-
ed with DNA taken from the udder of its progenitor,
American fear of cloning was motivated and circum-
scribed by the clones of a hundred years of imagination.
President Clinton penned a letter within hours of the
announcement calling his previously unfunded “Presi-
dential bioethics panel” into action to prevent abomina-
tions of the family, with exactly these fears in mind.

How one defines a clone seems to depend on to
which side of the issue one stands. Those who see no
problem with human cloning, such as Princeton geneti-

cist Lee Silver (1998) and Alabama philosopher Greg
Pence (1997), matter-of-factly compare any cloned
human embryo to a monozygotic twin, who contains
the same genetic information as its womb-mate sibling.
Twins, it is noted, happen frequently in human life, and
it is common today to keep one “sibling” embryo
frozen in nitrogen long after the birth of a first. To avoid
the pejorative overtone about clones and cloning, Pence
suggests a new term: “somatic cell nuclear transfer.” By
contrast, those who disapprove of human cloning tech-
nology point to the centrality of sexual recombination
in mammal reproduction, and argue that it would be
extremely difficult to predict either the viability or risks
associated with gestating or being born a human clone
(Kass 1997, Caplan 1997).

Can there be a sober, commensurable definition of a
clone? Not in this decade. While the brute techniques
required to produce a clone are getting better, embryol-
ogists cannot state with certainty the genetic or pheno-
typic identity of a clone.6 We think of the identity of
mammals, including human beings, more and more in
terms of the genetic code they bring into the world.

“Can there be a sober, commensurable
definition of a clone? Not in this
decade.”

A variety of new, urgent and puzzling legal cases
force adults to puzzle over the meaning of that code as
it bears on parenthood and identity.” Biologists and the
broader culture would thus like to be able to at least
define cloning in terms of something stable: genetic
similarity. Cloning, after all, seems to raise the possibili-
ty of a wholly new kind of child, one made not from
sex or sexual recombination, but rather from the trans-
fer of genetic information from a single progenitor into
its offspring. But in reality, while we do not know what
sort of a human being a clone would be, neither do we
have any real objective purchase on the variety of new
kinds of children we make through new reproductive
technologies and through new social mechanisms. We
may be able to determine the origins of a child’s DNA,
but that only begins the process of reinventing ideas of
relatedness and how relatedness conveys status and
responsibility. We have amazing new ways to make
children, and think of that process in increasingly
design-oriented terms (McGee 1997, Kitcher 1997, Katz
Rothman 1997).
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That this is so is a function of the biological, politi-
cal, and economic history of pregnancy and childbear-
ing, which others have discussed in much more detail
than I will attempt here (Kitcher 1997, Katz Rothman
1997, Steinbock 1994). Elsewhere I have drawn the con-
clusion that new genetic technologies and neonatal
intensive care, as well as advancing diagnostic science,
have changed the nature of the pregnancy experience
from one of having, to one of making, babies (McGee,
1997). By this I mean that our best ethnographic and
qualitative studies suggest that parents of our time are
able to identify with and care for a future child, and
that their relationship to future children, including
fetuses as well as those not yet conceived, is one that
frequently feels like it includes an obligation to prevent
future harm. Despite our cultural insistence on the
absolute right of a woman to terminate a pregnancy
prior to the time a fetus is viable outside the womb,
parents and social institutions are increasingly able to
think of the fetus as a child for a variety of purposes.
Thus, for example, parents who fail to care for their
pregnancy, or physicians who fail to diagnose a fetal
malady, are subject to sanctions or damages for the tort
of harming a being that does not (at the time of preg-
nancy) have a right to exist per se, but seems to nonethe-
less have a right not to be brought into the world in a
way that is harmful to it (Parfit 1984).

The identification of a parental responsibility to
future offsping has been long in coming and is tied to a
variety of changes in what we mean by childhood and
what we expect of children and childbearing. In the
course of creating the most recent birth and genetic
technologies we have found a way under the hood of
pregnancy, radically increasing the ability of adults to
take care in choosing the time and manner of pregnan-
cy. We use ultrasound. We conduct amniocentesis. We
mix and match genetic parents. We screen for the most
healthy embryos all for this purpose.

For example, if my wife’s eggs are in some way
defective and if I can take a second mortgage or have a
free credit card, we will be treated for infertility. Why?
Because we now say that wholly apart from our need to
make love to one another,® we feel the separate need to
have a biologically similar child; the need to do some-
thing to make such a child. The new tool of egg dona-
tion implies the possibility we might ameliorate a new
kind of need. We want a child. We want it to feel like
our child. We want to give birth to it. That need is old.
But the need to have a child of such specific parameters
is a new one, inspired by our culture’s increasing ten-
dency to think of fertility and parenthood as a state of
affairs that includes both gestation and genetic relation

(McGee & McGee 1998). Our imagination is of a child
that is “mostly” ours. But a baby from egg donation, we
are told, is not 100% our genetic child. We are not going
to be able to completely emulate the “fertile” state. So,
electing to use a donated egg, we are under the hood,
tinkering with what—for most parents—is just a shiny
surprise. Our child is going to require more planning.
No more will our sexual encounters be about making
babies. Our baby will come from a dish. We control, or
at least hope to control, what goes in the petri dish. Put
more accurately, parents will feel responsible for what
goes in the dish. We won’t want to choose a donor who
has a dangerous congenital anomaly. If we can choose a
donor who is more likely to produce offspring with
traits resembling our own (height, eye color), we might
spare our child the feeling of being obviously different
from us. And if we are under the hood anyway, we
might also make sure that one of our children is male,
and pay a small amount more for a young, Ivy League
donor.

That it is odd to be under the hood is obvious. That
it is a different kind of parental decision-making, less
subtle and more commodified, seems likely. But the
point to be noted here is that our advancing reproduc-
tive technologies exacerbate the evolving problem of
assigning and enacting parental responsibility. Where
the abortion debate focused the attention of the western
world on the comparatively simple question of when an
in vivo fetus takes on moral status, new reproductive
technologies raise the problem of what it means to be a
parent, and what value that experience has for those
involved. In the case above, we will try to compensate
for the 50% loss of parental DNA by making wise choic-
es about the donor, choices that will both make us feel
responsible and further assert our claim to dominion
over the resultant child.

In the case of a cloned embryo, it is not at all obvi-
ous who the parents are. The person who donates DNA
from a somatic cell is the progenitor, in that the child
carries their DNA. But the mammalian parents of the
cloned child are the grandparents, if what you mean by
parent is that the person contributed 50% of the genes
to the recombination process that formed the genome of
the person in question. If the egg used to raise the clone
comes from another person, as it would in the case of a
clone of a male, there is, in addition, an “egg parent,” a
person who contributes mitochondrial DNA and RNA
in the egg wall, the collective role of which on an organ-
ism is unknown but perhaps significant. If the progeni-
tor of the clone is itself an embryo or aborted fetus, the
parent would not only be a virgin, but also a non-con-
senting non-person that itself has no legally established
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standing apart from the wishes of its own progenitor.
Cloning makes acute what is already true in many new
technologies and for embryology more generally in our
time: we do not know what is in the petri dish, and
must make overtly stipulative claims about our rela-
tionship to the thing in the dish.

That this problem is acute in cloning results from
the complex and engineered nature of that procedure. It
is not obvious that a cloned embryo is an embryo. One
part of what makes a mammalian embryo, after all, is
conception.? Sperm and egg fuse, and an embryo is
formed. This is not so for a clone. An egg whose nucle-
us has been removed is starved, then fused with DNA
from, for example, a human skin cell. The result is that
the egg, in some cases, begins to behave much like an
embryo. In the best of cases, that of the cloned mice
from Hawaii, successful pregnancies of such embryo-
like things result in only about 4% of all attempts. This
is, or we believe it to be, much less frequent than preg-
nancy rates for mice (or humans) attempting to have
offspring through sex, though about the same as the
rate of pregnancy from human sexual intercourse more
generally. Put another way, a cloned mammalian
embryo appears to be less viable than a non-cloned
embryo. What does it take to call the creature an
embryo? Must there be fusion of egg and sperm? Must
there be marked potential for gestation? Further, what
is the bar for such a creature to count as a restoration of
fertility, or as a therapy for infertility?

This last question is the most vexing part of the bio-
logical dimension of cloning. The felt need to parent is
undeniable in our society, and more than $1 billion is
spent annually on the pursuit of biological parenthood
through infertility medications and procedures. At one
level, we need to know what sort of role individuals
should be able to play in designing children; how far
under the hood they should be allowed to go by our
institutions. There surely are some negative rights
against governmental interference in procreative activi-
ty (Robertson 1994), and these perhaps include some
right to experiment with technologies like cloning
(Robertson 1998). But more problematic is what it
means to provide care for those who have a need to
parent. Elsewhere I have noted that it is a common mis-
take to assume that it is species-typical for human
beings to have children that carry our own genes or are
biologically similar to us (McGee & McGee 1998).10
Thus, while it is fairly easy to establish that infertility
includes an inability to contribute gametes or gestation
to a child’s birth, sequela to some organic dysfunction,
the rub is that one cannot always cure the organic dys-
function itself. The therapy for infertility is often a tech-

nology aimed at providing as many children as are
desired by some parent or parents.!! But is infertility
cured by providing this therapy? Would adoption cure
the condition of infertility as well? Does cloning present
a cure? It seems clear that the answer requires us to
turn to the way that the needs of biology as regards
reproduction manifest themselves in our individual and
cultural habits.

“The data are fairly clear that tomorrow'’s
children will not be raised in the world
of birds and bees. Perhaps the most
common model for parenthood in our
time is that of the ants and termites,
who live in large groups with distributed
parental roles.”

Culture and Cloning

I was raised in the 1970s with a story about what it
meant to be a child. The idea was that parents loved
each other, got married, made love, and babies resulted.
Parents loved each other so much that they raised those
children as their own, and made sure that they could
handle the responsibilities of parenting, marriage, and
career by organizing life in such a way that only one of
the parents would work, while the other raised the chil-
dren. It is the story of the birds and the bees. Birds and
bees, of course, do not live that way. But the story has
powerful resonance for many Americans, representing
what has taken on the name “traditional family values”
in political discourse, despite the fact that such families
are increasingly rare. It is a story that links sex, repro-
duction and family in strict terms. While our technolo-
gies for making children have changed quite a bit, most
aim at, and are measured against, the story of birds and
bees (McGee & Wilmut, 1998). In divorce and adoption,
for example, the model of the birds and the bees is used
by jurists to measure degrees of variation from the
norm, and to aim at restoration of it (ibid).

The data are fairly clear that tomorrow’s children
will not be raised in the world of birds and bees. Per-
haps the most common model for parenthood in our
time is that of the ants and termites, who live in large
groups with distributed parental roles. We live in a cul-
ture in which children are frequently raised by some
combination of non-genetic parents, or by those who
are not parents at all. More than 40% of those born after
1998, we now believe, will have more than one mother
or father by age 18. The majority of American children
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are effectively raised in day care, while all three or four
of their parents pursue careers. Many in our society
have long believed that a critical role one can play in
the life of a child is that of godparent, or coach, or foster
parent, and many families in many ethnicities have well
articulated roles for these mentors.

New technologies will necessitate new stories.
Octuplets and septuplets will be the first in our species
to hear a story of the dogs and the cats, about being
part of a litter. We need a story for a child whose entire
first grade class, and soccer team, is comprised of sib-
lings. Children of post-menopausal pregnancy will
need a new story more fitting than that of “the acciden-
tal” late-born child of yesterday. Children of sperm and
egg donors will need a story. While today most parents
do not tell their children of the presence of donor DNA,
eventually it will not be optional. Perhaps these chil-
dren will be told a story about the racehorse, bred from
chosen samples of stud sperm. Lions represent a story
for children who are gestated by one woman, with an
egg from another and DNA from a third. As transgenic
egg donation from monkeys or cows finds its way into
human reproduction, stories for that technology too
will be needed.

But what story can one tell a clone? Already we
have noted that human cloning is unprecedented in the
natural history of mammals. Twins are the closest exist-
ing phenomenon, and they are separated by at most a
few years. The stories of parental roles in cloning in the
media are frightening in almost all cases. One has par-
ents replicating a child who has died early due to an
accident. Another has an infertile woman seeking a
genetic link to her recently deceased husband through a
clone from a tissue sample she happens to have lying
around. Still a third has the parent raising a clone of his
wife to realize his dream of seeing his wife as a child.
The point of discussing children’s stories is two-fold.
First, it is clear that whatever progress we make in
infertility technologies, an important part of realizing
the potential of such technology to satisfy the felt needs
of adults is an account of what the technology will
mean for the child. More, such family relationships are
heavily textured by their social and institutional histo-
ries. Being tolerant of new kinds of family will have to
begin with existing technologies and move out slowly
and experimentally toward the margins.

Second, our children’s stories—and the lack there-
of—evidence the cultural manifestations of methods of
satisfying parents” demands for children. The predomi-
nance of the story of birds and bees is symptomatic of

our cultural and institutional commitments to genetic
determinism, which in this case means our social faith
that what matters about blood relation and about relat-
edness itself, is programmed in, and received through,
the genes of parents. People get married, make babies,
and raise them in ways that seem normal to us because
of our history, the habits passed down through the last
three or four generations of western families. It is only
recently that we could consider the possibility of les-
bian or gay reproduction, or ponder the relative value
of different kinds of offspring or relatedness. So our
efforts to squeeze every case into a standard of devia-
tion from the normal model of birds and bees is merely
a kind of collective dissonance with forming new habits
about such an intimate matter. Moreover, we struggle in
our new technologies to restore the apparent equilibri-
um of the “classical” family; work to find technologies
that give us as much of the birds and bees as is possi-
ble. This is one reason why, for example, most couples
will use sperm injection rather than donor sperm. It is
simply assumed that it is better, more normal to have a
child that shares more identity with me. Thinking about
and emphasizing the role of children’s stories helps to
bring these two issues into focus.

Our habits in making our own families are only
part of the culture of reproduction. Parenthood is for
some purposes at the luxury of the community, and it is
more than idle platonic fantasy that children are raised
by the state. We have already noted that economics,
politics and theology play roles in how infertility is
understood and treated. The family is also only one
among many institutions that raises children. In fact,
when parents fail in a variety of tasks (from immuniza-
tion to feeding to education), they can lose their
parental rights, to be restored only at the discretion of
representatives of our democracy. The upstream mani-
festation of this public concern for the welfare of chil-
dren is manifest when, for example, it is argued that
children in general ought not be born clones, or that
research to clone humans is of a comparatively low pri-
ority in the existing array of choices for research spend-
ing. Even editors of scientific journals and newspapers
have a choice about what they will send out for review
and in what way they will publish findings about
cloning. The goal of examining culture is to square the
variety of contexts within which a tool comes to be with
the ends it is actually capable of achieving. Dewey calls
this the placing of means and ends in strict conjunction,
and points to the continuum between means and ends
for the purpose of seeing our social methods solve
social problems.

60 NYSBA Health Law Journal | Summer/Fall 2005 | Vol. 10 | No. 3



SPECIAL EDITION: SELECTED ToOPICS IN MEDICAL ETHICS AND BIOETHICS

Common Sense and Cloning

Common sense is the most misunderstood element
of pragmatism. The goal of pragmatism is not to skip
the difficult questions and move on to progress. As is
already apparent, in the present case pragmatism
unpacks the meaning of satisfying the complex and sit-
uated demands of a variety of people within a social
context. More though, pragmatism shows that ethical
evaluation of social problems requires that we take seri-
ously the challenges of science to social thought, and in
this respect cloning is clearly a paradigm case. Cloning
does not uniquely challenge what it is to make a child,
but it has called attention to the vast array of new tech-
nologies that make new kinds of families whose param-
eters and relationships are neither pre-given nor social-
ly sanctioned. It is insufficient to ask, as do most critics
of cloning, whether a child of cloning would be
deprived of a right to individuality (McGee & Wilmut
1998). No child has an open future, and even our curso-
ry examination of the changing history of parenthood
makes clear that it is not individuality but rather correct
forms of responsible relation that are our goal.12

I have not addressed, in this article, the tough or
exceptional cases. Richard Seed wants to make clones.
Greg Pence suggests the viability of cloning dead scien-
tists. A Korean clinic may soon make the “first” clone.
The tough cases are interesting, and many will ask
whether Seed should be stopped or Korea sanctioned.
But the pragmatic question is more important: what
institutions and arenas are right for situating the debate
about human cloning and its ken? Elsewhere I have
argued that the adoption procedure is a metaphor for
what is possible: regional, localized evaluation of candi-
dates for new procedures, accompanied by education
and tolerance of new kinds of families and reproduc-
tion (ibid). But other and more experimental methods
too may be called for. The claim of this article is that a
Deweyan, pragmatic approach to cloning demonstrates
the need to reconstruct the entire enterprise of making
children in the 21st century as a backdrop for debate
about human cloning. Once this is accomplished, we
can move beyond exceptional approaches to general
problems and develop new institutional and personal
habits for making and supporting families in the 21st
century.

Endnotes

1. His first son, Richard Seed Jr., had been “lost to him” in a
divorce, Seed commented in a public debate (against me) at
Northwestern University in 1998. Cloning would make it possi-
ble to make more of Richard, and his post-menopausal wife
would play Sara to these children.

2.

A LEXIS/NEXIS search of newspaper and major television and
magazine stories in 1997 containing both the words “clone” and
“philosopher” revealed more than 4,500 individual citations,
65% of which occured in March of that year.

In this essay I will not explicate the arguments made by classical
or contemporary scholars of pragmatism that bear on bioethics,
nor will I be starting up some kind of pragmatic machine to
solve the problem of cloning. Elsewhere I point out, following a
host of others (Hickman, Lachs, McDermott, Moreno), that prag-
matism is not “applied” in the ordinary sense of application of
acontextual or generic principles to problems (McGee 1994,
1997, 1998b), and that pragmatism neither respects an absolute
distinction between facts and values nor posits a need for uni-
versal moral norms (McGee, 1998a). I hope that I will be
excused too, for failing to give a full account of pragmatic
bioethics” history and scope, as my purpose here is only to
demonstrate the way in which a Deweyan reflection on cloning
manifests itself. It should be noted, as it has elsewhere by other
scholars, that contemporary scholars of pragmatism, such as
John Lachs, Richard Rorty, Cornell West and others have written
about social and medical problems and that each has empha-
sized different ingredients of the idea of pragmatism. However,
each and all of these scholars depend fundamentally on Dewey
and James to the extent that they embrace methodical pragma-
tism. It would be totally insufficient to describe pragmatism
without reference to the fundamental work of those two schol-
ars, as I noted elsewhere (McGee 1998f).

The argument regarding future generations receives a fuller
treatment in my recent essay with Ian Wilmut, “Cloning and the
Adoption Model” (McGee G. and Wilmut I. 1998).

How one defines a cellular clone is a matter of simple scientific
necessity. One must understand the meaning of moving DNA
from cell to cell, or species to species, in order to control analy-
sis of conditions and outcomes in the millions of experiments
that are conducted in that vein every year.

It is impossible even to establish the genetic similarity of Dolly
to its progenitor beyond checking a few patches of genetic code
in a few cells. Dolly’s status as a clone was confirmed in 1998 by
analysis of restriction fragment length polymorphisms in Dolly
and its dead progenitor ewe. However, the full sheep genome
has not yet been sequenced and it is not yet possible to compare
the complete genetic information in any two sheep cells. More-
over, Dolly is markedly morphologically different from its pro-
genitor ewe, some 20% larger by Wilmut’s own calculations. All
this goes to the point that while it is possible to draw inference
from our method and the morphological outcome of cloning, it
is not possible to confirm what a clone “is” using scientific
measurement. This is ironic given how easy it is to make a
clone, and emblematic of the degree to which our ability to
engineer outstrips our ability to measure the outcome.

When two mothers each give part of an egg, are both mothers?
If surrogate mothers do not donate DNA, are they mothers? If a
couple divorces, what role does each divorcee have in determin-
ing the use of frozen embryos they have previously made? If a
man dies, can he be a posthumous father? These and more diffi-
cult cases have led jurists and legislators to create exceptional
new laws about genetic relatedness (McGee 1998d).

This, too, is a need we might now use technologies to fulfill,
independent of our desire to reproduce.

True, a monozygotic twin breaks away from the original concep-
tus. But the time between the formation of a zygote and the
culling away of a twin is so slight as to imply the strong role of
fertilization in the twin’s origin as well.
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10. Toennies noted as early as 1957 that the desire to have sameness
in our children is a function of political assumptions about what
children are for, rather than some sort of normal human phe-
nomenon. Sociobiologists ignore both the myriad similar species
whose members do not all have genetic children, and the exten-
sive evidence that the human choice to reproduce is as much
informed by cultural and political drift as anything else.

