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I hope that you have had a

fine summer and that it included
some relaxation time. Our field of
law can carry a great deal of
stress. As a result, it is truly
important to allow ourselves an
opportunity for rest and renewal. 

The Section continues to
grow thanks to your enthusiasm.
As our numbers increase and
committee membership flourish-
es, we can look forward to
increased visibility and the ability to provide more services to
our members. This past year our educational programs and leg-
islative efforts have truly placed the Section “on the map.” The
job bank has received great reviews and is already helping
health lawyers and potential employers to find one another.
Thanks again to Robert Swidler who is overseeing the bank
and the Section’s Web site. If you haven’t seen it, I encourage
you to pay a visit.

Upcoming Events!

The Health Law Section has a large number of events
planned for the next few months. A Section meeting will take
place at the Best Western Motel, Albany, November 13-14,
1997. In addition to meetings of all committees, a program on
Corporate Compliance is scheduled for November 13, 1997,
and a discussion of The Health Care Continuum in conjunction
with the Elder Law Section is set for the following day. Please
watch your mail for further details.

Phil Rosenberg reports that the next CLE offering, “An
Introduction to Health Care Financing and Reimbursement,”
will take place in New York City (December 1, 1997),
Uniondale (December 16, l997), Buffalo (December 5, l997)
and Albany (December 3, l997). The outline is very compre-
hensive and the list of speakers outstanding. This promises to
be a great course, be it as an introduction or a refresher.
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A Message from the Section Chair

Medical Marijuana

Now that I have your attention, please mark your calendar
for the New York State Bar Association’s 121st Annual
Meeting. Our section’s events will be held Wednesday, January
28, 1998. We are currently putting final touches on a program
dealing with contemporary issues in managed care. Also, in
keeping with the Section’s reputation for not ignoring current
controversial issues, we are planning a program about medical
uses of marijuana. A member luncheon complete with guest
speaker and committee meetings will also take place at the
Annual Meeting. Please plan to attend.

New Editors

Dale Moore has resigned as Editor of the Health Law
Journal due to her increasing responsibilities as Associate
Dean of Student Affairs and as Professor at Albany Law
School. She will, however, continue to chair the Publications
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Committee. Thanks, Dale, for getting the Journal off the
ground so quickly and for creating a high quality periodical. 

I am pleased to introduce Barbara Atwell and Audrey
Rogers as our new Editors, effective as of the next issue. As
professors in the health law program at Pace University School
of Law, Audrey and Barbara bring knowledge, enthusiasm
(and hopefully a bevy of law students) to the Journal.
Welcome aboard!

A Final Word

This is your Section. Please participate in its committees,
continuing legal education programs and the Annual Meeting.
Also, communicate with your Committee Chair or Executive
Committee if you have any suggestions on how the Section
can do a better job. Thanks!

Barry A. Gold
Chair

This issue highlights several important matters. First,
Claudia Torrey’s column summarizes the promulgation of fed-
eral regulations allowing for waivers of consent in certain
types of “emergency” research on human subjects. Whether
such research is ethical, or, indeed, even necessary, is contro-
versial. Proponents would argue that the subject populations,
e.g., unconscious head-trauma victims, are clearly incapable of
consenting to participation in research that might benefit them
but must be initiated within a very small time window of
opportunity (two to four hours after the injury); accordingly,
waivers of consent are essential. Opponents, on the other hand,
would point out that the requirement that surrogate consent be
obtained might reduce subject accrual and hence be inconve-
nient, but would not make it impossible to conduct the
research. Another controversial human subjects question was
addressed recently in New York in a case involving involun-
tarily committed psychiatric patients. Marie Roccapriore’s
article discusses that case. Howard Krooks, a regular contribu-
tor, has again supplied a valuable update on elder law. He
reviews recent cases as well as the status of federal statutory
provisions criminalizing certain asset transfers. Finally,
Colleen Galligan provides an overview of health care reform
following the failure of the ambitious Clinton plan. 

I am pleased to announce that two new editors will be
assuming responsibility for the Health Law Journal, beginning
with the next issue. They are Professors Barbara L. Atwell and

Audrey Rogers, both of whom teach at the Pace University
School of Law. I know that they welcome the submission of
articles that would be of interest to Health Law Section mem-
bers. You may reach them at the following addresses and
phone numbers:

Professor Barbara Atwell
Pace University School of Law
78 North Broadway
White Plains, NY 10603
(914) 422-4257
batwell@genesis.law.pace.edu

Professor Audrey Rogers
Pace University School of Law
78 North Broadway
White Plains, NY 10603
(914) 422-4068
arogers@genesis.law.pace.edu

Thanks to all of you who have provided support, assis-
tance, and encouragement during the “start-up” phase of the
Health Law Journal. I hope that you will continue to support,
assist, and encourage Barbara and Audrey in their endeavors.

Dale L. Moore
Editor

From the Editor
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On November 1, 1996, final rules and regulations devel-
oped by the United States Food and Drug Administration
(FDA) regarding informed consent, the protection of human
subjects, and emergency medical research became effective.
These rules and regulations were published in the Federal
Register on October 2, 1996 (the “Final Rule”),1 and are enti-
tled “Protection of Human Subjects; Informed Consent.”

The Final Rule authorizes an exception to the Code of
Federal Regulations’ known requirement of obtaining
informed consent from human subjects participating in
research/clinical trials.2 Specifically, the Final Rule applies to
a discrete class of human research subjects who are in need of
emergency medical intervention, but who cannot give
informed consent because of their life-threatening conditions
and their lack of legally authorized persons to represent them.
This emergency research exception (ERE) is codified in Title
21, Part 50 of the Code of Federal Regulations.3 It is also noted
that the National Institutes of Health (NIH), under the auspices
of the Department of Health and Human Services, have
aligned their regulations with those of the FDA.4 According to
the background information in both the FDA and NIH materi-
als, the ERE to informed consent is a necessary response to the
growing opinion among medical experts that current regula-
tions make high quality research in emergency situations diffi-
cult, at best, or almost impossible to carry out at a time when
the need for such research is becoming increasingly recog-
nized. 