11.  Perhaps octuplets.
12.  See, for example, Dena Davis, 1997.
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Three Stubborn Misconceptions About the Authority

of Health Care Agents

By Kathleen M. Burke, Alice Herb and Robert N. Swidler

New York’s Health Care Proxy Law empowers an
adult to appoint a health care agent to make treatment
decisions for the adult in the event the adult loses the
capacity to make such decisions personally.! Health care
providers and the public now have nearly 15 years” expe-
rience with the law, and it appears that the law been very
successful, in most respects. The process to create a health
care proxy has proven to be simple and easy to accom-
plish, and largely free of technical requirements that can
confuse the public or invalidate the document. Clinical
staff members are generally pleased and relieved when
patients or family members produce health care proxies,
because they clarify both who has decision-making
authority and the scope of that person’s authority. Finally,
there appear to have been very few examples of abuse or
misuse in connection with the creation or use of health
care proxies.

To be sure, problems occasionally arise relating to the
use of health care proxies. Probably the most common
problems stem from three misconceptions relating to the
authority of health care agents. It is the purpose of this
article to refute these three stubborn misconceptions:

Misconception 1: A health care agent cannot have access
to protected health information unless the patient signed a
HIPAA-compliant authorization.—This is wrong.

Misconception 2: A health care agent can consent to the
withdrawal or withholding of artificial nutrition and
hydration from a patient only if the patient authorized such
decision on the proxy form, or left other clear and convinc-
ing evidence that he or she would want artificial nutrition
and hydration withdrawn or withheld —This is wrong.

Misconception 3. A health care agent can override a
patient’s prior instructions to health care professionals, or a
patient’s advance directive—This is wrong.

1. Unnecessary Evil—Adding a HIPAA
Authorization to a Health Care Proxy

The first stubborn misconception is the notion that a
HIPAA authorization needs to be added to a health care
proxy in order to assure that patient’s agent will have
access to hospital or physician records.? This language, if
inserted into the proxy itself, could very well be damaging
to the interests of both those who have executed proxies
and those who plan to do so.

What can be harmful about adding a simple para-
graph about HIPAA to a health care proxy? Briefly stated:
At best, the authorization is redundant. At worst, it can
potentially delay, if not thwart, implementation of the
wishes of the patient and also cause confusion about the
validity of other proxies that do not contain HIPAA lan-
guage. In any event, as explained below, the agent has
ample authority to access protected health information
without a HIPAA authorization.

The Agent’s Authority to Access Information Under the
Health Care Proxy Law

Both the New York State Health Care Proxy (HCP)
law and federal HIPAA privacy regulations were devel-
oped for similar reasons: to protect patients and enhance
the exercise of their control—in one instance about med-
ical treatment decisions, in the other about the privacy of
their personal health information. Examining the HCP law
first, the most striking feature of the statute is its simplici-
ty and clarity. It provides that a person may designate
another to make decisions on his or her behalf when and
if he or she is unable to do so. The document require-
ments are few, and the principal (the individual who cre-
ates a HCP) may add additional directions to his or her
agent if desired. By statute, the agent must have access to
all necessary information in order to make an informed
decision for the principal. Indeed, Section 2982 of the
proxy law, under “Rights and duties of agent,” explicitly
states:

3. Notwithstanding any law to the con-
trary, the agent shall have the right to
receive medical information and medical
and clinical records necessary to make
informed decisions regarding the princi-
pal’s health care.3

The NYS Department of Health (DOH) provides
online a simple HCP form, understandable instructions
and commonly asked questions and answers about the
statute and the process.* In answer to a FAQ, the DOH
states:

All hospitals, nursing homes, doctors and
other health care providers are legally
required to provide your health care
agent with the same information that
would be provided to you and to honor
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the decisions by your agent as if they
were made by you. . ..”>

Moreover, the DOH model HCP form has not been
changed to reference the HIPAA regulations even though
it has been modified more than once since the promulga-
tion of those regulations. DOH’s omission of any HIPAA
language in the suggested form—or even in the FAQs
material—underscores that in DOH’s view no HIPAA lan-
guage is needed for the agent to have full access.

The Agent’s Authority to Access Information Under
HIPAA

Although the HCP law does not reference HIPAA pri-
vacy regulations, those regulations specifically require the
“covered entity” (i.e., the provider) to give the principal
access to medical information. Moreover, the regulations
go on to mandate that the “personal representative” be
treated as if he or she were the individual .6 With respect to
adults and emancipated minors who lack capacity, HIPAA
regulations define “personal representative” as follows:

(2) Implementation specification: adults
and emancipated minors. If under appli-
cable law a person has authority to act on
behalf of an individual who is an adult or
an emancipated minor in making deci-
sions related to health care, a covered
entity must treat such person as a per-
sonal representative under this subchap-
ter, with respect to protected health infor-
mation relevant to such personal
representation.”

Accordingly, for purposes of HIPAA an agent is the
patient’s personal representative.

Furthermore, the Department of Health and Human
Services deals directly with this issue in its FAQs.
Answers to questions 30 and 958 clearly state that the
HIPAA Privacy Rule does not affect the way health care
representatives are designated nor prevents their access to
medical records.? In other words, there is no limitation on
the authority of the agent other than that specified by the
principal. The agent is authorized to obtain all medical
information about the principal. The agent “stands in the
shoes” of the principal and has authority to make deci-
sions and access all information.

Mougiannis: HIPAA Authorization Unnecessary

In re Mougiannis v. North Shore-Long Island Jewish
Health Systems, Inc.10 is the the only relevant New York
State precedent. The court held that HIPAA authorization
is not necessary to enable a health care agent to have

access to the principal’s medical information, Judge
LaMarca rested his decision on Section 2982(3) stating:
“...8§2982(3) makes the right of a health care agent to
medical information clear.” The court concluded that the
“health care proxy, is deemed a ‘qualified person” for the
purpose of rquesting access to the subject’s health care
information.”

Proxies with HIPAA Authorizations—
An Unnecessary Evil

Since both HIPAA and the HCP law are quite specific
about the rights of an agent to access all medical informa-
tion, the question that remains unanswered is the original
one, i.e., how can adding HIPAA authorization language
harm the client? But the more appropriate question would
be why would attorneys want to append additional lan-
guage—language that is at once superfluous and can
inadvertently sabotage and complicate the process? It
should be remembered that HCPs are documents read by
non-lawyers—physicians, nurses, etc.—people for whom
the familiar form allows them to quickly identify the
agent and spot any optional directions. Unnecessary lan-
guage can confuse, delay or deny the exercise of the prin-
cipal’s rights.! Also, what if a change in HIPAA law, regu-
lation or practice affects the acceptable wording of a
patient’s consent? A HIPAA release form is typically pre-
pared at the time of a patient’s visit or hospitalization and,
thus, is presumably current with the law. However, an
HCP is often prepared years ahead of the time when the
principal’s illness and incapacity requires its implementa-
tion.

The simplicity of the DOH HCP form reflects a com-
pelling public policy goal: to make it easy for anyone,
even someone in distress, to execute an HCP, so that in the
event of incapacity an authorized agent would be avail-
able to make decisions. In fact, the instructions even say
that an attorney is not needed. Attempting to “improve”
on the form, therefore, is unnecessarily complicating, not
protective of the principal. Indeed, it could harm the prin-
cipal—and defeat the very purpose of the document. If
the attorney’s rationale for including an authorization is a
concern that an uninformed clerk in a record room or in
an otherwise non-clinical setting can deny access, pander-
ing to such ignorance only compounds the problem and
encourages it. It would be far better to demonstrate with
DOH model forms in hand that the agent is entitled to
such records and report the refusal to supervisory staff.
Attorneys have the obligation to correct a misconception
rather than perpetuate it.

For the larger community, it would behoove attorneys
to be aware that grafting unnecessary HIPAA language on
to an HCP form could lead those unfamiliar with the law
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and regulatory interpretation to reject a valid HCP as ille-
gal. Attorneys must avoid creating proxies that become a
source of confusion or misinterpretation. Professional
ethics demands this.

2. Health Care Agent Decisions Regarding
Artificial Nutrition and Hydration

Another stubborn misconception that repeatedly
needs to be refuted is the view that a health care agent can
consent to the withdrawal or withholding of nutrition and
hydration only if the patient provided written authoriza-
tion for such decision on the proxy form, or if there is
clear and convincing evidence that the patient would
want artificial nutrition and hydration withdrawn or
withheld. This view is inconsistent with the language of
the statute, with its legislative history, and with official
interpretive guidelines.

The Language of the Statute. PHL § 2982 governs the
rights and duties of health care agents. It begins by pro-
viding that the agent has the authority to make any deci-
sion the principal could make, subject to any express limi-
tations in the health care proxy. It then sets forth the
following decision-making standard for agents:

2. Decision-making standard. . . . the
agent shall make health care decisions:
(a) in accordance with the principal’s
wishes, including the principal’s religious
and moral beliefs; or (b) if the principal’s
wishes are not reasonably known and
cannot with reasonable diligence be
ascertained, in accordance with the prin-
cipal’s best interests; provided, however,
that if the principal’s wishes regarding the
administration of artificial nutrition and
hydration are not reasonably known and can-
not with reasonable diligence be ascertained,
the agent shall not have the authority to make
decisions regarding these measures.

Elsewhere, the statute sets forth a model health care
proxy form which may be used, but is not mandatory. The
model form carries this statement:

NOTE: . . . Unless your agent knows
your wishes about artificial nutrition and
hydration, your agent will not have the
authority to decide about artificial nutri-
tion and hydration. If you choose to state
instructions, wishes or limits, please do
so below: . . .12

Obviously, the statute singles out decisions about arti-
ficial nutrition and hydration, and imposes a special

restriction on agents with respect to such decisions, i.e.:
the agent cannot direct the withdrawal of artificial nutri-
tion and hydration if the principal’s wishes “are not rea-
sonably known and cannot with reasonable diligence be
ascertained.” In other words, the agent cannot base a deci-
sion to withdraw artificial nutrition and hydration on the
agent’s assessment of the principal’s best interests. But the
agent can make the decision if it is based on patient’s
wishes that are “reasonably known” or that can “with rea-
sonable diligence be ascertained.”

Nothing in the Health Care Proxy Law states that the
principal’s wishes about artificial nutrition and hydration
must be written on the proxy form. The above-mentioned
notice in the model form regarding artificial nutrition and
hydration is an accurate and helpful statement of the
requirement that such wishes must be reasonably known.
It is not a cryptic way of warning persons that they must
fill in the blank or they will disempower their agent.

Nor does anything in the statute state that there must
be “clear and convincing evidence” of the principal’s
wishes in order for an agent to make a decision about arti-
ficial nutrition and hydration. On the contrary, the statute
explicitly imposes a lesser evidentiary standard: the prin-
cipal’s wishes need only be “reasonably known” or be
ascertainable “with reasonable diligence.” The notion that
a clear and convincing evidence standard applies to agent
decisions about artificial nutrition and hydration presum-
ably is drawn from the Court of Appeals decisions, In re
Storar,13 and In re Westchester County Medical Center
[O’Connor].1* In those cases, the court held that life-sus-
taining treatment can be withdrawn or withheld from
patients who lack capacity only if there is clear and con-
vincing evidence that the patient would want the treat-
ment withdrawn or withheld under the circumstances.
Indeed, that principle still applies, except where, and to
the extent the legislature has supplanted it with a different
standard—as it did in the Health Care Proxy Law.

Thus, if the Health Care Proxy Law had simply pro-
vided that health care agents do not have authority to
make decisions about artificial nutrition and hydration,
then the Storar/O’Connor clear and convincing evidence
standard would apply to such decisions. But the Health
Care Proxy Law did not do that. Rather, it provided: (1)
that agents have the authority to make any decision the
principal could make—including decisions about artificial
nutrition and hydration; (2) that in general, health care
decisions by an agent must be based on the principal’s
reasonably known or ascertainable wishes or, absent such
wishes, on the principal’s best interest; but (3) that deci-
sions to withdraw artificial nutrition and hydration can be
made by an agent only if based on the principal’s reason-
ably known or ascertainable wishes.
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The Legislative History

It should not be necessary to review the legislative
history of the Health Care Proxy Law’s decision-making
standard; its meaning is clear from its plain language. In
any event, the legislative history firmly supports the
authority of an agent to make decisions about artificial
nutrition and hydration based on the patient’s wishes,
without the need for authorization in the form, and with-
out clear and convincing evidence.

The Health Care Proxy Law is based on a 1987 pro-
posal by the New York State Task Force on Life and the
Law.1> The Task Force’s proposal, and the initial gover-
nor’s program bill based on the proposal, included a deci-
sion-making standard for agents that did not single out
decisions about artificial nutrition and hydration for spe-
cial treatment.16

However, the Senate was reluctant to pass the bill
unless it was revised to address concerns identified by the
NYS Catholic Conference, an influential advocacy organi-
zation. The Conference, then represented by its Executive
Director J. Alan Davitt, expressed general reservations
about empowering agents to authorize the withdrawal of
artificial nutrition. But the Conference was particularly
critical of the notion that the withdrawal of artificial nutri-
tion and hydration could ever be in a patient’s “best inter-
ests.” Discussions toward the end-of-session in 1990
between officials from the governor’s office, the NYS
Health Department and the Conference led to a proposed
compromise: to eliminate the authority of agents to base
such decisions on the patient’s best interests. That com-
promise proposal did not include any amendment to the
evidentiary standard applicable to decisions based on
patient wishes; the general “reasonably known” standard
would remain applicable to all such decisions.”

The Senate and Assembly sponsors made the pro-
posed change, and reintroduced the bill. On July 22, 1990,
the legislature passed the bill. The governor’s approval
message addressed the artificial nutrition and hydration
decision-making standard, stating as follows:

Special safeguards apply to decisions
about artificial nutrition and hydration: A
health care agent can decide against the
provision of such measures only when
the decision reflects the patient’s reason-
ably known wishes.18

The Health Care Proxy Law became effective January
18, 1991.
Post-Enactment Guidelines

Official guidelines and other authoritative materials
confirm that an agent does not need written instructions

on the proxy form, or other clear and convincing evidence
of a patient’s wishes in order to direct the withdrawal of
artificial nutrition and hydration.

e The Health Care Proxy Form and Instructions:1
The NYS Department of Health Web site carries a
model health care proxy form and instructions that
provides this information about the decisions relat-
ing to nutrition and hydration:

About the Health Care Proxy Form: . . . Unless
your agent reasonably knows your wishes about
artificial nutrition and hydration (nourishment
and water provided by a feeding tube or intra-
venous line) he or she will not be allowed to
refuse or consent to those measures for you . . . 20

Frequently Asked Questions . . . What decision
can my agent make? . . . [Y]our agent can only
make decisions about artificial nutrition and
hydration (nourishment and water provided by
feeding tube or intravenous line) if he or she
knows your wishes from what you have said or what
you have written . . 21

Health Care Proxy: . . . In order for your agent to
make health care decisions for you about artificial
nutrition and hydration (nourishment and water
provided by feeding tube or intravenous line),
your agent must reasonably know your wishes. You
can either tell your agent what your wishes are or
include them in this section. See instructions for
sample language that you could use if you choose
to include your wishes on this form, including
your wishes about artificial nutrition and hydra-
tion.22

e The Health Care Proxy Law: A Guideline For Pro-
fessionals (January 1991)—This is a guidebook pre-
pared by the New York State Department of Health
and the New York State Task Force on Life and the
Law, in consultation with various health care organ-
izations. It provides these two relevant Q & A’s:

Q: Must the agent have “clear and convincing
evidence” of the patient’s wishes in order to
consent to withdraw or withhold life-sustain-
ing treatment?

A: No. Reasonable knowledge of the patient’s
wishes is sufficient. In addition, if no such
evidence is available, the agent can consent to
forgo life-sustaining treatment if he or she
makes a good faith judgment that forgoing
treatment is in the patient’s best interests,
except for a decision about artificial nutrition
and hydration. To decide about artificial
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nutrition and hydration, the agent must have
reasonable knowledge of the patient’s wishes.

Q: Must evidence of the patient’s wishes about
artificial nutrition and hydration be written
on the proxy form?

A: No. There is no requirement that this evi-
dence be written on the proxy form or else-
where. The agent’s knowledge can be based
on prior oral statements by the patient and
knowledge of the patient’s religious, moral
and personal belief about health care.2?

® Miller Analysis. Shortly after the law’s enactment,
Tracy E. Miller, who was Executive Director of the
Task Force on Life and the Law and was closely
involved in both the law’s development and enact-
ment, wrote a comprehensive analysis of the law
for the New York Law Journal 24 She explained:

An agent can only decide about artificial
nutrition and hydration based on knowl-
edge of the patient’s wishes. Clear and
convincing evidence is not required; the
law expressly displaces that standard by
allowing decisions based on reasonable
knowledge of the patient’s wishes. The
patient’s wishes about artificial nutrition
and hydration may, but need not, be set
forth in writing.

Relevant Case Law

There appears to be only one lower court decision
that specifically addresses the evidentiary standard for an
agent’s decision to withdraw artificial nutrition and
hydration. In Berenstein v. Simonson,? the daughter and
health care agent of an 86-year-old woman with advanced
heart disease and advanced Alzheimer’s Disease, directed
hospital staff not to surgically insert a feeding tube into
her mother’s stomach. The patient’s sister petitioned the
court to override the daughter/health care agent’s deci-
sion, alleging that the daughter’s decision was contrary to
her mother’s orthodox Jewish beliefs. After an emergency
hearing, the court granted the petition. On the evidentiary
point, it stated:

Mrs. Kahan left no written instructions in
said Health Care Proxy regarding the
administration of artificial nutrition and
hydration, and it is conceded that her
wishes in that regard are not reasonably
known and cannot with reasonable dili-
gence be ascertained. There is surely no
“clear and convincing” evidence on this
specific issue. (see In the Matter of Westch-

ester County Med.Center [O’Connor],
supra). Under these circumstances, the
Court finds that, pursuant to Public
Health Law Section 2982(2)(b), respon-
dent Joan Simonson, is without authority
to make decisions about artificial nutri-
tion and hydration for her mother, Lee
Kahan.

The decision is troubling in a number of respects.
Once the court found that the patient’s wishes were not
reasonably known and could not with reasonable dili-
gence be ascertained, that finding provided a legally suffi-
cient basis to cancel the agent’s decision. Unfortunately,
the court contributed to confusion about the applicable
standard by referring to the absence of a writing and,
especially, by alluding to the absence of clear and convinc-
ing evidence of the patient’s wishes. Certainly attorneys
should not conclude from the lower court’s dicta and
superfluous findings that an agent’s decision regarding
nutrition and hydration requires a writing or clear and
convincing evidence.?6

3. The Authority of Agents to Override the
Decisions of Principals

The third misconception is that a health care agent
can override a principal’s prior instructions to health care
professionals, or a principal’s advance directive. An agent
cannot do so.

N.Y. PHL § 2982 (Rights and duties of agent) gives the
agent the authority to make “any and all health care deci-
sions on the principal’s behalf that the principal could
make.” However, it immediately thereafter provides that:

[TThe agent shall make health care deci-
sions . . . in accordance with the princi-
pal’s wishes, including the principal’s
religious and moral beliefs.26

This provision reflects the core purpose of creating a
health care proxy: to extend patient autonomy beyond the
loss of decision-making capacity. Health care agents are
appointed to advance the wishes and values of the
patient; not to disregard them and substitute their own
wishes and values.

Accordingly, in a situation where the principal, prior
to losing capacity issued explicit instructions regarding a
treatment decision, and there are no exceptional factors
(such as those discussed further below) the agent who
seeks to override the principal’s decision is violating the
law’s decision-making standard.

Moreover, Section 2989.2 confirms that the principal’s
prior decision is paramount:
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2989.2. Nothing in this article creates,
expands, diminishes, impairs or super-
sedes any authority that a principal may
have under law to make or express deci-
sions, wishes or instructions regarding
health care, including decisions about
life-sustaining treatment, whether or not
expressed in a health care proxy.

The clause confirms that a patient who, while compe-
tent, issued unequivocal instructions regarding treatment
has already provided legally sufficient consent to the pro-
vision or to the withdrawal/withholding of treatment.
Under such circumstances, there is no need, from a purely
legal standpoint, to seek a redundant second decision
from the health care agent.

Of course, medical staff routinely and understandably
consult with, and even seek consent from health care
agents, even when the staff may already possess the
patient’s specific prior decision. That practice is respectful,
considerate, and usually advisable from a risk manage-
ment and customer service perspective. But the fact is, a
definitive prior decision by the patient is a sufficient legal
basis for staff to act.

Accordingly, where the patient has made an unequiv-
ocal prior decision, it is not legally necessary to seek the
agent’s subsequent, redundant decision. But if it is sought,
or if the agent unilaterally makes such treatment decision,
the agent is required by law to make the decision that
reflects the principal’s wishes, namely, the prior decision.

For example, consider a hospital patient with deci-
sional capacity who firmly tells his physician, “I do not
want any more dialysis, even if it means I will die.” If and
when the patient loses capacity, the agent will acquire the
authority to make decisions for the patient. Even so, the
hospital need not seek a decision by the agent regarding
withholding dialysis—it already has the patient’s instruc-
tions, and absent exceptional circumstances, the hospital is
bound to honor those instructions. But in the event the
hospital did seek a decision from the agent regarding dial-
ysis, or in the event the agent asserted a decision-making
role, the agent would be obligated to make such decision
“in accordance with the principal’s wishes, including the
principal’s religious and moral beliefs.” In this example,
that would necessarily mean a decision to withhold dialy-
sis.

A similar analysis applies where the principal left an
unequivocal written advance directive, e.g., “in the event I
lose decisional capacity and my physician determines that
there is no reasonable hope that I will recover it, I direct
that my physician discontinue my dialysis treatments,
even if it means I will die.” Later, if the patient loses

capacity and the physician makes the required determina-
tion, the hospital does not need to seek the agent’s deci-
sion to discontinue dialysis. If it did seek a decision, the
agent would be obligated to consent to discontinuing dial-
ysis.

A variety of exceptional circumstances would change
this analysis. For example, the physician and hospital
might accept an agent’s decision that was contrary to the
patient’s prior instructions if there was evidence that:

¢ the patient never actually made the statement, or
wrote the document, that he or she was alleged to
have stated or written;

¢ the patient lacked capacity at the time he or she
gave the prior instructions;

¢ the patient’s instructions were vague or ambiguous;

¢ the patient’s instructions were made so long ago, or
under such different circumstances, as to call into
question their currency or applicability;

e the patient issued subsequent instructions that
superseded the earlier instructions; or

e the patient subsequently revoked his or her prior
instructions.

If a health care agent alleges any of the foregoing
exceptional circumstances, the hospital would need to
examine such allegations carefully and see if they provide
a basis to set aside the patient’s instructions, or to refer the
matter to court. The provider should not allow a health
care agent to override a patient’s firm, clear decision
based on allegations that are patently pretext or fabricat-
ed.

In instances where it is clear that the agent is violating
his or her obligation to speak for the patient, the hospital
and physician still face a complex question of legal proce-
dure with significant ethical overtones: can the provider
simply disregard the agent’s ultra vires decision and carry
out the patient’s decision—leaving it to the agent to go to
court for injunctive relief if he or she feels so motivated?
Or must the provider bear the burden of seeking a court
decision before defying the agent?

The Health Care Proxy Law has three provisions that
are pertinent here. Section 2984 Provider Obligations, sub-
section 2, provides that:

A health care provider shall comply with
health care decisions made by an agent in
good faith under a health care proxy to
the same extent as if such decisions had
been made by the principal, subject to
any limitations in the health care proxy
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and pursuant to the provisions of [§
2983.5].28

Section 2986—Immunity provides that:

No health care provider or employee
thereof shall be subjected to criminal or
civil liability, or be deemed to have
engaged in unprofessional conduct, for
honoring in good faith a health care deci-
sion by an agent, or for other actions
taken in good faith pursuant to this arti-
cle.

Finally, section 2992 authorizes the provider or others
to commence a special court proceeding to, among other
issues:

override the agent’s decision about
health care treatment on the grounds that
(a) the decision was made in bad faith or
(b) the decision is not in accordance with
the standards set forth in [PHL § 2982—
the decision-making standard].

Viewed together, these provisions indicate that a
provider, faced with a decision by an agent that is con-
trary to a patient’s decision, could commence a special
proceeding to override the decision, and abide by whatev-
er the court decides.?? But that is an option, not a man-
date.

On the other hand, it is less clear that the provider
could simply comply with the agent’s decision pursuant
to section 2984 and still expect the immunity under sec-
tion 2986. The provider’s duty and immunity only extend
to complying with decisions made by the agent “in good
faith.” If the provider knows that the agent is violating the
decision-making standard, and informs the agent regard-
ing his or her obligations, there is a strong case that the
agent’s insistence upon a decision in defiance of the stan-
dard is not a decision made by the agent “in good faith.”

A third option for the provider is to inform the agent
that it intends to carry out the patient’s decision, and
leave it to the agent to commence a proceeding if the
agent so wishes. The provider who takes this course
assumes some risk that a court or regulator will find that
it has violated the provider’s obligation to comply with an
agent’s decision under section 2984. In a case where it is
clear that the provider is disregarding the agent’s decision
in order to give effect to the patient’s paramount decision,
the provider should avoid civil or regulatory liability. In
fact, it should even be able to avail itself of immunity
under section 2986, which gives it immunity for “actions
taken in good faith pursuant to this article.”

Of course, shifting the burden of commencing a court
proceeding to the agent could impose a substantial hard-
ship on the agent—the party that is probably less able to
bear that burden, both from a cost and knowledge/experi-
ence standpoint. Moreover, in a situation where the
provider intends to carry out the patient’s wish to with-
draw or withhold treatment, its action may be irrevocable
before the agent can place the matter before the court.

Accordingly, providers faced with an agent who is
seeking to override a patient’s unequivocal prior decision
must consider various factors in deciding whether to com-
mence a proceeding or simply disregard the agent and
implement the patient’s decision. On one end of the spec-
trum is the case where the patient’s decision was recent,
absolutely clear and unequivocal, and reasonable under
the circumstances; where the agent’s rationale for overrid-
ing the patient’s decision is basically “because I say so”;
and where the agent will have sufficient time to seek a
court order to restrain the provider’s action if he or she
decides to do so (for example, where a feeding tube is
withdrawn). In such case, the provider should feel secure
in notifying the agent that it intends to disregard his or
her decision and carry out the patient’s decision.

However, as those elements weaken—e.g., in a case
where the patient’s decision is less recent or clear; where
the agent’s rationale is more plausible (“Dad told me he
changed his mind”); and where the provider’s action
might become irrevocable before the agent could contest it
(for example, where mechanical ventilation is discontin-
ued)—it becomes more advisable and prudent for the
provider to commence the court proceeding.

Another article in this edition addresses other legal,
clinical, and institutional concerns that arise when family
members attempt to override the clear decisions of
patients.30

Endnotes

1.  N.Y. Public Health Law (PHL) Article 29-C, L..1990, Ch. 752. Under
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others, pursuant to a HIPAA-compliant authorization from the
individual; or (iv) for other limited and specified purposes. 45 CFR
§ 164.502(a).

PHL § 2982.3.

4. NYS Department of Health, Health Care Proxy: Appointing Your
Health Care Agent in New York State (2005), available at http:/ / www.
health.state.ny.us/nysdoh/hospital /healthcareproxy/1430.pdf.
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Family Caregivers Out in the Cold:
HIPAA's Chilling Effect on Communication

By Carol Levine

The Health Insurance Portability and Accountabili-
ty Act (Pub. L. No. 104-191) (HIPAA) seems to be work-
ing well enough—unless you are one of the nation’s 27
million or more family caregivers who provide unpaid
care to elderly, ill, or disabled friends or relatives. Here
are some examples, culled and anonymized from per-
sonal communications:

e In Florida, Ms. A. left her infirm husband with
Alzheimer’s disease in the care of friends and neigh-
bors when she went away for a few days. Mr. A man-
aged to slip away, drove 80 miles to an estranged
daughter’s home, and demanded she take him in. The
daughter had him “Baker-Acted” (the Florida term for
involuntary commitment). When Ms. A. arrived on
the scene, the facility holding her husband refused to
give her any information about his condition. Yet they
willingly discharged him to her care after the term of
the Baker Act ran out.

* Ms. B’s mother, who suffers from dementia, is in a
nursing home in Delaware. Mother’s primary care
physician left the area but she did not remember who
replaced him. When Ms. B. asked the staff about her
mother’s medications, she was told that HIPAA pre-
vented them from telling her the name of the new
physician.

* Ms. C, from Virginia, tried to facilitate her mother-in-
law’s adjustment to nursing home placement by ask-
ing staff which residents would be most likely to wel-
come her into their tightly closed meal groupings. The
staff refused to discuss lunch seating because it would,
they said, violate HIPAA.

e [n upstate New York, Mr. D, a case manager in a
social service agency, provided critical information to a
hospital about a client with Parkinson’s disease who
had been brought there in an emergency. Yet when he
called the next day to find out about his client’s condi-
tion, he was told that he had no right to know.

Two and a half years after its implementation,
HIPAA appears to have fallen off the major list of com-
plaints about health care regulation. Intended to protect
the privacy of health records from marketers, employ-
ers, the media, and nosy strangers, and to facilitate
communication among health care providers with legit-
imate needs for patient information, HIPAA has been

integrated—slowly and at times grudgingly—into rou-
tine medical practice.!

Assuming that they understand their rights under
HIPAA, which is by no means certain given the legalis-
tic language in which most notices are written, patients
have benefited from the law.2 They can get a free report
once a year on when and why their health information
was shared and ask to be reached somewhere other
than home and by a mailed envelope rather than a post-
card. They can file a complaint if they believe their
information was used or shared in a prohibited way.
Probably the most important benefit has come from the
general increase in staff awareness about protecting
confidentiality, including the common breaches that
occur in casual conversation.

“[FJor family caregivers HIPAA continues
to be nothing but trouble. It fits into
the unhappy category of a Law of
Unintended Consequences.”

However, for family caregivers HIPAA continues to
be nothing but trouble. It fits into the unhappy category
of a Law of Unintended Consequences. As a result of
flawed interpretation of the Privacy Rule (45 C.ER.
164.510[b]), which implements HIPAA, many family
caregivers cannot get information about their relative’s
condition and care from health care providers without
encountering rebuffs and resistance. Yet these care-
givers provide 80 to 90% of all the long-term care in the
country and are increasingly responsible for complex
home medical management, including all forms of
medication administration, equipment monitoring, and
pain and symptom control.? Patient advocates who are
trying to help the ill person access and coordinate serv-
ices are experiencing the same problem. “I can’t tell you
because of HIPAA,” is a typical response to any inquiry,
no matter how ordinary. Even in situations in which it
is important to inform the family about aspects of the
client’s care or condition, such as Alzheimer’s disease in
which competence is diminished, staff believe that
HIPAA requires the client’s permission to contact fami-
ly caregivers.
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This is both a misreading of the law and a serious
threat to quality care. As interpreted by the Department
of Health and Human Services” Office of Civil Rights
(OCR), the compliance agency for HIPAA, “HIPAA
does not cut off all communications between
providers and the families and friends of patients”
(bold in original).* This May 2004 “Dear Health Care
Provider letter” says that, “Doctors and other providers
covered by HIPAA can share needed information with
family, friends—or even with anyone a patient identi-
fies as involved in his or her care—as long as the
patient does not object. . . . Even if the patient is inca-
pacitated, a provider can share appropriate information
... if he believes it is in the best interests of the
patient.” The letter refers providers to the OCR Web site
for more information.>

Misunderstanding persists, however, as the General
Accountability Office (GAO) found in its September
2004 review of the first year’s experience with HIPPA
by health care plans, providers and staff (“covered enti-
ties” in HIPAA-speak). The GAO found that although
implementation had gone “more smoothly than expect-
ed,” difficulties remain for public health monitoring,
research, and patient advocacy.¢ The GAO found that,
“Providers and health plans that are uncertain or misin-
formed about their privacy responsibilities have often
responded with an overly guarded approach to disclos-
ing information, resulting in procedures that may be more
protective of the organization than necessary to ensure com-
pliance with the Privacy Rule” (italics added).”

The report specifically mentioned problems report-
ed by organizations representing families and patient
advocates. “Where the rule permits discretion, some
covered entities have taken a strict approach to patient
authorization requirements, requiring any adult calling
on behalf of another adult to obtain an authorization
form signed by the patient.” According to the report,
one health plan required 10,000 separate authorizations
in a year.8

How widespread is this problem? Unfortunately,
there has been no systematic survey of family care-
givers and patient advocates on this issue, and they are
not likely to report their individual difficulties to OCR.
It is not even clear if the agency’s complaint form,
intended to document unauthorized sharing of patients
health information, would accommodate caregivers’
grievances about unjustified withholding of informa-
tion. But the OCR letter, the GAO report, along with
anecdotal accounts? indicates that further inquiry and
some corrective actions are warranted.

7

None of the official communications give any
specifics about what family caregivers are actually
experiencing. The examples cited earlier were culled
from an admittedly nonscientific and informal survey
of conference attendees, phone inquiries, and e-mails.
These lapses from good clinical practice do not protect
patients from unwarranted invasions of privacy. They
do jeopardize good patient care and make family care-
givers’ jobs harder. Family caregivers need information
and support, not a cold shoulder.10

From a nursing perspective, Kumekawa asserts,
“When individuals or institutions are afraid to rely on
common sense, experience, and good judgment because
they may be fined or jailed for an ‘incorrect” response,
or when they “play by the rules’ so rigidly that the pur-
pose of their mission is forgotten, the outcome can be
distressing.”11 Describing this perspective from a legal
viewpoint, Senska says, “Health care administrators
and lawyers have coined the term “HIPAA Scare.””12
“The HIPAA Scare has prompted covered entities to
engage in behaviors that thwart the ability of people to
care for their loved ones. . . . If providers possessed a
more thorough understanding of the Privacy Rule, sure-
ly they would not fear sharing information with people
intimately involved with and legitimately interested in
the patient’s care and overall health.” Fear of legal lia-
bility is at the root of much of this behavior, but Senska
says, “Despite the overarching privacy thrust of the
HIPAA regulations, a provider has a great deal of lati-
tude when determining disclosures to patient represen-
tatives, and as long as such disclosures are made with
reasonable professional judgment and in the patient’s
best interests, there should be no resulting liability.”13

Part of the problem stems from a misreading of
HIPAA but part of it stems from the law itself. HIPAA
envisions an adult patient in complete control of deci-
sion-making, not an elderly patient who is confused or
demented. Jeffrey Nichols, a New York geriatrician,
believes that, “basically HIPAA runs in direct contradic-
tion to all the principles of good geriatric care, which
attempt to see disease in the context of the whole
patient.” In his practice he tells patients who he will be
sharing information with and allows them to object; so
far, no one ever has (personal communication, February
5, 2005).

Why has HIPAA been so zealously embraced? Part-
ly, it seems, because the extensive training that preced-
ed its introduction focused heavily on compliance and
the stiff fines and criminal penalties for violations.
Many health care providers now apparently feel it is
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simply safer to say “no” or “prove it” than to use the
professional judgment that the law provides. With the
institution’s interests uppermost in their minds, many
attorneys have reinforced this fear. Certainly there are
rare situations, memorable for their unpleasantness,
when squabbling siblings, vengeful ex-spouses, or
greedy relatives seek information without justification.
There are also cases, for example, in psychiatric and
dementia care, where patients are reluctant to share
information with their families. These require clinical
discretion and negotiation.14 Dilemmas also arise when
a sexual partner is reluctant to disclose his or her sexu-
ally transmitted disease to others who may be at risk. If
unresolvable, this situation becomes a matter for public
health authorities. The majority of family caregivers,
however, are just trying—under difficult circum-
stances—to take care of their relative or friend who
needs their care and who has no objection—indeed,
who affirmatively wants—information shared with
them.

Another reason for HIPAA’s misuse is that it fits
neatly into an already well established pattern of keep-
ing family caregivers at arm’s length.15 From the view-
point of many providers, families cause trouble. They
are emotional and not “objective.” A law that limits
sharing information offers a convenient rationale.
Providers sometimes claim that only “next of kin” are
entitled to information. This term has no legal standing
and does not fit many of today’s multicultural and mul-
tilayered family structures. Some states do have priority
lists of relatives who can make end-of-life decisions for
an incompetent patient; others, such as New York, do
not. Even where these lists exist, they should be only a
starting point for determining who best knows the
patient and can best represent his or her interests. They
are not intended to govern ordinary, day-to-day conver-
sations about a patient’s care. When they are used in
court proceedings, as in the Schiavo case, it is generally
a sign that irreconcilable conflict exists.

Janlori Goldman, director of the Health Privacy
Project, which advocated for a strong HIPAA law, said,
“The law sets the basic standard of presuming that
health care providers can communicate with a patient’s
family unless the patient objects. If a hospital or nursing
home has more restrictive policies, it should not be
pointing to the HIPAA Privacy Rule” (personal commu-
nication, January 26, 2005). “Unless the patient objects”
is often turned into “unless the patient consents,”
requiring the patient to take an affirmative action.
While recognizing that family members whose relative

is undergoing surgery experience anxiety, a study of
waiting room practices concludes, “To satisfy HIPAA
privacy regulations, the staff and physicians talking to
family members in the waiting room will need to know
if the patient has agreed to the release of information.”16
Presumably, if the patient has not done so, the family
will not be given any information.

Family caregivers who have discussed how to share
information with the patient’s regular providers have
generally found a workable arrangement. But very ill
people often have many providers and new ones fre-
quently come and go. Getting a written authorization
from the patient for each encounter is an unwieldy and
burdensome requirement, especially when there is more
than one caregiver and many providers. Some advo-
cates are urging clients to add a privacy authorization
clause to their health care proxy, even though it is not
legally required. The Alzheimer’s Association of New
York City, for example, recommends the following to be
added to the New York State proxy form: “I also grant
authority and power to my agent(s) to serve as personal
representatives for all purposes of . . . (HIPAA). My
agent is authorized to execute any and all releases and
other documents necessary in order to obtain disclosure
of my patient records and other medical information
subject to and protected by HIPAA” (]J. Levine, personal
communication, January 5, 2005).

Even if the consequences of HIPAA were unintend-
ed, they are no less serious. Given the lack of data,
some systematic research is needed to determine when
HIPAA is invoked, by whom, under what conditions,
and with what consequences.

Some reeducation of health care providers is in
order, especially with administrative and front-line staff
who are often the gatekeepers to information and access
to physicians. A more balanced view of HIPAA and
family caregivers should be a topic on conference and
workshop agendas to balance the fear of liability that
was induced in earlier trainings. Providers who have
negotiated a balance between protecting patient privacy
and sharing needed information with family caregivers
should be encouraged to present their experiences in
journals and professional settings, such as grand
rounds.

Privacy and communication are both important val-
ues, and sometimes they do come into conflict. But they
should not be forced into opposition where no conflict
exists.
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When a Patient’s Prior Decision to Forgo Treatment
Conflicts with a Family’s Current Insistence that

Treatment Be Provided
By Robert N. Swidler

In hospitals and nursing homes, variations of this
uncomfortable situation arise from time to time:

Patient is a 79-year-old man who was
brought to the hospital by ambulance after
a massive, second heart attack. He was sta-
bilized, placed on a ventilator and admitted.
The patient, a smoker, had several co-mor-
bidities, including emphysema, diabetes
and, in a new development, partial kidney
failure. It quickly became clear to his
attending physician and staff that he was
dying. Still, as of Day 2 he was lucid and
had decisional capacity.

On Day 2, the attending physician dis-
cussed with the patient his condition and
his prognosis, including the prospect of his
heart stopping again, and the likelihood
that resuscitation efforts would not be suc-
cessful. With a nurse present, the patient
requested a do-not-resuscitate order (DNR),
which the physician wrote and placed in the
chart. The patient also stated to the attend-
ing physician and the nurse that he did not
want to be on the ventilator indefinitely,
and that he would want it shut off, “if |
lose capacity and it’s clear I'm never going
to get off this machine.” That night the
patient lost consciousness; he would remain
unconscious or semiconscious from that
point on.

The patient’s wife and two adult children (a
son and daughter) were at the hospital
much of the time since his admission. On
the afternoon of Day 3, when all three were
present, the attending physician explained
to them the patient’s poor prognosis—that
he was in fact dying—and he told them
about the DNR order. Moreover, he said,
“we’re also going to need to decide soon
whether it’s time to stop the ventilator.”

The patient’s son was visibly upset, and
demanded the DNR order be removed and

the ventilator continued. He said, “Dad’s
been through this before and you have to
give him every chance to get through it this
time.” He accused the physician and the
hospital of “giving up” on his father. He
made comments that if the order was not
removed, he would demand to see the CEO
of the hospital, and that he would contact a
lawyer, his state senator (who he knows)
and “Channel 6 News.” The patient’s wife
and daughter were less adamant but
deferred to the son.

The physician, shaken by the son’s strong
opposition, directed staff to remove the
DNR order. The nursing staff was dis-
tressed at the prospect of performing resus-
citation efforts that, in their view, were both
futile and contrary to the patient’s express
instructions. The director of nursing
phoned the hospital counsel for advice. She
pointed out, “you know, he could code any
minute.”

Assuming there are no other relevant facts, this case
is not especially difficult to analyze from a strictly legal
standpoint. As explained below, the legal obligation of
the hospital and the physician is to give effect to the
patient’s decision. That is, legal principles support
keeping the DNR order in place, and discontinuing the
ventilator once there is reasonable certainty that the
patient will not recover decisional capacity or respirato-
ry function.