Typically, the type of institutions/entities that will primar-
ily be affected by the ERE are national medical centers and/or
laboratories. Such entities are governed by an institutional
review board (IRB) at their facilities.5 The IRB must make sure
that the protocols involving the ERE are being performed
under the umbrella of either a separate investigational new
drug application (IND) or an investigational device exemption
(IDE).6

The FDA received numerous comments, pro and con,
regarding the ERE. There have been, and continue to be, ethi-
cal debates and explicit concerns as to whether or not the ERE
is the beginning of a “slippery slope” trend toward easing
patient consent/notification rules. 

Attorneys in the health care field may be interested to
know that some of the explicit concerns involved issues of pre-
emption, and whether or not the ERE is “at odds” with the

United States Supreme Court’s decision in Cruzan v. Director,
Missouri Department of Health.7 The FDA claims it does not
intend to preempt any existing state or local requirements that
provide additional protections for human subjects involved in
an ERE.8 With regard to the Cruzan case, the Supreme Court
held, among other things, that although Ms. Cruzan allegedly
did not wish to remain on life-sustaining treatment, her desire
was not clear enough for the Court in its attempt to balance the
state’s interest in the preservation of life and the patient’s
desire to terminate life-sustaining treatment should she face
life as a “vegetable.”9 Thus, the FDA states that unlike the
Cruzan case, the ERE focuses upon the preservation of life
when an individual’s wishes are unknown.10

The ERE is being utilized by a number of medical facili-
ties with regard to a new blood substitute product known as
HemAssist (HA).11 The HA product, developed by Baxter
International Inc. of Deerfield, Illinois (“Baxter”), is a hemo-
globin therapeutic designed to increase the survival rate of
patients suffering from blood loss and shock caused by severe
trauma. 

According to a November 21, 1996, Baxter press release,
the trauma protocol will have enrolled patients by early 1997.
It is designed to evaluate the outcomes of accident and trauma
victims resuscitated with the current standard of care, com-
pared to those resuscitated with HA in addition to the current
standard of care. HA is an oxygen-carrying solution that is
intravenously administered to patients. It is being studied for
its potential to temporarily replace lost blood, restore blood
pressure and increase oxygen delivery to tissues. HA is made
from human hemoglobin—the iron-containing protein that
enables blood to transport oxygen to tissues throughout the
body. It does not require typing or cross-matching, can be
administered immediately to the critically ill and injured, and
can be stored for much longer periods of time than whole
blood. 

A May 6, 1997, Baxter press release announced that
Baxter’s marketing authorization application for HA was
accepted for filing by the European Medicines Evaluation
Agency (EMEA). Based upon data collected in a European
cardiac-surgery research trial, Baxter is seeking EMEA
approval to market HA as an alternative to blood in cardiac-
surgery patients following cardiopulmonary bypass. If
approved, Baxter will be allowed to market HA in all 15
European Union countries. 

by Claudia O. Torrey*
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There are no easy answers for the potential questions the
ERE raises. Perceived advances in emergency medicine neces-
sarily dictate venturing into “choppy waters.” Companies, like
Baxter, who are in the vanguard of medical research view the
ERE as a positive move forward by the federal government—
this remains to be seen. 

Currently, according to a policy staffer at the FDA’s Office
of Health Affairs, plans are being developed for a public meet-
ing update on the ERE. The tentative meeting dates are
September 29-30, 1997, in the Washington, D.C., area. 

Endnotes

1. 61 Fed. Reg. 51,498-51, 531.

2. 21 C.F.R. pt. 50, § 50.20.

3. The ERE is codified at 21 C.F.R. § 50.24, and is added to subpart B. It
is entitled “Exception from informed consent requirements for emer-
gency research.”

4. 61 Fed. Reg. 51, 531-51, 533; e.g., 45 C.F.R. pt. 46.

5. 21 C.F.R. pt. 56.

6. 21 C.F.R. pt. 50, § 50.24(d).

7. 497 U.S. 261 (1990).  

8. E.g., 61 Fed. Reg. at 51,525-51,526.

9. E.g., 497 U.S. at 285.

10. E.g., 61 Fed. Reg. at 51,505-51,506.

11. HemAssistTM is also known as Diaspirin Cross-linked Hemoglobin or
DCLHb.

*Claudia O. Torrey, Esq., Post Office Box 150234,
Nashville, TN 37215; (615) 528-4280.
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This article discusses a recent decision by the New York
State Supreme Court, Appellate Division, First Department, in
T.D. v. The New York State Office of Mental Health.1 In this
case, the court ruled that certain Office of Mental Health
(OMH) regulations governing research on human subjects
were promulgated without the proper authority and permitted
actions that are unconstitutional pursuant to both the federal
and state constitutions.2 Part I of this article provides an
overview of ethical and legal standards and a brief history of
human research. Part II defines several important terms. The
focus of Part III is the decision and reasoning of the court in
the T.D. case. Part IV offers some comment about the impact
of this case for the future regulation of research. 

Part I

The actions of professionals are substantially guided by
ethical and legal principles.3 In the practice of medicine,
specifically the practice of medical research, there has been
much debate regarding the ethical standards that researchers,
many of whom are also physicians, should observe. When an
ethical should becomes a legal must, however, is determined
by legislatures or courts.4

More than two decades ago, the National Commission for
the Protection of Human Subjects of Biomedical and
Behavioral Research (the “Commission”) identified three fun-
damental ethical principles as particularly relevant to the ethics
of research involving human subjects: respect for persons,
beneficence, and justice.5 Promotion of personal autonomy
and the protection of those with diminished autonomy is the
essence of the respect-for-persons principle, which is imple-
mented in part by requiring informed consent.6 The principle
of beneficence creates an obligation to shelter individuals and
to promote technological advancement through research.7 The
renowned Hippocratic Ethic of “do no harm” is a general rule
that falls within the scope of the beneficence principle.8 To
research with beneficence, the researcher must weigh the risks
and benefits and anticipate the experiment will do good as well
as not harm the subjects.9 The principle of justice requires “a
fair and equitable sharing of both burdens and benefits.”10

“[T]he class of persons that share the burden should receive an
appropriate benefit, and the class primarily intended to benefit
shares a fair proportion of the risks and burdens.”11 These three
principles provide the fundamental ethical concepts on which
most rules and regulations that govern research are based.12

Based on the above principles, six ethical norms for
research involving human subjects may be identified: 

1. good research design;

2. competent investigators;

3. a favorable balance of harm and benefit;

4. informed consent;

5. equitable selection of subjects; and

6. compensation for research-related injury.13

Although each norm is equally important when analyzing any
research project, the following discussion will address only the
favorable balance of harm and benefit and informed consent,
because those two areas are directly dealt with in the rationale
of the appellate division in the T.D. case.

Historical Information 

Fifty years ago, 23 Nazi physician-experimenters who
conducted horrific nontherapeutic, nonconsensual concentra-
tion camp research on humans were tried at Nuremberg.14 The
Nuremberg Code was a product of this trial.15 In these alleged
experiments, “Nazi physicians [claimed they] kill[ed] for the
sake of the health of the state, ‘to preserve—to “heal” [their]
people.’”16 The Nuremberg Code consists of ten nonwaivable
provisions that protect a research subject’s individual rights. It
applies internationally and remains “the most authoritative
legal and ethical [human rights] document” in the realm of
human experimentation.17

The Nuremberg Code was not satisfactory to many
researchers, who claimed it did not appropriately change with
the times.18 In 1964, the World Medical Association answered
researchers’ calls for change by promulgating the Declaration
of Helsinki to replace the Nuremberg Code with a more benev-
olent ethics model.19 The Declaration of Helsinki supplied a
set of ethical guidelines, which, most pointedly, separated the
term “research” into two categories: therapeutic and nonthera-
peutic.20 This alteration caused great confusion, which contin-
ues to date, in classifying actions and interpreting and apply-
ing regulations. 

Meanwhile, in the United States, the National
Commission for the Protection of Human Subjects of
Biomedical and Behavioral Research published “The Belmont
Report.”21 The Belmont Report expanded on those three gen-
eral principles of ethics that pervade every rule and regulation
concerning human experimentation.22 Subsequently, Congress
enacted a statute authorizing the promulgation of regulations
to deal specifically with research on human subjects.23 These
regulations are presently modified and enforced by federal
agencies such as the Department of Health and Human
Services (HHS) and the Food and Drug Administration

T.D. v. The New York State Office of Mental Health:
New York State Regulations Violate Rights

of Vulnerable Research Subjects
by Marie Carol Roccapriore*
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(FDA).24 The federal regulations, however, apply only to
research involving investigational drugs or devices subject to
FDA jurisdiction, projects conducted or supported by the fed-
eral government, and research conducted under the auspices of
an institution that has signed an “assurance” by which it
promises to apply the same standards to all research, whether
that research otherwise would be subject to federal jurisdiction
or not.25 Individual states are left to enact more specific legis-
lation. In New York, such legislation may be found in article
24-A of the Public Health Law, which was enacted in 1975.26

In a memorandum accompanying this legislation, its sponsor
recounted some local reprehensible experiments performed on
humans.27 These included cancer experiments on the elderly at
the Jewish Chronic Disease Hospital, as well as hepatitis vac-
cine experiments on retarded children at Willowbrook State
Hospital, both of which occurred in the 1960s.28 With this leg-
islation, the state of New York regulates human research for
which the investigator is not obligated to follow the federal
regulations.29

Pursuant to section 2446 of this statute, OMH wrote a
series of regulations that went into effect in November of
1990.30 The purpose of the regulations was “to promote men-
tal health research while providing a panoply of protections for
mental patients.”31 Although these regulations may have pro-
moted mental health research, the First Department found they
did not adequately protect mental patients. 

Part II 

Several terms are frequently used terms when discussing
human research. They include: therapeutic, experimental, min-
imal risk, consent, and vulnerable. The definitions of these
terms provide significant meaning to the remainder of the dis-
cussion. 

Research is termed “therapeutic” when there is a possibil-
ity of a direct benefit to the subject-patient that would be
important to this person’s health.32 Nontherapeutic research
confers no direct benefit to the subject-patient.33 The distinc-
tion is important because if an experiment is considered thera-
peutic to the subject-patient, different considerations come into
play.34

Research involves “minimal risk,” according to HHS,
when “the probability and magnitude of harm or discomfort
anticipated in the research are not greater in and of themselves
than those ordinarily encountered in daily life or during the
performance of routine physical or psychological examina-
tions or tests.”35 The demarcation between minimal risk and
more-than-minimal risk is not clear, because it must be decid-
ed on a case-by-case basis.36

“Informed consent” was first recognized as a prerequisite
to participation in experimentation in the Nuremberg Code and
it remains a requirement today. “Modern informed consent
doctrine . . . is meant to safeguard the patient’s interest in both
decision-making autonomy (liberty) and dignity.”37 This is

true with the incompetent patient as well as the competent
patient.38 One’s capacity should not change the need for prop-
er consent or refusal. 