Nor does this case present a vexing ethical dilem-
ma. Under broadly accepted principles of medical
ethics, the ethical value of patient autonomy would pre-
vail in this case, compelling the provider to comply
with the patient’s directive.l

Nonetheless, the case is enormously challenging in
many respects. A hospital that recognizes its legal and
ethical obligation to honor the patient’s wishes must
still struggle to enlist a liability-adverse attending
physician to its point of view; decide upon procedural
and ethical issues regarding when to implement the
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patient’s decision; defuse a potentially wrenching battle
with the family; avoid a public relations disaster; and—
these days—avoid becoming a new battleground in the
culture wars.

This article reviews the relevant law, identifies
exceptional circumstances that might affect the hospi-
tals” obligation, and provides some suggestions for hos-
pitals for meeting the challenges presented by this case.

“What many family members—even
health care professionals—do not realize
is that in New York, there is no statute
that generally empowers family members
to consent to treatment on behalf of
patients who lack capacity.”

Decisions by Patients

In New York, adult patients have a very broad right
to make decisions about their own medical treatment.
The Court of Appeals has repeatedly affirmed “the
basic right of a competent adult to refuse treatment,
even when the treatment may be necessary to preserve
the person’s life.”2 Accordingly, doctors and hospital
staff have a legal, ethical and professional obligation to
honor that right, and not to treat a patient who has
expressly decided to forgo treatment, even life-sustain-
ing treatment, absent some compelling countervailing
interest.3

A patient does not lose the right to forgo treatment
when he or she loses capacity. Rather, the Court of
Appeals has upheld a rule “requiring the doctors and
hospitals to respect the right even when the patient
becomes incompetent if, while competent, the patient
had clearly stated a desire to decline life-sustaining
treatment under specified circumstances.”*

There are no specific legal requirements about how
a patient must express his or her wish to forgo treat-
ment before that expression becomes binding upon a
provider (except with respect to decisions about resusci-
tation).> Courts have required only that the evidence of
the patient’s decision must be “clear and convincing,”®
which means it must reflect the patient’s “firm and set-
tled commitment to the termination of life supports”
under the circumstances like those presented.”

Some patients may create a document, such as a
“living will” to express their treatment wishes. Others
may discuss their wishes with a friend or relative, who
relays that information to the provider. But it would

seem that the most reliable evidence would be the type
of statement made under the circumstances described
in the hypothetical: where the capable patient sat up in
the hospital bed and, after a full explanation of the spe-
cific circumstances, personally informed the provider
and a witness what he did not want done.8 In such
instance, the provider’s obligation would be to carry
out the patient’s clear instructions.

Moreover, with respect to decisions about resuscita-
tion, the obligation to carry out the patient’s decision to
forgo that procedure is expressly set forth in New
York’s DNR statute. That law provides that when a
decisionally capable hospitalized patient consents to a
DNR order, either orally or in writing, the attending
physician must either (i) issue the DNR order—either
promptly, or at such time as the conditions, if any, spec-
ified in the patient’s consent are met; (ii) or transfer the
care of the patient to someone who will issue the order;
or (iii) commence a dispute mediation process.” He or
she may not simply veto or refuse to enter the order.
Thus, in our hypothetical, once the hospitalized patient
consented to a DNR order, the provider became bound
by law to write the order, transfer the patient to another
provider who would write the order, or commence dis-
pute resolution.

Decisions by Family Members

When a patient lacks capacity and did not leave
clear prior instructions, the doctor and hospital staff
generally turn to family members for guidance regard-
ing treatment decisions.!0 Indeed, it is common and
customary for hospitals to accept consent for treatment
from family members on behalf of patients who lack
capacity and who did not previously provide such con-
sent.

What many family members—even health care pro-
fessionals—do not realize is that in New York, there is
no statute that generally empowers family members to
consent to treatment on behalf of patients who lack
capacity.l! To be sure, even absent such statute, it is gen-
erally safe for a provider to render medically necessary,
noncontroversial treatment based on the consent of the
incapable patient’s closest available relative. But the
principal legal support for such practice is New York’s
informed consent law.12 That law generally requires
that the provider secure the patient’s informed consent
before commencing a significant treatment, but then
identifies exceptions, among them: when obtaining the
patient’s consent was not reasonably possible because
of incapacity, and emergency treatment.13 The law then
does not empower family members to give consent;
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rather it excuses providers from getting consent directly
from the patient.

The point here is that the closest relative does not,
by virtue of being the closest relative, possess authority
to make health care decisions for an incapable patient,
much less the authority to override the patient’s clear
prior decision.

Indeed, where the patient has made a clear prior
decision, the provider has no legal obligation even to
seek a second, redundant decision from a family mem-
ber since the decision had already been made by a high-
er authority, the patient.14 But in those situations where,
for whatever reason, the provider asks a family member
to decide the same question, or where the family mem-
ber on his or her own initiates purports to decide the
question, it must be noted that the family member has
no general power to override the patient’s prior deci-
sion.

There are, indeed, instances where a family member
may have or secure specific statutory or regulatory
authority to make decisions for an incapable adult
patient. The three principal statutes authorizing surro-
gate decisions for incapable patients are the Health
Care Proxy Law, the DNR Law and MHL Article 81
Guardians.1> But all of those statutes obligate the surro-
gate to make health care decisions in accordance with
the patient’s wishes, if such wishes are known, and,
therefore, make it clear that the surrogate decision-
maker does not have the authority to override a clear
prior decision by the patient:

* Health Care Agents. A health care agent, appoint-
ed by the patient pursuant to the Health Care
Proxy Law, can make health care decisions for the
decisionally-incapable patient, including life-sus-
taining treatment decisions.’6 However, the agent
is obligated to make health care decisions “in
accordance with the principal’s wishes, including
the principal’s religious and moral beliefs. . . .”17
Accordingly, a health care agent cannot override
the clearly stated prior wishes of the patient.18

DNR Law Surrogates. A surrogate decision-
maker, identified pursuant to New York’s DNR
Law, may consent to the entry of a DNR order on
behalf of a decisionally-incapable patient.1¥ How-
ever, the surrogate is required to make such deci-
sion “on the basis of the adult patient’s wishes,
including a consideration of the patient’s reli-
gious and moral beliefs. . . . “20 Accordingly, the
DNR Law surrogate cannot override the unequiv-
ocally stated prior wishes of the patient.2!

* Article 81 Guardians for Personal Needs. A
guardian of the person appointed pursuant to
Mental Hygiene Law Article 81 can make health
care decisions for the decisionally-incapable
patient, other than life-sustaining treatment deci-
sions.22 However, the guardian is obligated to
make such decisions “in accordance with the
patient’s wishes, including the patient’s wishes
and moral beliefs. . . . “2 Accordingly, an Article
81 guardian cannot override the unequivocally
stated prior wishes of the patient.

“Indeed, where the patient has made a
clear prior decision, the provider has no
legal obligation even to seek a second,
redundant decision from a family
member since the decision had already
been made by a higher authority, the
patient.”

In our hypothetical, the patient stated his wishes
clearly and unequivocally. As a result, the decision-
maker, whether he or she is a health care agent, a surro-
gate under the DNR Law, or an Article 81 guardian,
would be legally obligated to make his or her decision
consistent with those instructions.

In sum, providers are obligated to give effect to a
clear, unequivocal decision by a patient to forgo life-
sustaining treatment (except in the unusual case where
there is a contrary compelling state interest). Providers
who have such a clear decision from the patient have
no obligation, if the patient later loses capacity, to seek
another decision from a relative. Indeed, close relatives
have no general authority to make decisions for inca-
pable patients, much less authority to override the
patient’s clear prior decision. Indeed, even family mem-
bers who are health care agents, DNR surrogates and
Article 81 guardians are obligated to make decisions
that reflect the patient’s wishes.

Exceptional Circumstances

Notwithstanding the principles stated so far, there
are a number of exceptional circumstances that, if sub-
stantiated, would support overriding the patient’s deci-
sion to forgo treatment. For example, there might be
evidence that:

¢ the patient never actually made the statement
that he was alleged to have made, or the patient
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never wrote the document he was alleged to have
written;

the patient lacked capacity at the time he or she
gave the prior instructions;

the attending physician or another person exerted
undue pressure upon the patient to agree to the
decision;

the patient’s instructions were vague or ambigu-
ous;

the patient’s instructions were made so long ago,
or under such different circumstances, as to call
into question their currency or applicability;

the patient issued subsequent instructions that
superseded the earlier instructions; or

the patient subsequently revoked his or her prior
instructions.

Any of these allegations, if true, would call into
question the basic premise that the patient would want
treatment withdrawn or withheld under the current cir-
cumstances. Accordingly, if such allegation is made, it is
incumbent upon the provider to look into the matter
and determine if the allegation is credible or specious. If
the allegation appears at all credible, it would be pru-
dent for the provider to defer the withdrawal or with-
holding of treatment and refer the matter to an ethics
committee for guidance, or to court for a legal determi-
nation.

On the other hand, the provider should not allow
clearly unbelievable allegations of exceptional circum-
stances by a relative, or purely personal opposition by a
relative, to lead it to disregard the patient’s prior
instructions. Accordingly, when a relative demands that
the provider provide life-sustaining treatment despite
the patient’s prior instructions, the provider must listen
carefully to the relative’s rationale: “Because I said so”
is not a basis to provide treatment; “Because dad said
so,” may be.

Practice Tips for Providers

As noted at the outset, cases like the hypothetical at
the outset of this article may be easy to resolve as a
matter of legal and ethical analysis, but are still quite
problematic for providers. Indeed, an assessment of the
case from a pure risk management standpoint would
lead a provider to conclude that he or she should follow
the demands of a healthy, litigious relative rather than

the prior instructions of an incapable dying patient. But
that course would violate the provider’s legal and ethi-
cal obligations.

Accordingly, the provider’s goal should be to meet
his or her obligation to the patient while trying to
defuse the dispute with the insistent relative. While
there is no sure way to accomplish both of those con-
flicting goals, these approaches merit consideration:

* Explain that it’s the patient’s decision that
counts. A staff member who has the best rapport
with the relative, or whom the relative respects,
should remind the relative, in a non-adversarial
manner, that the core question is “What would
the patient want?” It is not, “What do you family
members want?” or “What do we the providers
think is best?”

* Buy time. If possible, the provider should give
the family member some time to adjust to the sit-
uation. It is very difficult for a family member to
make a well-considered decision, or accept
advice, when they are absorbing tragic news.
Thus, the decision about discontinuing a ventila-
tor might be deferred a few days to allow the rel-
ative time to think, to grieve, and to understand
that it’s the patient’s decision that counts. Unfor-
tunately, the DNR decision might have to be
made more promptly. But even that can often be
put off, at least for a few hours or overnight.2*

Offer the ethics committee’s guidance. If the hos-
pital has a clinical ethics committee, the relative
should be offered the opportunity to discuss the
matter with that committee and get the benefit of
its guidance. However, the relative must be
assured that the committee is not controlled by
the institution and obligated to affirm the institu-
tion’s decision. If that is done, perhaps the com-
mittee can make the relative accept the appropri-
ateness of complying with the patient’s decision.

o Use an educational brochure. At Northeast
Health, we are in the process of introducing a
brochure that specifically addresses the issue of
family members attempting to override patient
decisions. It was our view that the use of such
brochure would:

— provide a clear, consistent explanation to
family members of their limited authority,
and of the provider’s legal obligation to
comply with the patient’s wishes;
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— help family members realize that the
provider did not single them out for an ad
hoc decision rejecting their instructions.
Rather the provider is implementing a
consistent policy of honoring patient wish-
es;

— help take pressure off of staff to justify the
decision, and deflect anger from them;

— inform family members about the facts
that would constitute legitimate grounds
for overriding a patient’s prior decision,
and the arguments that would not do so;
and

— also serve as an educational tool for hospi-
tal staff, including the medical staff.

The brochure we developed is set forth as an
Appendix to this article.

e Document, document, document. This is, of
course, the health lawyer’s mantra. Obviously,
the provider that clearly documents the patient’s
expression of his or her wishes will be better able
to prevail in a lawsuit, if it comes to that. But
beyond that advantage, solid documentation of
the patient’s wishes will help the provider con-
vince the family to defer to the patient’s wishes. It
will also help the provider avoid regulatory lia-
bility and respond to political and media
inquiries.

Reassure physicians and staff. The attending
physician and hospital clinical staff understand-
ably will be concerned about civil liability and
threats to their licenses for withdrawing or with-
holding treatment from a patient over the objec-
tion of a family member. It would be helpful to
reassure them that, notwithstanding family mem-
ber threats, applicable law supports honoring the
patient’s wishes. This article, and the attached
brochure, may be useful tools in that effort.

Finally, even when it is clear that the provider must
honor the patient’s wish to forgo treatment, and not the
family’s insistence upon the provision of treatment, the
provider must consider, as an independent question,
whether to seek court approval of its impending with-
drawal or withholding of treatment, or act without such
approval. Attorneys who are focused strictly on mini-
mizing provider liability exposure would likely advise
seeking court approval before withdrawing or with-
holding treatment whenever the matter is disputed.
However, that approach could result in subjecting
dying patients to treatments and procedures they may
have pleaded to avoid.

Another article in this edition, in the course of dis-
cussing decisions by health care agents that are contrary
to the prior decision of principal, describes factors that
provider’s counsel should consider in determining
whether to seek the protection of a court order before
following the principal’s decision:

On one end of the spectrum is the case
where the patient’s decision was recent,
absolutely clear and unequivocal, and
reasonable under the circumstances;
where the agent’s rationale for overrid-
ing the patient’s decision is basically
“because I say so”; and where the agent
will have sufficient time to seek a court
order to restrain the provider’s action if
he or she decides to do so (for example,
where a feeding tube is withdrawn). In
such case, the provider should feel
secure in notifying the agent that it
intends to disregard his or her decision
and carry out the patient’s decision.

However, as those elements weaken—
e.g., in a case where the patient’s deci-
sion is less recent or clear; where the
agent’s rationale is more plausible (“he
told me he changed his mind”); and
where the provider’s action might
become irrevocable before the agent
could contest it (for example, where
mechanical ventilation is discontinued),
it becomes more advisable and prudent
for the provider to commence the court
proceeding.

That advice seems equally applicable here.?>

Endnotes
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A particularly difficult problem arises when, as in the hypotheti-
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sought to avoid it. Other options like instituting a “slow code,”
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Reconciling Legal and Medical Ethics in a
Hospital Setting: A Hospital's Experience
Implementing JCAHO'’s Rule on Medication Orders

By David N. Hoffman

Making improvements in the system of health care deliv-
ery is a lot like changing a flat tire on a moving bus.

It is a clear sign of the progress that medical ethics
has made in influencing the delivery of health care that
hospital lawyers are thinking and sounding more like
doctors when discussing patient rights and institutional
responsibility. It is also true, in my opinion, unfortu-
nately, that doctors are thinking and sounding more
like lawyers. This is a function of lawyers’ increasing
immersion in the culture of medicine and the growing
sophistication of physicians, due to their administrative
responsibilities and medical malpractice litigation expe-
riences.

This emerging reality was on display recently when
I took my usual spot in the corner of the hospital board
room for a regularly scheduled meeting of the Medical
Board. Among the many items on the agenda was a
presentation by our Quality Management department
on implementation of one of the new Joint Commission
Patient Safety Goals. The freshly minted policy and pro-
cedure was the one implementing Joint Commission
standards 3.10 and 3.20 which require that all medica-
tion orders be accompanied by an entry in the chart
describing the condition indication or diagnosis (CID)
for which the medication was being prescribed.

This appeared to be a straightforward proposal
directed at further reducing the already small possibili-
ty of a medication error due to misinterpretation of the
prescribed medication or the route and dosage to be
administered. The theory, of course, is that if the phar-
macist and/or allied health professional who is prepar-
ing or administering the physician’s ordered medica-
tion knows the condition or the basis upon which the
physician chose that particular medication, then he or
she will be more likely to recognize if the medicine
being drawn is not appropriate for the condition being
treated, or that the dosage is out of proportion to the
patient’s condition. For example, a medication order for
Inderol (a heart medication) to treat a post-operative
inflammation or swelling is not likely to get past either
a pharmacist, technician or a nurse.

The policy and procedure that was presented for
consideration further required that the individual filling
the medication order contact the prescriber to verify his
or her medical intention if no CID was provided. This is
a necessary feature because it would be unacceptable
for the person administering the medication to assume
that the doctor’s scribble, which appeared to read
Inderol, was actually Indocin (an anti-inflammatory)
because even patients with pain and inflammation can
suffer from heart conditions.

“It is a clear sign of the progress that
medical ethics has made in influencing
the delivery of health care that hospital
lawyers are thinking and sounding more
like doctors when discussing patient
rights and institutional responsibility. It is
also true . . . that doctors are thinking
and sounding more like lawyers.”

Our approach to implementation of the Joint Com-
mission’s medication management standards called for
the CID to be documented directly on the medication
order sheet. This enables the individual receiving the
order from the floor to avoid having to refer back to the
progress notes in the medical record to verify that the
medication and dosage was appropriate for the
patient’s complaints.

Notwithstanding the reality that the number of
medication errors, as measured against the total num-
ber of patient dosages administered, is very small, the
potential severity of an adverse event certainly war-
rants substantial additional effort on the part of practi-
tioners.

Given that these quality assurance measures are not
without their costs, in time, money and unintended
consequences, a substantial amount of discussion and
debate is necessary before implementing any particular
Q/A measure.
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Although the proposal to require charting of CID
seemed warranted on its face, I anticipated a significant
degree of debate over the cost/benefit justification.
What I clearly did not anticipate, as the debate flow-
ered, was the argument raised by members of the med-
ical staff that orders written without the requisite CID
on the order sheet should be filled anyway, to ensure
timely provision of treatment. They proposed that the
lapse in implementation of this new patient safety pro-
tocol should be dealt with subsequently through educa-
tional or disciplinary action.

This position triggered the entirely predictable
response from the quality assurance staff, that if physi-
cians were permitted to get orders filled without pro-
viding the requisite CID, the objective of changing
physician behavior would likely never be accom-
plished. The truly disturbing aspect of the discussion
was the response from members of the medical staff
who insisted that orders had to be carried out immedi-
ately lest they and the hospital be subject to tort actions
for failure to provide timely treatment. At that moment,
as is so often the case, eyes turned in my direction for a
legal determination of the hospital’s obligation.

It is specifically in these situations that we, as hos-
pital attorneys, have to first acknowledge and then con-
front the natural tension that exists between our obliga-
tion to insulate our institutions from liability and our
obligation to promote and advance the hospital’s
patient care and patient safety missions. The position
being advanced by the medical staff was that while it
was all well and good to require documentation of CID,
it would be dangerous and, therefore, irresponsible to
actually hold a medication order in order to obtain that
information. The Quality Assurance staff, long experi-
enced in trying to change physician behavior in an
institutional setting, argued for strict enforcement of the
proposed new rule. They asserted that orders should be
held until the responsible physician or other practition-
er could be contacted, and the appropriate CID noted
into the order.

In my often conflicted roles as hospital counsel and
director of the Bio-Ethics Consultation Service, I imme-
diately saw liability and safety issues on both sides of
the argument. If we accepted the medical staff’s posi-
tion and filled orders without the necessary CID, we
would be acting in explicit violation of the hospital’s
new policy and procedure. Our QA staff asserted that if
such a patient were to then have an adverse reaction
because the patient received the wrong medication
(based on a misunderstanding of the physician’s order
and lack of confirming CID), liability would clearly

attach. The proof of the violation of the standard of care
would be the hospital’s own policy and procedure. Car-
rying out the physician’s order without the CID creates

the very risk that the patient safety goal of charting CID
was designed to prevent.

The arguments offered by the medical staff, howev-
er, were equally compelling on both liability and patient
safety grounds. If we enforced the more stringent policy
requiring charting of CID, and then delayed administer-
ing the ordered medication while waiting for the order-
ing physician to be identified, and obtaining his or her
CID to justify the medication, patient safety would be
compromised if, during that interval, the patient were
to suffer harm due to the delay in administering the
prescribed treatment.

An animated discussion ensued, and as is
inevitably the case, it turned toward what many
believed was the easiest and, therefore, arguably the
best solution, “to make no change in our policy at all.”
The advocates of this position espoused that, by requir-
ing that a CID be charted, we were exposing the hospi-
tal to liability whether we enforced the policy or not.
Therefore, the safest course of action was to do nothing.
In support of this view, several participants in the meet-
ing cited back to me an argument that I had advanced
on many occasions. The standard of care to which we
are most strictly held is the one that we have created
ourselves, where we have raised the bar to a higher
level than is generally expected in the medical commu-
nity. Nonetheless, for the reasons set forth below the
“do nothing approach” was summarily rejected on
medical-ethical grounds.