“Vulnerable” persons have diminished capacity for self-
determination and may be more complacent about participat-
ing in research.39 People identified as being in vulnerable
classes include prisoners, students, the elderly, children, those
with malignant diseases, the psychotic or emotionally dis-
turbed, those with language problems, ethnic minorities, the
unborn, the indigent and the uneducated.40 The vulnerable sub-
jects in the T.D. case were psychiatric patients, both children
and adults.41

Part III

The plaintiffs in T.D. v. The New York State Office of
Mental Health included six people involuntarily hospitalized
in OMH-supervised psychiatric facilities.42 These individuals
were “adjudicated mentally incapable of giving or withholding
informed consent . . . [and were] medicated over [their] objec-
tions.”43 Although they had not yet been forced to participate
in experimentation projects, they feared the possibility. If they
were considered “incapable,” the regulations in question
would have permitted OMH to make them involuntary sub-
jects.44 These plaintiffs brought their lawsuit against the state
Office of Mental Health, its commissioner, and the
Commissioner of the New York State Department of Health.45

The plaintiffs claimed that the OMH regulations permitted
the following experiments, to which they feared being subject-
ed: 

1. greater than minimal risk nontherapeutic experiments
on incapable adults and children; 

2. possibly therapeutic experiments on children, per-
formed without the consent of the children’s parents or
guardians; 

3. possibly therapeutic experiments, not approved by a
court, performed on incapable adults; 

4. possibly therapeutic experiments performed on inca-
pable adults over their objection; and

5. experiments performed on subject-patients without
their knowledge.46

The plaintiffs essentially made two arguments: that the
regulations exceeded the authority of OMH and that they vio-
lated the constitutional rights of the subject-patients. 

Statutory Issues

First, the plaintiffs questioned the authority of the OMH to
promulgate regulations authorizing human experimentation.
The trial court found,47 and the appellate division affirmed,48

that the authority to promulgate rules governing human subject
research lies with the Commissioner of Health, not the
Commissioner of the Office of Mental Health, pursuant to a
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specific legislative mandate. Therefore, the regulations were
invalid.49

Inquiry was also raised whether federal or state law
applies to OMH experiments. New York’s Public Health Law
article 24-A and HHS regulations govern human experimenta-
tion. The New York statute does not apply to research that
complies with federal regulations.50 Accordingly, the New
York statute would appear to apply to nonfederally funded
human experiments at OMH-licensed and -operated facili-
ties.51 The Department of Mental Hygiene, however, had filed
a Multiple Project Assurance, which is essentially a promise
made to HHS that the entity under whose auspices research is
being conducted will voluntarily comply with HHS regulations
for the protection of human subjects, even if the research does
not fall into one of the categories covered by federal regula-
tion. By such voluntary compliance with all applicable federal
regulations, the defendants could escape a requirement of com-
pliance with article 24-A.52 The federal regulations call for a
researcher to report certain events to a federal agency called
the Office for Protection from Research Risks (OPRR).53

Instead of reporting to OPRR, however, OMH made the
required reports to an institution called the Research
Foundation for Mental Hygiene.54 The Research Foundation
and OMH have a close relationship, in that the foundation is
intimately involved with OMH research projects.55 Given that
the defendants had elected, in effect, to report to themselves
rather than OPRR, both the trial56 and appellate57 courts found
that state law, thus, article 24-A, applied. 

The trial court further found that the nonfederally funded
experiments to which the plaintiffs feared being subjected vio-
lated article 24-A. Article 24-A sets out procedural require-
ments regarding informed consent for minors, incompetent
persons, and mentally disabled persons, and the approval of a
human research review committee and the Commissioner of
Health to conduct the research must be sought before the
research begins.58 Defendants “admittedly ha[d] not obtained
the consent of the Commissioner of Health to conduct the
research involving minors, incompetents and mentally dis-
abled persons.”59 This inaction was a direct contravention of
the statutory requirement; therefore, the defendants were not
complying with the procedural requirements of article 24-A.

The trial court found the regulations were invalid and
unenforceable for these reasons. On appeal, the First
Department affirmed the reasoning and decision of the lower
court, but went further to address the constitutional questions
raised by the plaintiffs. Although the following findings were
superfluous in terms of invalidating the regulations, the court
believed they were necessary to guide the institutions’ future
actions, with or without the regulations.60

Constitutional Issues

The Law

Mentally ill and involuntarily committed patients main-
tain their fundamental liberty interest to refuse antipsychotic

medication, except when the state has a compelling interest in
exercising its police or parens patriae power.61 The starting
point for determining involuntarily committed patients’ rights
to refuse experimental medication is the law surrounding the
administration of standard medication to involuntarily com-
mitted patients.62 Both case law and regulations are applicable.

Procedural due process requires an appeal process be
available to the patient, in which decisions to administer
antipsychotic medication are reviewed and an opportunity to
defend his or her position is permitted.63 Administrative
review, established by regulations, must be exhausted before
an institution’s determination reaches judicial review.64 At a
judicial hearing regarding capacity, the court applies a de novo
standard of review, for which the court need not give weight to
any previous findings in making its decision, and the patient is
entitled to representation.65 Once a court decides a patient is
incapable, a surrogate is appointed who has authority to con-
sent or refuse for the potential subject-patient.66 If these pro-
tections are not provided, then a vulnerable population of
human beings is potentially subject to abuse. 