Hospital lawyers who divorce themselves from the
fiduciary responsibility of promoting patient safety may
find comfort in leaving the task of advancing the stan-
dard of care to others. But this is directly contrary to the
legal-ethical obligation of an attorney who engages
himself or herself in the representation of health care
providers and institutions. The legal/ethical standard to
which health lawyers must be held is to advance the
medical and ethical obligations of their clients. It can be
asserted, therefore, by extension, that a hospital
lawyer’s legal-ethical obligation incorporates—by refer-
ence—the medical-ethical obligations of his or her
physician and institutional clients. While it may be true
that in a strictly commercial setting a lawyer has an
obligation to prioritze avoidance of liability over other
ethical obligations of his commercial client, the same
cannot be said for legal practitioners in the for-profit, or
not-for-profit, health care sector. It is in this respect that
representing health care providers and institutions fun-
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damentally changes the legal-ethical obligations of hos-
pital lawyers. If the medical standard of care requires
the health care practitioner to strive to improve the
quality of care and enhance patient safety, then the
health care lawyer’s legal-ethical obligation to promote
and facilitate that objective must take priority over the
historical obligation of lawyers to insulate their clients
from legal liability.

With this legal-ethical framework in mind, I reject-
ed the assertion made by members of my medical staff
that we could simply forgo the proposed improvement
in the medical standard of care or that we could imple-
ment the change in policy and procedure, but not
enforce it. The “legal” advice I provided to the Medical
Board was that, having identified a risk of medication
errors, due to the absence of documentation of a CID, as
a patient safety concern, the hospital was obligated to
both implement the proposed change in practice and to
enforce it at the time of the breach of that standard.
From an ethical perspective this must be the case, even
though such a course might expose the hospital to tort
liability if treatment was delayed while the responsible
physician was contacted to properly complete his or her
order.

Our discussion then turned to the question of what
resources and efforts would have to be incorporated
into the new policy and procedure to ensure that any
failure by a physician to write a proper order was cor-
rected as soon as possible. The procedure was, there-
fore, further expanded at additional cost in terms of
time and resources in order to insure that incomplete
medication orders were identified and corrected imme-
diately upon their discovery.

As with most changes in practice in medicine, the
window of vulnerability should be small because the
constant flow of new medical interns and residents pro-
vides many opportunities to establish good habits in

the first instance. The medical staff agreed to closely
monitor physician compliance through daily review of
pharmacy records of prescriber practice. Our experience
to date has been excellent. The medical staff has adopt-
ed this change in practice patterns as they have so
many others; with some suspicion, but willingness,
nonetheless, to do what is best for the patient in the
long run.

This change is not so different, of course, from the
numerous accommodations we as lawyers have
demanded from them in the reimbursement and com-
pliance arenas. No doctor in practice today would
expect to be paid for the care she/he provides without
proper documentation of medical necessity or preau-
thorization. This was not the case as recently as a
decade ago.

Conclusion

It is incumbent upon health care lawyers to
acknowledge both to themselves and to their institu-
tional clients that the practice of health care, as well as
the practice of law, in the representation of health care
clients, is a fundamentally different enterprise than that
carried out by legal practitioners in non-health care set-
tings. What distinguishes health care from all other
human endeavors is that the process cannot be stopped
in order to study and analyze the effects of quality
improvement initiatives. The patients keep coming and,
unlike a car or computer, you can not turn them off. To
make peace with this responsibility you must resign
yourself to the fact that stopping the bus is simply not
an option.

David N. Hoffman is General Counsel and Vice
President for Ethics and Compliance at Wyckoff
Heights Medical Center in Brooklyn, NY.
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Public Health Emergencies in New York:

Are We Legally Ready?

By Joshua Lipsman

l. Introduction

In the first years of this new century, New Yorkers
have become acutely aware of the great hazards that the
world can bring. From intentional tragedies, such as the
destruction of the World Trade Center towers on Sep-
tember 11, 2001, and the bioterrorism of the anthrax
attacks that fall, to accidents and naturally occurring
disasters, such as the blackout of August 2003, and the
outbreak of SARS that winter, residents of New York
now are all too familiar with large-scale emergencies.
Even as this article is written, the specter looms of a
global pandemic of avian influenza.

“[H]ow is New York legally prepared to
respond to a public health emergency,
and what, if anything, should be done
to improve the response capacity of
New York’s governments?”

All of those occurrences were either threatened or
actual public health emergencies, in that they have the
potential to affect the health of large numbers of people
and it is in large part the responsibility of government
entities to respond to them. In New York, government
entities include municipal, county, and state govern-
ments, all of which may have roles to play in a public
health emergency. Law, politics, and custom determine
the respective responsibilities and formal relationships
of the various levels of government in a public health
emergency.

This article focuses on legal aspects of the responses
by New York’s government entities to public health
emergencies. The questions asked are: how is New York
legally prepared to respond to a public health emer-
gency, and what, if anything, should be done to
improve the response capacity of New York’s govern-
ments? These questions are not only timely but also
address some of the most significant tensions inherent
in government’s assumption of increased powers in a
public health emergency: those arising from its need to
prevent the spread of disease through the control and
protection of persons, and the use, regulation and
seizure of property.

Such tensions arise because the federal and state
constitutions give us rights that can be infringed upon
by government only in extraordinary circumstances.
The United States Constitution assures that, “[n]o per-
son shall be . . . deprived of life, liberty, or property,
without due process of law; nor shall private property
be taken for public use, without just compensation.”!
The Fourteenth Amendment applies the rights of due
process and equal protection to state actions.2 The New
York State Constitution promises that, “[n]o person
shall be deprived of life, liberty or property without
due process of law? [and p]rivate property shall not be
taken for public use without just compensation.”* This
article premises its analyses on these constitutionally
guaranteed liberties.

Part II of the article focuses on the law in New York
for dealing with public health emergencies. Part III con-
siders the Model State Emergency Health Powers Act
(“the MSEHPA”),> model legislation prepared by the
Center for Law and the Public’s Health at Georgetown
and Johns Hopkins Universities. Part IV offers assess-
ments of the law in New York and a proposed New
York version of the MSEHPA. Part V concludes with
some steps to enhance legal preparedness for public
health emergencies in New York.

Il. The Law in New York for Responding to
Public Health Emergencies

Statutory law relating to civil liberties issues in
public health emergency situations is limited. Some fed-
eral authority with regard to the control of communica-
ble diseases is vested in the Surgeon General,® but for
the most part states have this responsibility. In New
York, relevant law is found in several places. The Public
Health Law has no specific section on public health
emergencies, but applicable provisions are found in sec-
tions on nuisances” and control of acute communicable
diseases,® complemented by the State Sanitary Code.?
Relevant Public Health Law statutes are few and no
regulations other than the Sanitary Code pertain.

The Defense Emergency Act of 195110 is the most
comprehensive legislation to address mass emergencies,
including public health emergencies. It has no associat-
ed pertinent administrative rules and regulations other
than a recent Executive Order that implicates no consti-
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tutional issues.!! State and Local Natural and Man-
Made Disaster Preparedness legislation!? passed in 1978
adds administrative detail to the state’s planning and
response authority; it has no associated regulations.

Dispositive case law relating to the control of per-
sons or property in a public health emergency situation
also is limited.

A. Basic New York Public Health Law

Under New York Public Health Law for the regula-
tion of nuisances, the State Health Commissioner has
“all necessary powers to make investigations and exam-
inations into nuisances, or questions affecting the secu-
rity of life and health in any locality.”13 This authority
may be delegated to local health officers,* who, under
the direction of the “local board of health, shall order
the suppression and removal of all nuisances and con-
ditions detrimental to life and health found to exist
within the health district.”15

New York Public Health Law for the control of
acute communicable diseases declares that “[e]very
local board of health and every health officer shall
guard against the introduction of such communicable
diseases as are designated in the sanitary code, by the
exercise of proper and vigilant medical inspection and
control of all persons and things infected with or
exposed to such diseases.”16 Boards of health and
health officers are authorized to “provide for care and
isolation of cases of communicable disease in a hospital
or elsewhere when necessary for protection of the pub-
lic health.”17 The law does not have any generic provi-
sions for vaccination or treatment although there are
provisions for specific immunizations of students to
attend educational institutions.18

Any “person having knowledge of an individual
affected with any disease presumably communicable,
[has the duty] to report immediately the name and
address of such person to the . . . health officer.”!® The
local health officer must investigate the circumstances
surrounding reports that an individual is sick or infect-
ed with a communicable disease “and is unable or
unwilling to conduct himself and to live in such a man-
ner as not to expose members of his family or house-
hold or other persons . . . to danger of infection.”20 If
the health officer finds that “a person so afflicted is a
menace to others,”2! he must bring the person before a
magistrate who, after notice and hearing, “if satisfied
that . . . the afflicted person is a source of danger to oth-
ers, may commit the said person to [a] hospital or insti-
tution.”22

Health officials have a right of entrance and inspec-
tion “to any house, building, vessel, or other premises
... in the discharge of [their] official duties.”23 A health

officer may direct that rooms and effects be cleansed
and disinfected; articles that cannot be disinfected may
be destroyed.2*

The foregoing provisions are the only ones that
apply to prevention and response to communicable dis-
eases generally, and even those provisions require that a
new disease be added to the State Sanitary Code either
before or shortly after the law is enforced.?> Public
Health Law provisions for the control of specific dis-
eases would not apply in the event of a public health
emergency caused by a different microorganism.26

B. The New York State Defense Emergency Act

In 1951, the New York State Legislature declared
that “there exists a serious danger that this state will be
subjected to enemy attack, including attack by atomic
bombs or other radiological weapons.”?7 In passing the
New York State Defense Emergency Act (“the Act”) in
response to perceived nuclear threats, the legislature
declared that, “[i]t is the purpose of this legislation to
meet these dangers and problems with the least possi-
ble interference with the existing division of the powers
of the government and the least possible infringement
of the liberties of the people, including the freedom of
speech, press and assembly.”28

The Act “established a broad coordinated civil
defense program.”2? One of the Act’s key provisions is
the creation of the State Civil Defense Commission in
the governor’s office.30 The Commission has extensive
powers and duties, including authority to plan and
promulgate wide-ranging regulations.3!

During an attack, defined as “[a]ny attack, actual or
imminent . .. by an enemy or a foreign nation . . . caus-
ing, or which may cause, substantial damage or injury
to civilian property or persons . . . by the use of bombs,
shellfire, or nuclear, radiological, chemical, bacteriologi-
cal, or biological means,”32 the Civil Defense Commis-
sion has even broader power, to commandeer personnel
and materiel, both public and private.33 Also during an
attack that “jeopardizes the safety or the health of the
people,” the Act allows the Commission to permit
counties and cities, to “compel the evacuation” of peo-
ple in the name of safety; “control all pedestrian and
vehicular traffic, transportation and communication
facilities and public utilities; [and] take, use or destroy
real or personal property and impress persons into
service for” the Act’s civil defense purposes.3+

The Act also allows counties and the cities within
counties to form consolidated offices of civil defense35
and permits “two or more political subdivisions of the
state [to] enter into mutual aid agreements [in which
s]tate agencies [also] may participate.”36
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The Act permits the governor to “designate any
area in the state . . . as an emergency health and sanita-
tion area and fix the boundaries thereof” whenever “an
emergency exists as the result of attack, or[ if,] as a
result of conditions created directly or indirectly by the
defense effort, insufficient or inadequate medical or
health personnel or facilities are available in any
area.”%” After such a designation,

it shall be the duty of the local board
... of health . . . to make and enforce
rules and regulations consistent with
the provisions of the public health law
(a) to prevent or limit the introduction
or spread of any contagious or infec-
tious disease and (b) to protect the pub-
lic health within the area.8

The Act does not explain what “consistent with the pro-
visions of the public health law” means, leaving open
the possibility of both varied and contested applications
of the Public Health Law in an attack situation.

The Act confers broad immunity from liability on
the state and state actors acting in good faith, even in
the event of death, personal injury or property
damage.??

C. State and Local Natural and Man-Made
Disaster Preparedness Legislation

In 1978, the New York State Legislature enacted
State and Local Natural and Man-Made Disaster Pre-
paredness legislation (“the legislation”).40 The legisla-
ture noted that, “the state must give leadership and
direction to this important task of establishing an emer-
gency disaster preparedness program, [but also found]
that without local disaster planning, no state disaster
program can be fully effective,”4! since local govern-
ments are “the first line of defense in times of disas-
ter.”42 The legislature further indicated that the purpose
of the legislation was to empower local chief executives
to “develop . . . and implement . . . disaster prepared-
ness programs”43 and to coordinate “state and local nat-
ural disaster and emergency response functions.”44

The legislation creates “a disaster preparedness
commission”4> in the executive branch composed of
high-level public and private officials that meets twice a
year4 to “prepare state disaster preparedness plans”
that are to be reviewed and reported upon to the gover-
nor annually.#” The Disaster Preparedness Commission
serves in an executive capacity and must “coordinate”
and “integrate” its work with that of the more adminis-
trative Civil Defense Commission.48

State disaster preparedness plans must include pro-
visions for “disaster prevention[,] response[, and] recov-

ery.”4 The legislation also authorizes counties to pre-
pare “local disaster preparedness plans” with similar
provisions.® In contrast with the Defense Emergency
Act, the legislation contains no language authorizing
any disaster preparedness plans to provide for exercis-
ing control over persons or private property.

“[Flollowing the declaration of a state disaster
emergency” the Disaster Preparedness Commission is
to “direct state disaster operations and coordinate state
[with local] disaster operations”>! and is authorized to
create “a temporary organization in the disaster area to
provide for integration and coordination of efforts
among the various federal, state, municipal and private
agencies involved.”52 The Commission “may, with the
approval of the governor, direct the temporary organi-
zation to assume direction of the local disaster opera-
tions of [a] municipality . . . unable to manage [its own]
local disaster operations.”53

The legislation allows the governor? or a local chief
executive to declare a local state of emergency, during
which the legislation grants the chief executive many of
the powers conferred by the Defense Emergency Act,
although the legislation offers more specifics and
detail.’® In a declared emergency, only the governor is
authorized to request federal assistance.5¢ During such
an emergency, the governor may suspend state and
local laws, subject to the state and federal constitutions
and specified restrictions.5”

D. Case Law

Federal and state case law regarding the control of
persons and property applies in New York, although
case law applicable to civil liberties issues in public
health emergency situations generally is limited.58 A
particularly important federal case from a century ago,
Jacobson v. Massachusetts,> is known for its confirmation
of the reasonable use of state police power to protect
public health and safety. The Jacobson plaintiff chal-
lenged his compulsory participation in the state’s small-
pox vaccination program as unreasonable, arbitrary and
oppressive.®0 Affirming the Massachusetts Supreme
Judicial Court holding that the program was constitu-
tional, the Supreme Court held that:

the liberty secured by the Constitution
... does not import an absolute right in
each person to be, at all times and in all
circumstances, wholly freed from
restraint. [I]t is a fundamental principle
that “persons and property are subject-
ed to all kinds of [reasonable] restraints
and burdens, in order to secure the gen-
eral comfort, health, and prosperity of
the State. . . .”6!
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A contemporaneous New York case relied on by the
Jacobson court, Viemeister v. White,62 upheld mandatory
smallpox vaccination for school entry. Plaintiff father
appealed a lower court’s denial of an order for the
school to admit his unvaccinated child, which conflict-
ed with school board regulations. Noting that “[w]hen
the sole object and general tendency of legislation is to
promote the public health, there is no invasion of the
Constitution, even if the enforcement of the law inter-
feres to some extent with liberty or property,”¢3 the
Court of Appeals held that “[i]f vaccination strongly
tends to prevent the transmission or spread of this dis-
ease, it logically follows that children may be refused
admission to the public schools until they have been
vaccinated.”64

In In re Smith,5 plaintiffs challenged their involun-
tary quarantine during an outbreak of smallpox in
Brooklyn. The Smith plaintiffs had a business carrying
furniture and household effects in the city’s “worst
infected district.”¢0 The City of Brooklyn Health Com-
missioner asserted that they were “unusually exposed
to ... contagion” and required vaccination.t” When
plaintiffs refused, the commissioner ordered them quar-
antined in their house without judgment by a court,
allegedly pursuant to local ordinance and state law.68

In proceedings ultimately reviewed by the Court of
Appeals, plaintiffs alleged that they were imprisoned
against their will and “they had been exposed to no
contagion and were not afflicted with any disease, con-
tagious or otherwise.”® Agreeing with them, the court
held that when persons are to be quarantined, they
must be “either . . . infected with the contagious dis-
ease, or . . . exposed to it.”70 There was no mandatory
vaccination law and the court held that the commis-
sioner could not simply declare that:

“wherever any person shall refuse to be
vaccinated, such person shall be imme-
diately quarantined and continued in
quarantine until he consents to such
vaccination.” [To] give to [the Commis-
sioner] the right to compel the vaccina-
tion of every citizen . . . if he would
escape quarantine, seems . . . unneces-
sary and . . . an unwarrantable infer-
ence.”!

Discharging the plaintiffs from the commissioner’s cus-
tody, the court held “that an ‘isolation of all persons
and things’ is only permitted when they are ‘infected
with or exposed to’ contagious and infectious diseases
[which] means, when speaking of persons and things
‘exposed’ to disease, the actual fact and not a mere pos-
sibility.”72

A century later, during a resurgence of tuberculosis
in New York City, challenges to quarantine resurfaced.
A tuberculosis patient contested an order continuing
her detention in a hospital until she completed her
course of medication or became more reliable in taking
it. She “argue[d] that her multi-drug resistant tubercu-
losis [could] be treated, and the public health protected,
by means less restrictive than detention in a hospital”
for the projected 18 to 24 month period.”® In a succinct
opinion, the Supreme Court, Appellate Division, dis-
agreed, holding that the New York City Health Depart-
ment had shown by clear and convincing evidence that
appellant was unable to comply voluntarily with her
treatment in a less restrictive environment. In another
case from the Supreme Court of Queens County a year
later, a petitioner requested to be released from deten-
tion in a hospital for treatment of tuberculosis after fail-
ing three times to complete her treatment as an outpa-
tient. The court held that the City Health Commissioner
“demonstrated through clear and convincing evidence
[petitioner’s] inability to comply with a prescribed
course of medication in a less restrictive environment,”
and upheld the commissioner’s detention order.7+

The appropriate standard of proof was considered
explicitly in a case of first impression following a con-
sent order for involuntary hospital commitment for
treatment of communicable tuberculosis.”> The Supreme
Court of Suffolk County clarified that the burden of
proof standard for a state actor is clear and convincing
evidence “when the ‘denial of personal or liberty rights’
is at issue or when “particularly important personal
interests are at stake.””7¢ The court applied the clear and
convincing standard, which is intermediate between
“the ‘fair preponderance of the evidence’ standard [of]
civil cases and the ‘beyond a reasonable doubt’ stan-
dard [of] criminal cases, [because t]he party bearing the
burden of establishing a fact by clear and convincing
evidence must satisfy the trier of fact that what he
claims is actually so.””7 The court held that:

[a]lthough there is no mention of [the
appropriate] standard in [the] Public
Health Law, this situation is analogous
to situations where, because of mental
infirmity, a person is sought to be
detained in a mental facility against his
will pursuant to Mental Hygiene Law.
In such situations, where the petitioner
is a governmental agency, it must sus-
tain its petition calling for involuntary
detention of a person by clear and con-
vincing evidence. Accordingly, this
standard shall also govern here. .. .78
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The court’s reliance on the Mental Hygiene Law stan-
dard reflects the federal case law standard for civil com-
mitment.”9

With regard to property, there are two ways in
which government may deprive an owner of property.
Property may be physically seized or its value may be
diminished by regulation. Any such deprivation is com-
pensable if it is a “taking” under the Fifth Amendment.
In general, most physical seizures of property are con-
sidered compensable takings.80 Thus, seizures in a pub-
lic health emergency of, e.g., a hospital or one of its
operating rooms to treat victims, a drive-through
restaurant for mass dispensing of antibiotics, or cell
phone channels in order to maintain open lines for
communication, potentially would be compensable
since they would be physical confiscations of private
property by the government. However, the Supreme
Court has held that emergency governmental seizures
of property are not always takings,8! leaving open the
question whether property seizures in a public health
emergency would be deemed compensable.

The court considered regulatory takings in Lucas v.
S.C. Coastal Council 82 It reiterated the two categories of
compensable takings (without regard to the legitimacy
of any state interest) as either any “physical ‘invasion’
of ... property [for which] (at least with regard to per-
manent invasions), we have required compensation [or
when] all economically beneficial or productive use of
land” is denied.83 The Lucas court held that in some
instances a total regulatory taking that denies an owner
all economically viable use of property might not be
compensable but that a regulatory taking not under
established nuisance or property law must be compen-
sated. This analysis could pose problems during a novel
public health emergency in that, “it forces health offi-
cers to rely on often vague and outdated concepts of
what constitutes a public health threat”84 and does not
allow them to designate new nuisances if they wish to
avoid compensation.