The New York Court of Appeals has found constitutional
authority67 for the proposition that an involuntarily committed
individual has a fundamental right to refuse antipsychotic
medication.68 “The common law right [of those with mental
illness] to refuse medical treatment is ‘coextensive with the
patient’s liberty interest protected by the due process clause of
our State Constitution.’”69 A patient’s refusal of such medica-
tion may be overridden by an institution only when procedures
designed to protect privacy and due process rights are fol-
lowed.70 Patients’ refusal rights may also be overridden in cer-
tain emergency situations, such as when a person, whether
incapacitated or not, presents an imminent danger to self or
others.71 Here, as in all other treatment contexts, competence
is presumed to exist; an involuntarily committed patient should
never be presumed incapable of exercising informed consent.72

Protection of a person’s autonomy mandates that standard
medications not be administered, absent an emergency, against
the wishes of a patient whose capacity is questioned, until a
proper determination is made regarding capacity.73

The Foreseeable Problems

The plaintiffs identified an array of unlawful and unethi-
cal possibilities by which the regulations would allow mental
institutions to transform vulnerable patients into subjects with-
out respecting their autonomy rights. As the plaintiffs identi-
fied them, the broader problematic prospects were the lack of
an appeal process when capacity was determined74 and/or
refusal was overridden, and the surrogate consent provisions of
the OMH regulations, which allowed virtually anyone to con-
sent for the incapable or minor patient.75

According to the plaintiffs, the regulations permitted inca-
pable adults and children to be placed in risky, nontherapeutic
experiments,76 with parental or surrogate consent; in addition,
possibly therapeutic experiments could be performed without
the approval of the Commissioner of Health. Both kinds of
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experiments could be administered without the patient’s
knowledge or consent.77 Furthermore, incapable adults and
children could be compelled to be the subjects of risky, possi-
bly therapeutic experiments over their surrogates’ objections
because of the institution’s power to override an objection or
waive the consent requirement.78 A surrogate’s consent could
be waived in the case of a child, based merely on the institu-
tion’s suspicion of child abuse or neglect,79 or otherwise if the
research experiment “holds out a direct benefit that is impor-
tant to the general health or well being of the patient and is
available only in the context of the research.”80 This definition
of “direct benefit,” according to the court, does not require that
the subject have a condition intended to be treated by the
research.81 These possibilities do not promote respect for per-
sons, beneficence, or justice, the three basic ethical principles
researchers are advised to advance.

The Decision

The plaintiffs challenged the power of institutions over
incapable or minor patients, arguing that inadequate procedur-
al protections existed.82 The administrative processes offered
by the regulations consisted merely of a determination of
capacity by a “qualified person” and an “appropriate person,”
which would then be reviewed by the clinical director, who
ultimately would decide the issue.83 Three problems are evi-
dent in such a process. First, there are no guidelines or criteria
for the institution to use to determine a patient’s capacity; sec-
ond, there is no requirement that a patient be notified that his
or her capacity is being reviewed; and third, there is no provi-
sion for review of the clinical director’s decision of incapaci-
ty.84 The absence of these three characteristics from the admin-
istrative process of the regulations provides inadequate protec-
tion of the subject-patients’ privacy and due process rights.85

Furthermore, the determination of capacity has been repeated-
ly recognized as “‘uniquely a judicial, not a medical func-
tion.’”86

Once a court finds that a patient lacks capacity, the regu-
lations provide for a legally authorized representative to con-
sent to the patient’s being a subject of research.87 The regula-
tions allow consent to be given by someone who is neither a
guardian nor a health care agent of the patient, without any
guarantee he or she will act in the best interests of the subject-
patient.88 The regulations do not provide the subject-patient
with knowledge of or recourse for these actions.89 The only
requirement for the surrogate is that he or she be competent.90

Although the regulations’ list of potential surrogates is similar
to the surrogate list supplied by do-not-resuscitate (DNR) pro-
vision of the Public Health Law, the DNR rules provide for
notice, administrative review, and a judicial finding of capaci-
ty, and the OMH regulations do not.91

Moreover, the regulations do not place limitations on a
subject’s exposure to risk. Parents or guardians may consent to
a child’s participation as a subject in research provided that the
research is therapeutic and involves minimal risk.92 However,
the regulations also would permit a child, or incapable adult, to

be a subject of nontherapeutic more-than-minimal-risk experi-
mentation.93 The court found this unacceptable.

[A] parent or guardian, let alone another
adult who may be a member of the child’s
family, may not consent to have a child sub-
mit to painful and/or potentially life-threat-
ening research procedures that hold no
prospect of benefit for the child and that may
have the same result as a denial of necessary
medical treatment.94

Children should not be used in nontherapeutic greater-than-
minimal-risk research, because “treating people like rats is
unethical, even if relatives think it is acceptable.”95

This court followed a line of precedent that states that it is
permissible for a parent or guardian to refuse therapeutic
experimental medication for a child, so long as doing so would
not be life-threatening.96 Although parents maintain the right
to refuse therapeutic medicine, that decision, according to the
regulations, may be overridden.97

[U]nder the general principles of the regula-
tions, if a research project holds out any
prospect for a direct benefit that may or may
not relate to the specific condition presented
by the incapable patients, the limiting condi-
tions . . . may be waived and researchers
may involve incapable patients in greater
than minimal risk studies, which could be
carried out using capable patients, but to
which no capable individual would submit.98

The regulations presume that obtaining a parent’s consent on
behalf of a minor may not always be a “reasonable” require-
ment.99 If child abuse or neglect is suspected, the regulations
allow the institution to waive any parental consent require-
ment, thus effectively terminating the right of parents to make
medical decisions for their children, without any means for the
parents to challenge this decision.100 The court, however,
found that the appropriate mechanism for protecting the chil-
dren who will participate as subjects is a proceeding in family
court to determine whether interference with or termination of
the parents’ rights is justified.101

Part IV

Presently, OMH institutions are left with this case to guide
them in their actions, since the applicable regulations are no
longer valid. Clearly, the institutions must be cautious and err
on the side of overprotecting their patients, if uncertain about
how to proceed. If new regulations are written, certainly the
procedural protections found lacking by the court should be
integrated into them.102 Proper procedure alone would have
changed the outcome of this case. 