However, the Lucas dissent argued that when there
is a sufficiently important state interest, total depriva-
tions of property are not takings and are not compensa-
ble,85 citing Supreme Court precedents in which total
property deprivations in situations of compelling state
interest were not held to be compensable takings.8¢
Such a perspective adds uncertainty as to how courts
might apply Lucas in a public health emergency and
whether total regulatory deprivations in such a situa-
tion would be takings.

A public health emergency that is a bioterrorist
event also could be an act of war. In United States v. Cal-
tex (Philippines), Inc.,87 the court denied compensation
claims for overseas oil terminal facilities that had been

destroyed by the United States Army to prevent them
from falling into enemy hands at the height of World
War II. The court first considered prior century wartime
takings of equipment by the Army for its own use, for
which despite “[e]xtraordinary and unforeseen occa-
sions [such as] in time of war or of immediate and
impending public danger [nevertheless] the govern-
ment is bound to make full compensation to the
owner.”88 The court contrasted such situations with the
matter at bar in which property was not “appropriated
for subsequent use”8? but destroyed to prevent its
falling into enemy hands. Such destruction was not a
compensable taking.%0

In addition to compensation, the regulation and
seizure of property are also subject to due process.
Courts have held that substantive due process is not
violated when legislatures regulate in areas of public
health concern.?! There are no definitive procedural due
process requirements concerning property interests in
public health emergencies, but the Supreme Court’s
consideration of procedural due process in the social
welfare arena is instructive. Weighing the balance
between the interests of an individual and the interests
of government in challenges by recipients to termina-
tions of their benefits, the court upheld a requirement
for a pre-termination hearing when welfare benefits
were at stake? but denied the right to a pre-termination
hearing for disability benefits.?? The Eldridge court
explained the distinction between the due process
required for termination from the two programs by ref-
erence to the public and private interests at stake and to
“the risk of an erroneous deprivation of [the individ-
ual’s] interest through the procedures used, and the
probable value, if any, of additional or substitute proce-
dural safeguards.”?* The risk of hardship to the individ-
ual was less with the termination of disability benefits
than with welfare benefits.

These holdings suggest that in a public health
emergency, authorities should strive to comply with
due process but that in some situations, courts will not
always find that the interests of an individual sufficient-
ly outweigh those of the government to require a hear-
ing prior to depriving an individual of a property inter-
est.

lll. The Model State Emergency Health Powers
Act (MSEHPA)

A. The MSEHPA

Declaring after the tragedy of September 11, 2001,
that public officials must have “the ability to prevent,
detect, manage, and contain emergency health threats
without unduly interfering with civil rights and liber-
ties,”9 the Center for Law and the Public’s Health at

NYSBA Health Law Journal | Summer/Fall 2005 | Vol. 10 | No. 3 91



Georgetown and Johns Hopkins Universities prepared
the Model State Emergency Health Powers Act (“the
MSEHPA”).9%6 The MSEHPA consists of eight articles
dealing with planning for, detecting, tracking, and
declaring a public health emergency; and with manag-
ing property, protecting persons, and providing public
information during such an emergency. Almost all of
the MSEHPA has been adapted from various state and
federal statutory provisions.?”

The MSEHPA is intended to be a template for states
to better prepare themselves—through their laws—to
respond to public health emergencies, such as bioterror-
ist attacks and massive disease epidemics “and, at the
same time, [to] protect individual rights and
freedoms.”?8 It is “an attempted best synthesis of
advice, recommendations, and dialogue regarding the
purpose of emergency public health law, its proper
reach, and the protection of civil liberties and private
property.”

In New York, an edited version of the MSEHPA
(“A.3207/5.185”) has been introduced into the New
York Legislature to enhance legal preparedness for
bioterrorism. It consists of additions to section 29 of the
Executive Law (adding measures for planning for, and
declaring a public health emergency) and a new article
10 of the Public Health Law (adding measures for man-
aging property, protecting persons, and providing pub-
lic information during a public health emergency).190 A
hearing on the predecessor bills to A.3207/5.105 was
held, although the bills were not adopted into law.10!

Of note, the MSEHPA defines a public health emer-
gency as being caused by bioterrorism or a naturally
occurring event.102 In contrast, A.3207/5.185 identifies
only bioterrorism as the cause of a public health emer-
gency, narrowing its scope and utility since its provi-
sions would not be applicable in the event of a natural-
ly occurring biological disaster.193 Another significant
modification from the MSEHPA in A.3207/S.185 is the
exclusion of the MSEHPA provisions for detecting and
tracking public health emergencies. This is perhaps
because detecting and tracking provisions would be
applicable to a variety of public health purposes, and it
would not make sense to propose such innovations
only for bioterrorism surveillance. However, exclusion
of the provisions potentially limits opportunities to
enhance the state’s surveillance and monitoring capaci-
ties. The legislative record is silent as to the motivations
for these and other variances from the text of the
MSEHPA.

B. Reactions to the MSEHPA and Its New York
Version

The MSEHPA is controversial for several reasons.104
The very appropriateness of enhancing state power to

respond to bioterrorism rather than strengthening fed-
eral response capabilities has been questioned in light
of the anthrax attacks of 2001.195 Given that bioterrorist
acts and their effects can cross state borders rapidly and
that in addition to being public health events, bioterror-
ist acts also are crimes or even acts of war, George
Annas, a major critic of the MSEHPA, calls bioterrorism
“an inherently federal matter.”106 Another critic has
argued for “state regionalization” as the “optimal plan
for the United States . . . for the initial response to a
bioterrorist attack,”197 given the “speed with which dis-
ease spreads in the twenty-first century, coupled with
gaping differences between funding, staffing, and
resource levels of state and local public health depart-
ments”108 and the need for “some level of uniformi-
ty”’109 of response.

The MSEHPA also appears to favor comprehensive
public health interventions too heavily at the expense of
civil liberties, 10 despite the belief of one of its authors
that the MSEHPA maintains “the delicate balance
between public health and civil liberties in a constitu-
tional democracy.”11! One commentator asserts that the
MSEHPA “provides a strong basis . . . to reconsider
[state] public health laws and update them as necessary
but that [it] must be altered so as to bolster privacy and
civil liberty protections that are unjustifiably weakened
to an unnecessary degree.”112

Annas has leveled other criticisms against the
MSEHPA. These include the arguments that: it is diffi-
cult to assess the value of the MSEHPA because it is
proposed as a remedy to an unspecified problem;3 it is
inappropriate to give public health authorities primacy
in response to bioterrorism, given the equally important
role to be played by physicians and hospitals;114 it is
unreasonable and unnecessary to compel participation
by the medical community and the public in response
to bioterrorism when the September 11, 2001, experi-
ence demonstrated their willingness to cooperate vol-
untarily!l5 as did the 2003 SARS outbreak experience in
Toronto;11¢ if public health authorities compel coopera-
tion, it “would . . . engender distrust [and perhaps
active non-cooperation], because it would suggest that
[they] could not provide valid reasons for their
actions”;117 a large-scale involuntary quarantine is logis-
tically impossible in today’s world of the Internet, “tele-
vised news 24 hours a day, cell phones, and automo-
biles” (and in fact there has been no large scale
quarantine in the United States for more than eighty
years);!18 and state governors already have sufficient
emergency powers,!19 although Annas also agrees that
“many state public health laws are outdated and per-
haps inadequate. . . .”120

Daniel Reich, another critic of the MSEHPA, has
pointed out that the definitions of “quarantine” and
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“isolation” in the MSEHPA may be overly broad and
inconsistent with standard definitions of the terms.121
Generally, quarantine is when individuals who have
been, or are reasonably likely to have been, exposed to
a communicable infection are restricted in their move-
ment to a specified location, often the home, to allow
time to see if they develop disease.!?2 Isolation refers to
the separation of a known or reasonably likely to be
infected individual from others to prevent further trans-
mission.!23 However, A.3207/5.185 defines quarantine
as:

the physical separation and confine-
ment of an individual or groups of
individuals, who are or may have been
exposed to a contagious or possibly con-
tagious disease and who do not show
signs or symptoms of a contagious dis-
ease, from non-quarantined individu-
als, to prevent or limit the transmission
of the disease to non-quarantined indi-
viduals.124

It defines isolation as “the physical separation and con-
finement of an individual or groups of individuals who
are infected or reasonably believed to be infected with a
contagious or possibly contagious disease from non-iso-
lated individuals, to prevent or limit the transmission of
the disease to non-isolated individuals.”125

The inclusion of individuals who “may have been
exposed” to a contagious disease without specification
of a standard for the required degree of exposure poten-
tially allows too broad of a group to be swept up.126 It
conflicts with the New York Court of Appeals In re
Smith, holding that when persons are to be quarantined,
they must be “either . . . infected with the contagious
disease, or . . . exposed to it.”127 Permitting quarantine
after exposure to, and isolation for infection with, a
“possibly contagious disease” permits decisions to be
made arbitrarily and in the absence of a “scientific basis
for this determination.”128 Since A.3207/S.185 does not
specify a standard for determining the likelihood of
contagiousness of a disease, it gives considerable lee-
way to the discretion of the public health authority by
allowing for quarantine and isolation based on popular
professional suppositions that appear reasonable but
have no scientific basis.

Annas finds many deficiencies in the article of the
MSEHPA having to do with “protection of persons.”129
A.3207/S.185 permits the public health authority to iso-
late or quarantine “any person whose refusal of medical
examination or testing results in uncertainty regarding
whether such person has been exposed to or is infected
with a contagious or possibly contagious disease, or
otherwise poses a danger to public health.”130 Annas
cautions that this is the equivalent of no standard at all

since a refusal will result almost always in uncertainty,
and the section thus allows too broad a discretion to
isolate and quarantine.131 A.3207/5.185 also permits the
health authority to isolate or quarantine any person
who has “not been vaccinated, treated, tested or exam-
ined,”132 again allowing too broad a power, since such
persons could include, among others, those who have
not yet been processed merely because of public health
staffing shortages.

A.3207/5.185 allows for compulsory vaccination
without exception,!33 as the MSEHPA has, for a vaccine
“reasonably likely to result in serious harm to the affect-
ed individual,”134 whereas an exception is allowed in
both A.3207/5.185 and the MSEHPA for treatment “rea-
sonably likely to result in serious harm to the affected
individual.”135 Those individuals refusing vaccination
or treatment “for reasons of health, religion or con-
science” may be quarantined or isolated.!3¢ Annas is
critical of the latter provision, observing that “[t]oday,
all adults have the constitutional right to refuse exami-
nation and treatment, and such a refusal should not
result in involuntary confinement simply on the whim
of a public health official.”137 The right to refuse treat-
ment has been articulated by both the Supreme Court
and the New York Court of Appeals.138

A.3207/5.185 allows the health authority up to 10
days to obtain a court order to continue isolation or
quarantine that has been imposed upon individuals or
groups of people,'¥ and allows the court up to five
days to hold a hearing, with a 10-day continuance
allowed “in extraordinary circumstances and for good
cause shown.”140 This means up to 25 days may pass
before individuals or groups of people are afforded an
opportunity to be heard. Hearings need not be individ-
ual; under certain circumstances the court may consoli-
date individual claims into a group.14! A group hearing,
though perhaps expedient in an emergency, neverthe-
less is worrisome from a civil liberties perspective.

Annas notes that, “the standard for a continued
quarantine appears to be the finding that the person
would ‘significantly jeopardize the public health
authority’s ability to prevent or limit the transmission
of a contagious or possibly contagious disease to oth-
ers,””142 which wrongly shifts what should be an
emphasis on an individual’s status and its risk to the
public’s health to the prerogatives of government
bureaucracy.143 Of note, A.3207/5.185 states that the
standard of proof for granting a health authority’s peti-
tion for isolation or quarantine is a preponderance of
the evidence,!#* which is counter to New York prece-
dent that the standard is one of clear and convincing
evidence.145

A.3207/S.185 has provisions regarding participation
of medical and emergency health care providers within
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the state that Annas finds “especially troublesome.”146
During a public health emergency due to bioterrorism,
health personnel may be required “to assist” the public
health authority “as a condition of continued licensure
[or as a condition of] the ability to continue to function
as a health care provider in this state,”14” introducing an
element of coercion that could work at cross-purposes
to fostering an effective response capacity. Also, as a
condition of licensure or functioning in the state, health
care facilities may be required to provide services or the
use of facilities “includ[ing] transferring the manage-
ment and supervision of the health care facility to the
public health authority for a limited or unlimited peri-
od of time.”148

A.3207/5.185 has compensation provisions for law-
ful takings of private property for temporary or perma-
nent use by public health officials during a declared
bioterrorism emergency,4® though not for destruction of
property reasonably believed to endanger public
health.130 To destroy property, public health officials
must institute civil proceedings “to the extent practica-
ble.”151

A.3207/5.185 offers health personnel immunity
from civil liability, even in the case of death, personal
injury or property damage, except for gross negligence
or willful misconduct.15? Interestingly this appears to be
a greater degree of legal exposure than provided for in
the Defense Emergency Act, which confers total immu-
nity from liability.153 A.3207/5.185 also extends the
same degree of immunity from civil liability to the gov-
ernor, the public health authority, participating state
and local officials,'> and “any private person, firm or
corporation, and the[ir] employees and agents” either
under contract with,15 or “who renders assistance or
advice” at the request of the government.15¢ Out-of-
state emergency health care providers are granted
greater immunity, being held liable only for “reckless
disregard for . . . life or health.”157

The degree of immunity for so broad a spectrum of
state actors in the face of arguably vague standards for
the protection of persons appears to be a final, if not
fatal, flaw in A.3207/S5.185, by tipping the balance to
favor sweeping, far-reaching public health interventions
at the expense of civil liberties. The critical defect is
inadequate accountability. “Citizens should never be
treated against their will by their government, but if
they ever are, they should be fully compensated for
injuries suffered as a result.”158

IV. The Law in New York and the Proposed
Law: An Assessment

Although in disparate parts, New York’s legal capa-
bility to respond to a public health emergency is robust.
The New York State Defense Emergency Act enables the

State Civil Defense Commission to plan and promul-
gate regulations regarding most conceivable aspects of
a response to an actual or imminent attack.1® In addi-
tion to state-level authority, localities may consolidate
their own civil defense efforts and form mutual aid
agreements.160

In the event of an attack, broadly defined, the State
Civil Defense Commission has the power to take any
state assets and any and all real or personal property.161
The Commission also has the power during an attack to
appropriate civil defense powers from counties and
cities, and may have the power to give counties and
cities far-reaching authority to compel evacuation, take
or destroy property, and draft people into service.162

The governor may designate any part of the state as
an emergency health and sanitation area, which confers
authority on the local board of health to take and
enforce necessary measures to protect public health.163
State actors, including designated private individuals
and entities, enjoy absolute immunity for good faith,
civil defense-related actions even if they result in death
or property damage.164

Both the State and Local Natural and Man-Made
Disaster Preparedness legislation and the Defense
Emergency Act enable a state disaster preparedness
planning capacity although the legislation gives addi-
tional detail not in the Act. As well, the legislation
applies in the event of a disaster, as the Act does not.
The legislation also includes explicit authority after the
declaration of a state of emergency for the imposition of
a qualified form of martial law by the governor or a
local chief executive.165

The Public Health Law, through its nuisance and
communicable disease provisions and the State Sanitary
Code, gives state and local public health authorities
powers of surveillance and control of nuisances and of
persons and things infected or exposed to a long list of
communicable diseases, including broad powers of
quarantine and isolation with notice and hearing.166
However, there are no provisions to mandate vaccina-
tion or treatment other than for students. Public health
authorities may seize or destroy articles hazardous to
the public health and may regulate public health nui-
sances.!6”7 All persons have a duty to report known or
suspected cases of communicable disease to public
health authorities.168

Federal case law upholds the reasonable use of state
police power to protect public health and safety.1¢ New
York precedents have clarified the Public Health Law
by upholding mandatory vaccination of school children
to promote the public good,!”0 proscribing vaccination
in the clear absence of infection or exposure to conta-
gious disease,'”! setting a standard of proof of the need
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for quarantine of clear and convincing evidence,!”2 and
mandating the least restrictive quarantine environ-
ment.173

The Constitution requires compensation for physi-
cal or regulatory takings, though for the latter only if all
value is lost and the taking is not under established nui-
sance or property law.174 In a public health emergency
or wartime, certain physical takings may not be com-
pensable.1”> Substantive due process is not violated by
regulations that bear some rational relationship to a
legitimate legislative purpose in a public health emer-
gency.76 The requirements of due process in a public
health emergency might be determined by a balancing
of private and public interests and the risk of hardship
to an individual with the “value . . . of additional or
substitute procedural safeguards.”177

A.3207/5.185, introduced this year in the New York
Legislature, contains a number of provisions that are
non-controversial and that could add meaningful ele-
ments to New York law.178 However, A.3207/5.185 also
has controversial aspects, raising cautionary signals
about enactment. First, it is unclear whether it is appro-
priate to strengthen state rather than federal power
given the potential for widespread diffusion and the
criminal nature of bioterrorism. As well, the extent to
which A.3207/5.185 tips the balance away from civil
liberties and toward public health control of persons
and property should be clarified, made explicit and dis-
cussed as a matter of public policy before any law is
passed. Even the premise in A.3207/5.185 that a mass
quarantine could be imposed effectively in today’s
world of instant electronic communications is uncer-
tain. By the time a state bureaucracy has mobilized
itself, significant numbers of people will have heard of
impending plans in an e-mail or a cell phone call and
fled. Part of the problem with A.3207/S.185 is that con-
ceptualizations of possible bioterrorist events are so
varied that a “one size fits all,” stand-alone statute may
be meaningless.

Among the controversial provisions of A.3207/
5.185 are: the degree to which it gives primary responsi-
bility for responding to bioterrorism to public health
authorities rather than equally including physicians and
hospitals; the compelling of health care professionals
and facilities to assist in the event of bioterrorism even
if compensated; the broad discretion granted to public
health officials to decide who and when to examine,
vaccinate, treat, quarantine and isolate; the perception
of inadequacy in the due process afforded those con-
testing quarantine or isolation;17? and its immunity pro-
visions.

V. Next Steps

Ultimately, the primary benefit of the MSEHPA may
be “the extent [to which] it encourages states to review

their emergency laws.”180 It may be worthwhile also to
review New York Public Health Law to improve it
rather than adopting A.3207/S5.185 in its entirety. One
valuable source for such a review is the Turning Point
Model State Public Health Act,!8! the goal of which is
“to assist state and local governments to assess their
existing public health laws and update laws to effec-
tively address a range of modern public health
issues.”182 The Turning Point Model State Public Health
Act includes, inter alia, a section and other relevant pro-
visions on public health emergencies derived from the
MSEHPA183 and explicit provisions that address criti-
cisms of the MSEHPA 184

Philosophic and ethical issues raised by A.3207/
5.185 and the MSEHPA185 should be considered and
resolved explicitly in the legislature before enactment of
any of its provisions. Provisions of A.3207/S.185, the
MSEHPA, and other sources merit selective incorpora-
tion into New York law, allowing meritorious and rele-
vant passages to be included while avoiding controver-
sy and redundancy. Any adopted provisions should be
appropriately amended for consistency. For example,
A.3207/5.185 does not include a role for local govern-
ments in public health emergency response. Local
involvement is an important component of public
health practice in New York, a reality that is reflected in
statutory language. As well, inconsistencies in the pro-
posed law with prevailing standards of liability, immu-
nity and proof should be resolved.

The sections on detection and tracking of the
MSEHPA should be considered for enactment in New
York. Surveillance is a bedrock public health function.
Prior to, and during, potential contemporary public
health emergencies “public health officers may need
additional authorities beyond [conventional] surveil-
lance and disease reporting.”186 Given the explosion of
methods for information gathering and of types of
information available since surveillance laws were last
enacted, the enhancement of state and local detection
and tracking capabilities would be an invaluable addi-
tion to public health.

With regard to measures for the control or protec-
tion of persons, standards for decision-making in the
Public Health Law should be made more explicit and
reflect civil libertarian values that were not considered
when the laws were initially drafted. Non-disease-spe-
cific provisions for examination, vaccination and treat-
ment should be incorporated. Their development
should be informed by a recognition of the tension
between (a) the need for public health officials to com-
pel certain outcomes in order to optimize the response
to a rapidly evolving, mass public health emergency;
and (b) the potential for mandates to foment reactions
that range from public mistrust of authorities to overt
civil disobedience. Provisions for the control of proper-
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ty in New York law should be updated to reflect princi-
ples of compensation and due process.