The drafters of the new regulations, working this time
under the direction of the Commissioner of Health, should
keep in mind as they create the new instrument of guidance that
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progress is an optional goal, not an uncondi-
tional commitment, and that its tempo in
particular, compulsive as it may become, has
nothing sacred about it. Let us also remem-
ber that a slower progress in the conquest of
disease would not threaten society, grievous
as it is to those who have to deplore that their
particular disease be not yet conquered, but
that society would indeed be threatened by
the erosion of those moral values whose
loss, possibly caused by too ruthless a pur-
suit of scientific progress, would make its
most dazzling triumphs not worth having.103

Endnotes

1. 650 N.Y.S.2d 173 (1st Dep’t 1996), appeal dismissed, 89 N.Y.2d 1029
(1997).

2. Id. 
3. E.g., American Bar Association’s Model Rules of Professional

Responsibility, American Medical Association’s Principles of Medical
Ethics, American Psychological Association’s Ethical Principles.

4. “Law represents a minimum standard of behavior; ethics represents an
ideal.” Jane Greenlaw, Symposium on the Legal and Ethical
Implications of Innovative Medical Technology, 57 ALB. L. REV. 551,
554 (1994). 

5. ROBERT J. LEVINE, ETHICS AND REGULATION OF CLINICAL RESEARCH 15
(2d ed. 1986). 

6. Id.
7. Id. at 17.
8. Id. at 16.
9. NATIONAL INSTITUTES OF HEALTH, Protecting Human Subjects:

Balancing Society’s Mandates (video, on file with author).
10. DARWIN CHENEY, ETHICAL ISSUES IN RESEARCH 179 (1993).
11. Id.
12. Id. at 19.
13. LEVINE, supra note 5, at 17. Dr. Levine states that because the sixth

norm is just starting to emerge in regulations, there are only five ethical
norms. Id. However, I prefer to include it as a basic ethical norm. 

14. George J. Annas, Questing for Grails: Duplicity, Betrayal and Self-
Deception in Postmodern Medical Research, 12 J. CONTEMPORARY
HEALTH LAW & POLICY 297, 301 (1996).

15. Id. 
16. Id. at 299 n.6 (emphasis added) (quoting ROBERT JAY LIFTON, THE NAZI

DOCTORS: MEDICAL KILLING AND THE PSYCHOLOGY OF GENOCIDE 418
(1986)).

17. Annas, supra note 14, at 301 (quoting THE NAZI DOCTORS AND THE
NUREMBERG CODE: HUMAN RIGHTS IN HUMAN EXPERIMENTATION
(George J. Annas & Michael Grodin eds., 1992)). 

18. Annas, supra note 14, at 303.
19. Id. The Declaration of Helsinki has been amended three times, in 1975,

1983, and 1989. The Council for International Organizations of Medical
Sciences (CIOMS) and the World Health Organization (WHO) began
examining the applicability of the Nuremberg Code and the Declaration
of Helsinki in the 1970s and issued their Proposed International
Guidelines for Biomedical Research Involving Human Subjects in 1982.
CHENEY, supra note 10, at 178.

20. Annas, supra note 14, at 303. Therapeutic and nontherapeutic experi-
mentation will be discussed further in the Definitional Section of this
paper.

21. CHENEY, supra note 10, at 178. This report was published in 1978. Id.
The Tuskegee experiments were exposed in 1972; it was revealed that
the federal government “perpetrat[ed] medical malpractice in the name

of syphilis research on [399] African Americans” from 1932 to 1972. 
22. CHENEY, supra note 10, at 178.
23. National Research Act, Pub. L. No. 93-348, 88 Stat. 342 (1974).
24. 45 C.F.R §§ 46.101-46.409 (1996); 21 C.F.R. §§ 50, 56 (1990).
25. 45 C.F.R. § 46.101(a) (1996).
26. Memorandum of Member of Assembly Alan G. Hevesi, sponsor of N.Y.

Pub. Health Law art. 24-A, Bill Jacket L. 1975, c. 450 (enacted
September 1, 1975). 

27. Id.
28. Id. In the Jewish Chronic Disease Hospital “doctors injected live cancer

cells into several dozen geriatric patients, none of whom were suffering
from cancer or related ailments.” At Willowbrook, parents were coerced
into signing consent forms for their retarded or brain damaged children
to be used “to find a cure for hepatitis.” Id. 

29. N.Y. Pub. Health Law § 2445 (McKinney 1996).
30. N.Y. Comp. Codes R. & Regs. tit. 14, § 527.10 (1990) (hereinafter

N.Y.C.R.R.); T.D. v. The New York State Office of Mental Health, 165
Misc. 2d 62, 67 (Sup. Ct., N.Y. Co. 1995).

31. T.D., 165 Misc. 2d at 67.
32. Brief for Respondents at 8, T.D. v. The New York State Office of Mental

Health, 650 N.Y.S.2d 173 (1st Dep’t. 1996) (No. 91-5136) (hereinafter
“Brief for Respondents”).

33. Id.
34. Id. The decision applies only to non-therapeutic experiments.

Therapeutic experiments were not at issue on appeal. See PUB. HEALTH
LAW § 3397 (McKinney 1996) (regulating specific therapeutic research
programs).