The last four years have witnessed a veritable ren-
aissance of interest in public health and its role, particu-
larly in public health emergencies. A crucial aspect of
public health is its legal underpinnings. The introduc-
tion of A.3207/5.185 in New York represents a valuable
opportunity to improve legal preparedness that should
be exploited.
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EDITOR’S SELECTED COURT DECISION

In the Matter of M.B., 2003-10271 (2d Dep't 2005)

In the Matter of M.B. (Anonymous) Mental Hygiene Legal Service, appellant;
Staten Island Developmental Disabilities Services Office, et al., respondents.

(File No. 33/02). 2003-10271.

Appellate Division of the Supreme Court of New York, Second Department.

Decided June 13, 2005.
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Mental Hygiene Legal Service, Mineola, N.Y. (Sidney
Hirschfeld, Lisa Volpe, and Dennis B. Feld of counsel),
appellant pro se.

Eliot Spitzer, Attorney General, New York, N.Y.
(Michael S. Belohlavek and Jean Lin of counsel), for
respondent Staten Island Developmental Disabilities
Services Office.

NYSARC, Inc., Delmar, N.Y. (Tania F. Seaburg and John
F. Von Ahn of counsel), amicus curiae.

Before: HOWARD MILLER, J.P,, THOMAS A. ADAMS,
GLORIA GOLDSTEIN, ROBERT A. SPOLZINO, JJ.

OPINION & ORDER
GOLDSTEIN, J.

By amended decree of the Surrogate’s Court, Rich-
mond County, dated January 24, 2003, M.B.’s brother,
R.B., was appointed “guardian of the person only” of
M.B. The amended decree made no mention of any
powers to make health care decisions. Thereafter, M.B.
was admitted to Staten Island University Hospital suf-
fering from pneumonia, hypertension, and hypoxia. In
early October 2003, he was placed on a respirator for
breathing and a nasal-gastric tube for feeding and
hydration. On or about October 14, 2003, R.B., as
guardian of the person of M.B., requested pursuant to
SCPA 1750-b that life-sustaining treatment be with-
drawn and withheld from M.B.

SCPA 1750-b is part of the “Health Care Decisions
Act for Persons with Mental Retardation” (L 2002, ch
500), effective March 16, 2003. This act of the Legislature
also amended SCPA 1750 relating to the appointment of
guardians for mentally-retarded persons. SCPA 1750-
b(1) provides that “[u]nless specifically prohibited by

the court” the guardian for a mentally-retarded person
appointed pursuant to SCPA 1750 has the authority to
make health care decisions on behalf of the mentally-
retarded person which “may include decisions to with-
hold or withdraw life-sustaining treatment” as defined
in Mental Hygiene Law § 81.29(e). Mental Hygiene Law
§ 81.29(e) defines life-sustaining treatment as “medical
treatment” including “artificial nutrition and hydra-
tion” that “is sustaining life functions and without
which, according to reasonable medical judgment, that
patient will die within a relatively short time period.”

The appellant Mental Hygiene Legal Service (here-
inafter MHLS) commenced the instant proceeding to
determine that R.B. did not have the authority to with-
hold or withdraw life-sustaining treatment pursuant to
SCPA 1750 and 1750-b on the ground that those provi-
sions are not to be applied retroactively to guardians
appointed prior to their effective date. MHLS contend-
ed that R.B., as guardian of the person of M.B., could
“only exercise authority under SCPA 1750-b if his
authority is specifically expanded by the Surrogate.”
The order appealed from (see Matter of MB, 2 Misc 3d
328, 331), held that the Health Care Decisions Act for
Persons with Mental Retardation “applies to all
guardians, whether appointed before or after its effec-
tive date.”

At the outset, we note that the issue of the powers
of the guardian for M.B. is now academic, since M.B.
died within hours of the termination of life-sustaining
treatment. However, in view of a likelihood of the repe-
tition of this issue in the future, the fact that the issue
could tend to evade review, and that the questions
raised by this appeal are substantial, an exception to the
mootness doctrine applies (see Matter of Hearst Corp. v.
Clyne, 50 NY2d 707, 714-715).

The constitutionality of the Health Care Decisions
Act for Persons with Mental Retardation is in no way
contested on this appeal. The only question before this
court is whether its provisions are to be applied retroac-
tively.

In determining whether the amendments should be
applied retroactively, one must examine the legislative
intent. “[TThe clearest indicator of legislative intent is
the statutory text” (Majewski v. Broadalbin-Perth, 91
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NY2d 577, 583). The retroactive application of statutes is
not favored (see Majewski v. Broadalbin-Perth, supra at
594). Substantive statutes which create new rights are
generally not applied retroactively; indeed, even
statutes which are remedial in nature are not applied
retroactively if vested rights would be impaired (see
Matter of Marino S., 100 NY2d 361, 371, cert denied 540
US 1059; Alliance of Am. Insurers v. Chu, 77 NY2d 573,
586; McKinney’s Cons Laws of NY, Book 1, Statutes, §
51, pp 98-100).

The amendments were enacted to address a prob-
lem discussed in the relevant case law. New York case
law holds that a competent adult has the right to refuse
life-saving medical treatment (see Matter of Fosmire v.
Nicoleau, 75 NY2d 182). When the patient is not compe-
tent, a decision to withhold or withdraw life-sustaining
treatment may be made if there is clear and convincing
evidence that the patient, when competent, did not
wish to have his or her life prolonged by medical
means with no hope of recovery (see Matter of Storar, 52
NY2d 363, cert denied 454 US 858). Such a determina-
tion can only be made if the patient “had been compe-
tent and capable of expressing” his or her wishes at
some point (Matter of O’Connor, 72 NY2d 517, 529). In
the case of Storar, who was profoundly retarded and
was never able to competently express his wishes, the
Court of Appeals held that the guardian could not with-
hold or withdraw life-sustaining treatment (see Matter
of Storar, supra).

Like all individuals, mentally-retarded persons are
not all the same. The levels of mental retardation have
been classified as (1) mildly retarded with IQ of 50 to
70, (2) moderately retarded with an IQ of 35 to 50, (3)
severely retarded with an IQ of 20 to 35, and (4) pro-
foundly retarded with an IQ below 20 (Matter of Baby
Boy W., 3 Misc 3d 656, 666). Mentally-retarded persons
can be competent to make their own medical decisions
(see Matter of Baby Boy W., supra at 666; Matter of B., 190
Misc 2d 581 [retarded person with IQ of 62 can give
informed consent to sterilization]) and can be capable of
pursuing their legal rights without the aid of a guardian
(see Matter of an Individual with a Disability for Leave to
Change Her Name, 195 Misc 2d 497).

The new SCPA 1750(2) properly recognizes that
there are mentally-retarded persons who are capable of
making their own health care decisions. Every certifica-
tion by two physicians or a physician and a psycholo-
gist that the mentally-retarded person is incapable of
managing his or her affairs “shall include a specific
determination . . . as to whether the mentally retarded
person has the capacity to make health care decisions.”
A determination by the examining physicians and/or
psychologist that the mentally-retarded person is capa-
ble of making health care decisions “shall not preclude
the appointment of a guardian pursuant to this section

to make other decisions on behalf of the mentally retard-
ed person” (emphasis supplied).

With respect to guardians appointed prior to the
effective date of the new provisions, SCPA 1750(2) pro-
vides that the absence of a determination as to whether
the mentally-retarded person has the capacity to make
health care decisions “shall not preclude such guardians
from making health care decisions.” Further, SCPA
1750-b states:

Unless specifically prohibited by the
court after consideration of the determi-
nation, if any, regarding a mentally
retarded person’s capacity to make
health care decisions, which is required
by section seventeen hundred fifty of
this article, the guardian of such person
appointed pursuant to section seven-
teen hundred fifty of this article shall
have the authority to make any and all
health care decisions, as defined by
subdivision six of section twenty-nine
hundred eighty of the public health
law, on behalf of the mentally retarded
person that such person could make if
such person had capacity. Such deci-
sions may include decisions to with-
hold or withdraw life-sustaining treat-
ment (emphasis supplied).

In reaching the conclusion that the new provisions
should be applied retroactively, the Surrogate relied
upon this statutory text. It held that the use of the term
“if any” in SCPA 1750-b “contemplates a situation
where a guardian would have health care decision-
making authority, even in the absence of the SCPA 1750
determination” of whether the mentally-retarded per-
son has the capacity to make his or her own health care
decisions (Matter of M B, supra at 330).

In enacting the Heath Care Decisions Act for Per-
sons with Mental Retardation, the Legislature intended
to eliminate discrimination against mentally-retarded
persons who could never express their wishes with
respect to life-sustaining treatment, to afford them “the
same choices afforded to competent or formerly-compe-
tent patients” to refuse life-sustaining treatment (Mem
of Senator Hannon, L 2002, ch 500, 2002 NY Legis Ann,
at 280). The “overarching motive” of the Legislature
was:

(1) to clarify that decisions regarding
life-sustaining treatment are part of the
natural continuum of all health care
decisions; (2) to allow decisions to end
life-sustaining treatment only where the
need is clearest (i.e. where patients are
profoundly ill and never had the ability to
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make such decisions for themselves), (3) to
utilize existing legal standards wherev-
er possible, and (4) to maintain judicial
oversight of close decisions, with a statuto-
ry structure incorporating a workable
standard for the court (emphasis sup-
plied) (Mem of Senator Hannon, L
2002, ch 500, 2002 NY Legis Ann, at
280).

A retroactive application of the new SCPA 1750 and
1750-b would serve the contrary purpose of depriving
mentally-retarded persons with guardians appointed
prior to March 16, 2003, of their statutory right under
the new SCPA 1750(2) to a determination of their capac-
ity to make their own health care decisions.

The former statutory scheme also provided protec-
tions which will be lost with the retroactive application
of the amendments. Guardians for mentally-retarded
persons appointed pursuant to SCPA former 1750 were
appointed based upon a certification that the mentally
retarded person was “incapable to manage him or her-
self and/or his or her affairs by reason of mental retar-
dation.” No certification was made of the mentally-
retarded person’s capacity to make his or her own
health care decisions. However, guardians appointed
pursuant to SCPA former 1750 had similar powers as
guardians appointed pursuant to Mental Hygiene Law
article 81 (see Matter of B., 190 Misc 2d 581, 585). Mental
Hygiene Law § 81.29(e) authorizes the court to specifi-
cally grant or deny a guardian the power to give con-
sent to the withdrawing of life-sustaining treatment.
Such a determination is generally made based upon
clear and convincing evidence of the patient’s wishes
(see Wickel v. Spellman, 159 AD2d 576; Matter of Barsky,
165 Misc 2d 175).

The provision in the new SCPA 1750-b(4) which
states that “[i]n the event that a guardian makes a deci-
sion to withdraw or withhold life-sustaining treatment
from a mentally-retarded person” the attending physi-
cian must confirm that the mentally-retarded person
lacks the capacity to make health care decisions (see
SCPA 1750-b[4][a]) provides no protection. This certifi-
cation occurs when the decision to terminate life-sus-
taining treatment is made. Generally such a decision is
made when a patient who may have been competent
when well is unconscious or too sick to make health
care decisions. By its terms, it would not protect men-
tally-retarded persons formerly competent to make
health care decisions. Nor would it ensure any mental-
ly-retarded person of an opportunity to be heard at a
meaningful time and in a meaningful manner as to
whether the guardian should have the power to with-
draw or withhold life-sustaining treatment (see Matter
of Chantel R., 6 Misc 3d 695).

Under the new statutory scheme, the Surrogate
must expressly deny a guardian the power to withhold
or withdraw life-sustaining treatment if the Surrogate
deems such a limitation appropriate (see SCPA 1750-
b[1]). However, with respect to guardians appointed
prior to the effective date of SCPA 1750-b, no such limi-
tation was necessary since the guardian would have
had to affirmatively seek the authority to withhold or
withdraw life-sustaining treatment from the court,
based upon clear and convincing evidence of the
patient’s wishes and/or the best interests of the mental-
ly-retarded person. The retroactive application of SCPA
1750-b to guardians appointed pursuant to SCPA for-
mer 1750 would expand their powers without any con-
sideration by the court as to whether such an expansion
of authority would be appropriate.

The amicus curiae NYSARC, Inc., notes that
“[u]nless the Court in this case finds that guardians
appointed prior to March 16, 2003, the effective date of
the Act, have the authority to make end-of-life decisions
on behalf of their wards, thousands of guardians will be
forced to expend both their own and judicial resources
by seeking to have guardianship decrees and other
related documents amended.” However, each life is pre-
cious. A requirement of judicial intervention is not a
waste of resources to insure that mentally-retarded per-
sons are treated fairly and in accordance with all their
rights.

Accordingly, we hold that SCPA 1750-b shall not
apply to guardians appointed prior to its effective date,
without a judicial determination specifically granting
such guardians powers pursuant to SCPA 1750-b in
accordance with the statutory safeguards set forth in
SCPA 1750(2). The order is reversed insofar as appealed
from, on the law, without costs or disbursements, and
the petition is granted.

H. MILLER, J.P.,, and ADAMS, J]J., concur.

SPOLZINQO, J., dissents and votes to affirm the order
insofar as appealed from with the following memo-
randum:

I share the serious concerns that prompt my col-
leagues to hold that the Health Care Decisions Act for
Persons with Mental Retardation does not apply
retroactively so as to authorize a guardian appointed
prior to the adoption of that law to make health care
decisions, including the decision to refuse medical treat-
ment, for a mentally-retarded ward. Nevertheless, the
Legislature has, in my view, resolved the limited issue
presented on this appeal by providing clearly and
unambiguously in the statute itself for its retroactive
application. As I see it, in the absence of a constitutional
challenge to such application, the Legislature has thus
put the issue beyond our purview. Since the petitioner
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has declined to make that challenge here, I would
affirm the order of the Surrogate and therefore, I dis-
sent, respectfully.

The Health Care Decisions Act for Persons with
Mental Retardation (L 2002, ch 500) (hereinafter the
2002 amendments) significantly amended the statutory
provisions for the guardianship of mentally-retarded
persons that had been established in article 17-A of the
SCPA, adopted in 1969 (L 1969, ch 1143) and subse-
quently amended in 1989 (L 1989, ch 675). Pursuant to
the 2002 amendments, every medical certification made
in support of the appointment of a guardian for a men-
tally-retarded person is now required to include “a spe-
cific determination . . . as to whether the mentally
retarded person has the capacity to make health care
decisions” for himself or herself (SCPA 1750[2]). It is
then incumbent upon the appointing court to consider
the medical determination and, upon such considera-
tion, to withhold from the guardian the authority to
make health care decisions for the mentally-retarded
person if it is appropriate to do so (see SCPA 1750-b). In
the absence of an express judicial determination to
withhold the authority to make health care decisions,
however, such authority is conferred upon the guardian
(see SCPA 1750-b[1]).

Despite the breadth of the authority that may be
granted pursuant to the statute, the guardian’s power
to decline life-sustaining treatment for the mentally-
retarded person is, nevertheless, circumscribed in sever-
al significant ways. The statute establishes specific sub-
stantive standards to which the guardian must adhere
in making such a determination (see SCPA 1750-b[2]).
In addition, there are specific procedures that must be
followed. Among the procedural necessities are medical
determinations that the mentally-retarded person does
not have the capacity to make the decision for himself
or herself and that he or she is in such condition that a
determination to withdraw life-sustaining treatment is
medically appropriate (see SCPA 1750-b[4][a],[b]). The
statute also sets forth specific requirements with respect
to giving notice of the decision to family members and
other interested parties identified in the statute and pro-
vides for timely judicial review of the decision in the
event of an objection by such parties (see SCPA 1750-

b[4][e]; [5],[6]).

These provisions constitute a sharp break with
prior decisional law. Although the New York courts
have long recognized that a competent person may
make life-ending medical decisions for himself or her-
self, based upon the right recognized at common law to
be free from unwanted medical treatment (see Schloen-
dorff v. Society of NY Hosp., 211 NY 125, 129), such deci-
sions may be made by a guardian only where the
patient’s intent with respect to such issues when com-
petent can be established by clear and convincing evi-

dence (see Matter of Storar, 52 NY2d 363, 379, cert
denied 454 US 858). Where that intent cannot be so
established, necessary medical treatment may not be
declined by a guardian or other surrogate decision-
maker (see Matter of Westchester County Med. Ctr., 72
NY2d 517, 528, 530-531). Thus, in the absence of statuto-
ry authority, the guardian of a mentally-retarded person
who was never competent to make a reasoned decision
about medical treatment is without power to withhold
or withdraw life-sustaining treatment (see Matter of
Storar, supra).

Recognizing the serious policy implications of its
decision in Storar, the Court of Appeals expressly invit-
ed the Legislature to address the issue of surrogate
decision-making for the mentally impaired (see Storar,
supra at 382-383). Before 2002 however, the Legislature
did not accept the court’s invitation. SCPA article 17-A
did not address the issue of health care decision-mak-
ing. Article 81 of the Mental Hygiene Law, enacted in
1993 to govern the guardianship of persons alleged to
be incompetent, similarly left in place the common law
rules as defined by the Court of Appeals (see Mental
Hygiene Law § 81.29[e]). The Legislature ultimately
turned to the matter, however, in 2002, filling the gap in
the law identified in Storar (see Turano, 2002 Supple-
mentary Practice Commentaries to SCPA § 1750-b, at
38-39), by adopting the amendments in issue, following
a well-publicized controversy with respect to the unfor-
tunate circumstances of Sheila Pouliot, a mentally-
retarded person whose guardian was determined not to
have the requisite authority based upon the Attorney-
General’s reading of Storar (see Blouin v. Spitzer, 213 F
Supp 2d 184, 186-187, affd 356 F3d 348, 352-356; Chantel
R., 6 Misc 3d 693, 696).

Like Ms. Pouliot, M.B. was a mentally-retarded per-
son for whom a guardian, R.B., had been appointed
pursuant to SCPA article 17-A. As the majority correctly
notes, this proceeding was commenced by Mental
Hygiene Legal Services for a determination that SCPA
1750-b did not apply to R.B. on the ground that he had
been appointed as M.B.’s guardian prior to the effective
date of the 2002 amendments. The pleadings do not
challenge the constitutionality of the retroactive appli-
cation of the statute and no notice of a constitutional
claim was ever provided to the Attorney-General, as
required by CPLR 1012(b) and Executive Law § 71. The
issue before us, therefore, is simply one of statutory
construction.

“Amendments are presumed to have prospective
application unless the Legislature’s preference for
retroactivity is explicitly stated or clearly indicated”
(Gleason, 96 NY2d 117, 122; see Marino S., 100 NY2d 361,
370, cert denied sub nom Marino S. v. Angel Guardian
Children and Family Servs., 540 US 1059). The issue of the
retroactive application of a statute is thus, as the majori-
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ty correctly notes, a question of the Legislature’s intent
(see Majewski v. Broadalbin-Perth, 91 NY2d 577, 583). It is
axiomatic that the Legislature’s intent is determined, in
the first instance, on the basis of the language that the
Legislature has employed (see Patrolmen’s Benevolent
Assn. v. City of New York, 41 NY2d 205, 208). It is also
hornbook law that where the statutory language is clear
and unambiguous, the court must construe that lan-
guage so as to give effect to the plain meaning of the
words used (see New Amsterdam Cas. Co. v. Stecker, 3
NY2d 1; Bender v. Jamaica Hosp., 40 NY2d 560; Meltzer v.
Koenigsberg, 302 NY 523). Here, in my view, the lan-
guage employed by the Legislature leads clearly and
unambiguously to the conclusion that the Legislature
intended for the authority to make health care decisions
for mentally-retarded persons, as granted by the 2002
amendments, to be applied to all guardians, even those
appointed prior to the effective date of those amend-
ments.

SCPA 1750-b(1) provides that the authority to make
health care decisions is within the general grant of
authority to the guardian, “unless specifically prohibit-
ed by the court.” Critically, the statute provides that the
court must make that decision after considering the
medical determination with respect to the capacity of
the mentally-retarded person, “if any,” that is now a
required part of the guardianship petition (see SCPA
1750-b[1]). Thus, health care decision-making authority
can be granted in the absence of the medical determina-
tion as to capacity. Reading these two provisions
together, the authority to make health care decisions is
thus included within the grant to the guardian, in the
absence of a judicial decision to the contrary, even in
those cases where there has been no medical determina-
tion with respect to competency.

Moreover, since the statute now mandates that such
a medical determination be made in all proceedings
under article 17-A, after the effective date of the 2002
amendments, the language addressing the absence of
such a determination is meaningless unless it applies to
those situations where the guardian was appointed
prior to the amendments. If we are to read the statute
so as to give effect to all of its provisions, as we must
(see Rangolan v. County of Nassau, 96 NY2d 42, 48;
McKinney’s Cons Laws of NY, Book 1, Statutes § 97),
this provision thus requires that the statute apply
retroactively.