35. 45 C.F.R. § 46.102(i) (1996). The OMH regulations’ definition of mini-
mal risk is substantially the same. 14 N.Y.C.R.R. § 527.10(c)(6) (1990).

36. By definition, minimal risk could differ from person to person, depend-
ing on a person’s age, health, etc.

37. Annas, supra note 14, at 315.
38. Rivers v. Katz, 67 N.Y.2d 485 (1986).
39. Kathleen Scharer, Researching Sensitive Issues in Child Psychiatric

Nursing: Ethical Concerns, 9 J. CHILD & ADOLESCENT PSYCHIATRIC
NURSING 17 (1996). 

40. NATIONAL INSTITUTES OF HEALTH, Protecting Human Subjects:
Balancing Society’s Mandates (video, on file with author); Dale L.
Moore, An IRB Member’s Perspective on Access to Innovative Therapy,
57 ALB. L. REV. 559, 568 (1994). 

41. T.D., 650 N.Y.S.2d at 185. 
42. Id. at 177. The additional plaintiffs were several public interest attorneys

and advocates as well as the Director of Mental Hygiene Legal Services.
Id.

43. Id.
44. Id. at 178. 
45. Id. at 177. Briefs were also submitted by various amici, representatives

of the medical research community. Id.
46. Id. at 178.
47. T.D. v. The New York State Office of Mental Health, 165 Misc. 2d 62, 72

(Sup. Ct., N.Y. Co. 1995). Pub. Health Law art. 24-A states: “[T]he com-
missioner shall have the power to promulgate such rules and regulations
as shall be necessary and proper to effectuate the purposes of this arti-
cle.” Pub. Health Law § 2446 (McKinney 1996) (emphasis added).

48. T.D. v. The New York State Office of Mental Health, 650 N.Y.S.2d 173,
180 (1st Dep’t 1996).

49. Id. The defendant-respondents argued that the Mental Hygiene Law
§ 33.03(b)(4) gave OMH the authority to promulgate the regulations.
The court rejected this argument. Id. at 182 n.5. 

50. Id. at 180.
51. Pub. Health Law § 2445 (McKinney 1996).

52. 650 N.Y.S.2d at 183.

53. Id.; 28 C.F.R. § 46.103 (1997).



Health Law Journal Vol. 2, No. 2 (Summer 1997) NYSBA10

54. 650 N.Y.S.2d at 184.

55. Id.

56. 165 Misc. 2d at 74.

57. 650 N.Y.S.2d at 184.

58. 165 Misc. 2d at 71.

59. Id. at 75.

60. T.D., 650 N.Y.S.2d at 185. The Court of Appeals dismissed the respon-
dents’ appeal on April 1, 1997.

61. Rivers v. Katz, 67 N.Y.2d 485 (1986).

62. 650 N.Y.S.2d at 191.

63. Project Release v. Prevost, 722 F.2d 960, 980 (2d Cir. 1983) (“The hear-
ing need not be judicial in nature.”). See Mental Hyg. Law art. 9
(McKinney 1996) (for administrative review).

64. 650 N.Y.S.2d at 186 (citing Rivers v. Katz, 67 N.Y.2d at 497). “Title 14
of the N.Y.C.R.R. § 27.8 and 27.9 provide for a right to object to treat-
ment and for review of such objection.” Project Release, 722 F.2d at
967.

65. 650 N.Y.S.2d at 186.

66. 14 N.Y.C.R.R. § 527.10(e)(2) (1990).

67 “‘The due process clause of the New York State Constitution affords
involuntarily committed mental patients a fundamental right to refuse
antipsychotic medication.’” 650 N.Y.S.2d at 185 (quoting Rivers v. Katz,
67 N.Y.2d at 492). See N.Y. CONST. art. I § 6.

68. Rivers v. Katz, 67 N.Y.2d 485 (1986).

69. Brief for Appellants at 36, T.D. v. The New York State Office of Mental
Health, 650 N.Y.S.2d 173 (1st Dep’t 1996) (No. 91-5136) (quoting
Rivers, 67 N.Y.2d 485) (hereinafter “Brief for Appellants”). 

70. Rivers, 67 N.Y.2d at 496.

71. Id. The state must have a compelling interest. Id. at 495. 

72. Rivers, 67 N.Y.2d at 493.

73. 650 N.Y.S.2d at 187. Capacity is defined as “‘the patient’s ability to
understand the purpose, nature, risks, benefits, and alternatives (includ-
ing nonparticipation) of the research, to make a decision about partici-
pation, and to understand that the decision about participation in the
research will involve no penalty or loss of benefits to which the patient
is otherwise entitled.’” Id. at 188 (quoting 14 N.Y.C.R.R. § 527.10(c)(2)
(1990)).

74. Id.

75. Brief for Appellants, supra note 69, at 26.

76. Id. at 51.

77. Id. at 34.

78. Id. at 64.

79. 650 N.Y.S.2d at 192.

80. 650 N.Y.S.2d at 187. The regulations state that “[a]n IRB may waive the
conditions established in paragraph (6) of this subdivision, for a patient
who lacks the capacity to consent, if the IRB determines and documents
that the research holds out a prospect of direct benefit that is important
to the health or well being of the patient and is available only in the con-
text of the research.” 14 N.Y.C.R.R. § 527.10(d)(7) (1990) (emphasis
added).

81. 650 N.Y.S.2d at 187. 

Except as specified in paragraph (7) of this subdivision
. . .  [r]esearch which involves more than minimal risk
and/or invasive procedures may only involve incapable
subjects if the IRB has also determined and documented
that the project is likely to produce knowledge which has
overriding therapeutic importance for the understanding
or treatment of the condition which is presented by the
patient in question.