The Legislature’s intent that previously-appointed
guardians have the authority granted by the amend-
ments to make health care decisions is also apparent
from the manner in which it defined the effective date
of the statute. Although the amendments generally
became effective 180 days after they became law, the
provisions requiring the certification of capacity to
make health care decisions were treated differently,

becoming effective only with respect to those determi-
nations made on or after the effective date of the statute
(L 2002, ch 500, § 4). Had the Legislature intended that
no guardian should have the power to make health care
decisions without having been so authorized under the
newly-established process, as the majority contends, it
could simply have avoided any reference to SCPA 1750
in the general clause providing for the effective date of
the amendments. The fact that it did not do so is telling.

If these provisions were not, by themselves, suffi-
cient to establish the Legislature’s intent, however, the
Legislature was even more direct. The statutory provi-
sion that mandates the medical determination specifi-
cally provides that “[t]he absence of this determination
in the case of guardians appointed prior to the effective
date of this subdivision shall not preclude such
guardians from making health care decisions” (SCPA
1750[2]). Since the term “health care decisions,” defined
by reference to section 2980(3) of the Public Health Law,
includes the authority to refuse medical treatment (Pub-
lic Health Law § 2980[6]), the authority of the previous-
ly-appointed guardian is clear.

Despite this language, my colleagues in the majori-
ty would decline to apply the 2002 amendments to pre-
viously-appointed guardians. In so doing, they read the
legislative history to find that retroactive application of
the amendments would be inconsistent with the Legis-
lature’s “overarching motive” of allowing end-of-life
decisions to be made for mentally-retarded persons
who “never had the ability to make such decisions for
themselves” only after a judicial determination as to
their prior capacity. As a result, my colleagues find that
by the retroactive application of the 2002 amendments,
a mentally-retarded person for whom a guardian was
previously appointed, would be deprived of the right
provided thereunder to determination of his or her
medical decision-making capacity before such authority
may be exercised by a guardian. In my view, however,
the legislative memorandum upon which my col-
leagues rely to reach their conclusion is not quite as
clear as they read it to be in expressing the intent they
find.

Initially, the memorandum upon which the majority
relies expressly states that “the absence of such a deter-
mination [as to capacity to make health care decisions]
in the case of guardians appointed prior to this act shall
not preclude their making such decisions” (2002 McKin-
ney’s Session Laws of NY, at 2002). Even were we to
ignore this express statement with regard to the issue of
retroactivity, the memorandum expressly asserts that
the discrimination with which the statute is concerned
is not discrimination against mentally-retarded persons
by denying them the common law right to personal
autonomy that is recognized for competent persons, but
rather, is discrimination against mentally-retarded per-
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sons by refusing to allow their guardians to make the
same health care decisions that can be made by compe-
tent persons. Referring to the common-law rule that
life-sustaining treatment cannot be withheld in the
absence of “clear and convincing evidence” that to do
so would be consistent with the patient’s intent when
competent (Westchester County Med. Ctr., supra at 528,
530-531; see Storar, supra at 379), the legislative memo-
randum states:

This clear and convincing evidence rule
has been applied to thwart decisions
even by court-appointed guardians,
who in almost every other respect step
into the shoes of their wards, and can
make any decisions their wards could
have made if competent.

In precluding the withholding or with-
drawal of life sustaining treatment from
mentally retarded persons, the clear
and convincing evidence rule clearly
discriminates against this particularly
vulnerable segment of the population
by denying them the same choices
afforded to competent or formerly-com-
petent patients (2002 McKinney’s Ses-
sion Laws of NY, at 2003-2004 [internal
quotation marks omitted]).

Finally, if the intent as to the retroactive application
of the 2002 amendments was not sufficiently expressed
already, the memorandum states that this bill “clarifies
that guardians of mentally retarded persons have the
authority to make the full range of health care decisions
for them” (2002 McKinney’s Session Laws of NY, at
2004 [emphasis supplied]).

I thus differ with my colleagues in my reading of
the legislative memorandum as supporting the retroac-
tive application of the 2002 amendments. But legislative
history, however one reads it, is not statutory text.
While contemporaneous legislative statements are
instructive in establishing the Legislature’s intent with
respect to ambiguous provisions (see Rankin v. Shanker,
23 NY2d 111; see also McKinney’s Cons Laws of NY,
Book 1, Statutes § 92[b]), they do not overcome the lan-
guage that the Legislature actually adopted and the
Governor actually approved. Here, that language is, in
my view, clear, for the reasons I have stated above. In
the absence of a countervailing legal basis for doing so,
we are not at liberty to disregard that clear and unam-
biguous expression of the Legislature’s intent and we
must give effect to the plain meaning of the statute (see

Raritan Dev. Corp. v. Silva, 91 NY2d 98; Patrolmen’s
Benevolent Assn. v. City of New York, supra; Tompkins v.
Hunter, 149 NY 117, 122-123).

The concerns raised by the majority would clearly
be implicated, in a manner cognizable by the courts, in
a constitutional challenge to the retroactive application
of the statute. There is no doubt that it can be seriously,
and perhaps successfully, argued that granting to a
guardian the authority to make potentially life-ending
medical decisions for a mentally-impaired person with-
out first ascertaining through a judicial process whether
that person, when capable, would have made that
choice deprives the impaired person of life without due
process of law or denies to him or her the equal protec-
tion of the laws. However, since the petitioner chose not
to raise such a claim in this proceeding, that issue is not
presented in this case.

Thus, despite the importance of the constitutional
issues that may be raised in some future case, I would
decide this case on the basis of the issue that has been
presented, which is whether the Legislature intended
that SCPA 1750-b apply retroactively. Although I dis-
agree with the majority, I join my colleagues in recog-
nizing that there are few issues presented in the law as
serious and as difficult as defining the circumstances
under which life-sustaining medical treatment may be
refused. The issue of when one person may be author-
ized to make medical decisions that will likely result in
the death of another is exponentially more complicated,
as witnessed by recent national developments (see Schi-
avo ex rel. Schindler v. Schiavo, 404 F3d 1282; see also
Cruzan v. Director, Missouri Department of Health, 497 US
261; Conroy, 98 NJ 321, 486 A2d 1209; Superintendent of
Belchertown State School v. Saikewicz, 373 Mass 728, 370
NE2d 417; Quinlan, 70 NJ 10, 355 A2d 647, cert denied
sub nom. Garger v. New Jersey, 429 US 922).

In the absence of the statute, I would concur that
we should err on the side of life, as Storar (supra)
requires. Were I a legislator, I might be persuaded by
the majority of the wisdom of applying the statutory
amendments prospectively only. As a judge, however, I
am not free to make that determination in the face of
statutory language to the contrary. Since I believe that
the Legislature unequivocally expressed in the legisla-
tion itself its intent that the statutory amendments in
issue here apply retroactively, I would affirm the order
of the Surrogate insofar as appealed from.

ORDERED that order is reversed insofar as appealed
from, on the law, without costs or disbursements, and
the petition is granted.
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What's Happening in the Section

Upcoming Programs

The New Medicaid Fraud and Overpayment Initiative:
Representing Health Care Providers in Medicaid
Audits (October 28-29). This timely program will
be the centerpiece of the Section Fall Retreat at
the beautiful Sagamore Hotel on Lake George.
The Health Law Section has assembled an experi-
enced faculty, including key government officials,
to present an intensive program designed to
assist practitioners in the representation of clients
facing Medicaid payment investigations and
audits by the New York State Department of
Health and the Attorney General’s Medicaid
Fraud Control Unit. The program will provide
guidance in the defense of Medicaid payment
investigations, audits, hearings and recoupments,
covering the fundamentals of Medicaid payment
investigations and audits and highlighting some
of the key issues in the field. The program was
organized by former Section Chair Jim Lytle of
Manatt, Phelps & Phillips. For more information,
go to nysba.org/health.

The fall retreat at The Sagamore will also include
ample time for socializing, networking, and
exploring beautiful Lake George and Lake George
Village. Bring your family.

When Your Client’s Health Problems Become Your
Own / Meet the AUSA’s (September 23). This semi-
nar will discuss circumstances under which a
lawyer or other consultant can incur civil or crim-
inal liability from his or her relationship with a
client who violates fraud laws. It also features a
panel discussion by all four of the Assistant U.S.
Attorneys in charge of the criminal fraud units in
the Southern and Eastern District of N.Y. on
enforcement of federal health care fraud and
abuse laws. It concludes with a luncheon presen-
tation by the U.S. Attorney for the Eastern District
of N.Y., Roslyn R. Mauskopf. The program was
planned by Robert P. Borsody, Esq., of Phillips
Nizer LLP, New York City.

Mental Health Courts; Better Outcomes from the
Legal and Mental Health Systems (November 4,
2005). This program, which will be held in NYC,
is being organized by David Seay of the National

Alliance for the Mentally Ill (Albany), and Henry
A. Dlugaz of NYC.

e After the Flood: Legal Issues in Public Health Emer-
gencies (January 26, 2006). This timely program,
offered in connection with the NYSBA Annual
Meeting, is being organized by Margaret Davino
of Kaufman, Borgeest & Ryan.

* Representing Agencies Funded by the New York State
Department of Mental Hygiene (February 24, 2006
in NYC; March 3, 2006 in Albany). This program,
co-sponsored with the Committee on Disabilities,
is being organized by Hermes Fernandez of
Bond, Schoeneck & King, Albany, Chair of the
Section's Committee on Mental Retardation/
Developmental Disabilities.

* Representing Physicians and Dentists in the
Disciplinary Process (April 7 in Long Island; April
28 in NYC; May 5 in Albany; and May 19 in
Rochester). This program is being organized by
Professional Discipline Committee Co-Chairs Ken
Larywon of Martin, Clearwater & Bell, LLP, NYC,
and Carolyn Shearer of Bond, Schoeneck & King,
PLLC, Albany.

¢ Long-Term Care and the Law: Issues and Skills (May
12 in Rochester; May 12 in NYC; and May 19 in
Albany). Ari Markenson, of Epstein, Becker &
Green, P.C,, is organizing this program.

Upcoming Journal Editions

® The next edition of the NYSBA Health Law Journal
(Winter 2006) will focus on “Legal Issues in Long-
Term Care.” Ari Markenson, of Epstein, Becker &
Green, P.C., will be the Special Edition Editor.

¢ The Spring 2006 edition of the NYSBA Health Law
Journal will focus on “Legal Issues in Mental
Health Care.” The Special Edition Editors are
David Seay, of the National Alliance for the Men-
tally Ill (Albany), and Henry A. Dlugaz of NYC.

Persons wishing to submit articles for either of
these special editions should contact the special
edition editors.
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Other Section Activities

* Toward the end of the state legislative session,
four members of the Section’s Executive Commit-
tee went to the Capitol to lobby in support of the
Family Health Care Decisions Act. Section Chair
Lynn Stansel, Former Chair Jim Lytle, Ethics
Committee Chair Kathleen Burke, and Journal
Editor Robert Swidler, along with representatives
from several other organizations, met with legis-
lators and legislative staff to urge them to pass
the FHCDA. The Act would empower family
members to make decisions, including life-sus-
taining treatment decisions, on behalf of inca-
pable patients, subject to clear standards and
safeguards. The legislature adjourned without
passing the Act, but great progress was made in
resolving outstanding issues and building sup-
port for passage next session.

New Executive Committee Members

Section Chair Lynn Stansel recently appointed sev-
eral new Committee Chairs, who will also become
members of the Section’s Executive Committee:

* Margaret Davino, of Kaufman, Borgeest & Ryan,
NYC, was appointed Chair of the Public Health
Committee. Ms. Davino formerly was General
Counsel to St. Vincent’s Hospital in NYC.

Available on the Web
Health Law Journal

www.nysba.org/health

e Edward Case, Associate General Counsel to Uni-
versity of Rochester Medical Center, was appoint-
ed Chair of the In-House Counsel Committee.

e Erik Ramanathan, General Counsel to Imclone
Systems, Inc., was appointed Chair of the
Biotechnology Committee.

e Mark P. Scherzer, of the Law Offices of Mark P.
Scherzer, will be the new Co-Chair of the Con-
sumer Rights Committee, along with Randy Red-
kin.

¢ Steve Chananie, of Garfunkel, Wild & Travis
(Great Neck), will co-chair the Fraud, Abuse and
Compliance Committee, along with Marcia
Smith.

¢ Frank Serbaroli, of Cadwalder, Wickersham &
Taft, will chair the Provider Committee.

Two New Committees
Two new committee have been formed, and Chairs
appointed to them:

e Esther Widowski, of Widowski & Steinhart, NYC,
will chair the newly-created Special Committee
on Insurance & Liability Issues.

e Jim Lytle, of Manatt, Phelps & Phillips, will chair
the new Legislative Issues Committee.

463-3200.

Health Law Journal Index

Back issues of the Health Law Journal (1996-present) are available
on the New York State Bar Association Web site
Back issues are available in pdf format at no charge to Section members. You must

be logged in as a member to access back issues. Need password assistance? Visit
our Web site at www.nysba.org/pwhelp. For questions or log-in help, call (518)

For your convenience there is also a searchable index in pdf format. To search, click
“Find” (binoculars icon) on the Adobe tool bar, and type in search word or phrase.
Click “Find Again” (binoculars with arrow icon) to continue search.
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Section Committees and Chairs

The Health Law Section encourages members to participate in its programs and to volunteer to serve on the
Committees listed below. Please contact the Section Officers (listed on the back page) or Committee Chairs for

further information about these Committees.

Biotechnology and the Law

Erik D. Ramanathan (Chair)
Imclome Systems Incorporated
180 Varick Street, 16th Floor
New York, NY 10014

(212) 645-1405

Fax: (212) 645-2770

e-mail: erik.ramanathan@
imclone.com

Consumer/Patient Rights

Randye S. Retkin (Co-Chair)
NY Legal Assistance Group
450 West 33rd Street, 11th Floor
New York, NY 10001

(212) 613-5080

Fax: (212) 750-0820

e-mail: rretkin@nylag.org

Mark Scherzer, Esq. (Co-Chair)
Law Offices of Mark Scherzer

7 Dey Street, Suite 600

New York, NY 10007

(212) 406-9606

Fax: (212) 964-6903

e-mail: mark.scherzer@verizon.net

Ethical Issues in the Provision of
Health Care

Kathleen M. Burke (Chair)

New York Presbyterian Hospital
525 East 68th Street, Room W-109
New York, NY 10021

(212) 746-4075

Fax: (212) 746-8994

e-mail: kburke@nyp.org

Fraud, Abuse and Compliance

Steven Chananie (Co-Chair)
Garfunkel, Wild & Travis
111 Great Neck Road

Great Neck, NY 11021

(516) 393-2224

Fax: (516) 466-5962

Marcia B. Smith (Co-Chair)

Iseman Cunningham Riester
& Hyde, LLP

9 Thurlow Terrace

Albany, NY 12203

(518) 462-3000

Fax: (518) 462-4199

e-mail: msmith@icrh.com

Health Care Providers

Francis J. Serbaroli (Chair)
Cadwalader Wickersham & Taft LLP
1 World Financial Center, 31-138
New York, NY 10281

(212) 504-6001

Fax: (212) 504-6666

e-mail: francis.serbaroli@cwt.com

In-house Counsel

Edward G. Case (Chair)

University of Rochester

601 ElImwood Avenue, Suite 308

Rochester, NY 14642

(585) 275-5831

Fax: (585) 273-1024

e-mail: edward_case@urmc.
rochester.edu

Long-Term Care

Ari J. Markenson (Chair)
Epstein Becker & Green, P.C.

250 Park Avenue, 14th Floor
New York, NY 10177

(212) 351-4709

Fax: (212) 878-8709

e-mail: amarkenson@ebglaw.com

Managed Care

Robert P. Borsody (Co-Chair)
Phillips Nizer LLP

666 Fifth Avenue, 29th Floor

New York, NY 10103

(212) 977-9700

Fax: (212) 262-5152

e-mail: rborsody@phillipsnizer.com

Harold N. Iselin (Co-Chair)
Greenberg Traurig, LLP

54 State Street

Albany, NY 12207

(518) 689-1400

Fax: (518) 689-3499

e-mail: iselinh@gtlaw.com

Membership

Hon. James F. Horan (Chair)
NYS Health Department

433 River Street

5th Floor, Suite 330

Troy, NY 12180

(518) 402-0748

Fax: (518) 402-0751

e-mail: jfh01@health.state.ny.us
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Mental Health Issues

Henry A. Dlugacz (Co-Chair)
488 Madison Avenue, 19th Floor
New York, NY 10003

(212) 254-6470

Fax: (212) 813-9600

e-mail: hd@dlugacz.com

J. David Seay (Co-Chair)

National Alliance for the Mentally Il
260 Washington Avenue

Albany, NY 12210

(518) 462-2000, x207

Fax: (518) 462-3811

e-mail: dseay@naminys.org

Mental Retardation/
Developmental Disabilities
Providers

Hermes Fernandez (Chair)
Bond Schoeneck & King, PLLC
111 Washington Avenue
Albany, NY 12210

(518) 533-3000

Fax: (518) 462-7441

e-mail: hfernandez@bsk.com

Nominating

James D. Horwitz (Chair)

Glens Falls Hospital

100 Park Street

Glens Falls, NY 12801

(518) 926-1981

Fax: (518) 926-1988

e-mail: jhorwitz@glensfallshosp.org

Professional Discipline

Kenneth R. Larywon (Co-Chair)
Martin Clearwater & Bell, LLP
220 East 42nd Street

New York, NY 10017

(212) 916-0918

Fax: (212) 949-7054

e-mail: larywk@mcblaw.com

Carolyn Shearer (Co-Chair)
Bond, Schoeneck & King, PLLC
111 Washington Avenue
Albany, NY 12210

(518) 533-3000

Fax: (518) 533-3299

e-mail: cshearer@bsk.com

Public Health

Margaret J. Davino (Chair)
Kaufman Borgeest & Ryan

99 Park Avenue, 19th Floor
New York, NY 10016

(212) 980-9600

Fax: (212) 980-9291

e-mail: mdavino@kbrlaw.com

Special Committee on Bylaws

Patrick Formato (Chair)

Abrams Fensterman et al.

1111 Marcus Avenue, Suite 107
Lake Success, NY 11042

(516) 328-2300

Fax: (516) 328-6638

e-mail: pformato@abramslaw.com

Special Committee on Legislative
Issues

James W. Lytle (Chair)
Manatt, Phelps & Phillips LLP
121 State Street, 3rd Floor
Albany, NY 12207

(518) 432-5990

Fax: (518) 432-5996

e-mail: jlytle@manatt.com

Special Committee on Insurance
and Liability Issues

Esther Widowski (Chair)
Widowski and Steinhart, LLP
425 Madison Avenue, Suite 700
New York, NY 10017

(212) 308-0888

Fax: (212) 308-7677

e-mail: ewidowski@aol.com

Website Coordinator

Ross P. Lanzafame

Harter Secrest Emery LLP

1600 Bausch and Lomb P1.
Rochester, NY 14604

(585) 231-1203

Fax: (585) 232-2152

e-mail: rlanzafame@hselaw.com

Catch Us on the Web at
WWW.NYSBA.ORG/HEALTH
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BOOKS Logal Manual

for New York
Physicians

Legal Manual oz s ad
for New York
Physicians

Written and edited by more than fifty experienced practitioners,
this landmark text is a must-have for attorneys representing

physicians and anyone involved with the medical profession.

Includes major contributions by the Department of Health
and other state agencies.

Over fifty topics including:

e Reimbursement and Billing Issues e Health Department Disciplinary Programs
e Employment and Office ® Special Issues Involving

Management Issues Infectious Diseases
® OSHA e Treatment of Minors

e Fraud and Abuse, Anti-Kickback and Self- e Physician Advertising
Referral (Stark) Laws and Regulations

e |nformed Consent PN: 4132
e Child and Adult Abuse Laws List Price: $95

e Physician Contracting with Hospitals, HMOs Member Price: $80
and Other Third Party Payors

To order call 1-800-582-2452 or visit us

online at www.nysba.org/pubs
Mention code: CL2584 when ordering.
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Persons interested in writing for this Journal
are welcomed and encouraged to submit their arti-
cles for consideration. Your ideas and comments
about the Journal are appreciated as are letters to
the editors.

Publication Policy: All articles should be submit-
ted to:

Robert N. Swidler

Northeast Health

2212 Burdett Avenue

Troy, NY 12180

(518) 271-5027

e-mail: swidlerr@nehealth.com

Submitted articles must include a cover letter
giving permission for publication in this Journal.
We will assume your submission is for the exclu-
sive use of this Journal unless you advise to the
contrary in your letter. Authors will be notified
only if articles are rejected. Authors are encour-
aged to include a brief biography with their sub-
missions.

For ease of publication, articles should be sub-
mitted on a 3%" floppy disk. Please also submit
one hard copy on 8%" x 11" paper, double spaced.

Editorial Policy: The articles in this Journal
represent the authors’ viewpoints and research and
not that of the Journal Editorial Staff or Section
Officers. The accuracy of the sources used and the
cases cited in submissions is the responsibility of
the author.
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