14 N.Y.C.R.R. § 527.10(d)(6) (1990).

82. T.D., 650 N.Y.S.2d at 186.

83. Id. at 188. The IRB selects the person to assess capacity, usually the
researcher, if it’s a minimal risk experiment. Id. at 189. 

If the person(s) making the initial assessment of capaci-
ty determines that there is a doubt about a patient’s
capacity he[/she]/they shall report this to the IRB and the
IRB shall designate another appropriate person to exam-
ine the patient for the purpose of determining the
patient’s capacity to consent to participation in the
research. Based on the report of both assessments the
clinical director (or functional equivalent) shall make a
determination of the patient’s capacity.

14 N.Y.C.R.R. § 527.10(e)(2)(ix) (1990).

84. T.D., 650 N.Y.S.2d at 189. 

85. Id.

86. Id. at 186 (quoting Rivers v. Katz, 67 N.Y.2d at 496) (emphasis added).

87. 14 N.Y.C.R.R. § 527.10(e)(2) (1990).

88. T.D., 650 N.Y.S.2d at 188.

89. Id.

90. 14 N.Y.C.R.R. § 527.10(e)(2)(v) (1990). 

91. 650 N.Y.S.2d at 191. Furthermore, under the Mental Hyg. Law § 81.02
a judicial determination of incapacity is made only upon a showing by
clear and convincing evidence. Id. The OMH list includes one with
durable power of attorney, one designated by the patient-subject, a
spouse, parent, adult child, adult sibling, guardian or committee, close
friend or a court of competent jurisdiction. 14 N.Y.C.R.R.
§ 527.10(e)(2)(iii)-(iv) (1990). 

92. 650 N.Y.S.2d at 185.

93. Id. at 187-88. The only limitations on a more-than-minimal risk experi-
mentation are that “it must be approved by the patient’s treatment team
. . . and the Institutional Review Board (IRB).” 14 N.Y.C.R.R.
§ 527.10(d)(3), (4) (1990). “It is not disputed that participation in stud-
ies involving greater than minimal risk exposes the subjects to possible
harmful, and even fatal, side effects.” T.D., 650 N.Y.S.2d at 191. 

94. 650 N.Y.S.2d at 192. Some of the reported incidences and side effects
attributable to the experiments in question area: death, suicide, stroke,
heart attack, convulsions, hallucinations, Neuroleptic Malignant
Syndrome, and seizures, among others. Id. at 175-76 n.1.

95. Annas, supra note 14, at 307.

96. T.D., 650 N.Y.S.2d at 191. The state’s interest, as parens patriae, is to
protect the health and welfare of the child. Id.

97. Id. at 193.

98. Id. at 188.

99. 14 N.Y.C.R.R. § 527.10(e)(3)(iii) (1990). “If the IRB determines that a
research protocol is designed for conditions or for a subject population
for which parental or guardian permission is not a reasonable require-
ment to protect the patients (for example, neglected or abused children),
it may waive the requirement for the consent.” Id. (emphasis added).

100. T.D., 650 N.Y.S.2d at 192.

101. Id. Furthermore, the Soc. Serv. Law § 383-b allows the local commis-
sioner of health to make medical decision for abused or neglected chil-
dren. Id.

102. E.g., the procedural protections in Rivers v. Katz, in which the adminis-
trative review procedures were successfully challenged as unconstitu-
tional.

103. Annas, supra note 14, at 298 (1996) (quoting Hans Jonas, Philosophical
Reflections on Human Experimentation, 98 DAEDALUS 219, 245 (1969)).

*Marie Carol Roccapriore received her B.A., cum
laude, in 1993 from Albertus Magnus College and her J.D.
from Albany Law School in 1997.



11 Health Law JournalVol. 2, No. 2 (Summer 1997) NYSBA

The “Elder Law Update” column is designed to provide
members of the Health Law Section with information regard-
ing recent legislative changes and case law in the field of elder
law. In this edition, I discuss two New York cases regarding
Medicaid’s efforts to recover benefits paid on behalf of an indi-
vidual. In Cricchio v. Pennisi,1 the New York Court of Appeals
held that the repayment of a Medicaid lien is required prior to
the creation of a supplemental needs trust. In Commissioner of
the Department of Social Services of the City of New York v.
Benjamin Spellman,2 the Supreme Court, New York County,
denied a motion to dismiss an action brought by the
Department of Social Services against a community spouse to
recover benefits paid under the Medicaid program for the care
of the community spouse’s wife, who resided in a nursing
home. While the New York courts have narrowly interpreted
the Medicaid statutes in the aforementioned decisions, in
Skubel v. Fuoroli,3 the United States Court of Appeals for the
Second Circuit held that the scope of home care services pro-
vided to an individual who has established eligibility for
Medicaid extends to services provided in the community as
well as in the recipient’s home. Finally, I have included an
update regarding section 217 of the Health Insurance
Portability and Accountability Act of 1996,4 which criminal-
ized certain asset transfers for the purpose of qualifying for
Medicaid benefits, in light of Peebler and Nay v. Reno5 and
recent legislative developments.

New York State Courts Support Medicaid’s Efforts
to Recover Benefits Paid

Medicaid is a joint federal and state entitlement program
established under Title XIX of the Social Security Act. It is
designed to provide Medical Assistance to persons unable to
afford the cost of medical care. In order to qualify for
Medicaid funds, an individual must meet certain financial and
other eligibility criteria. For example, in New York an individ-
ual may not possess more than $3,450 in resources to qualify
for Medicaid. Although a person has been determined eligible
for Medicaid, the local department of social services providing
benefits may have a right of recovery or the right to place a lien
on available resources if it is determined that the individual
possessed resources in excess of the allowable amount.

In Cricchio v. Pennisi,6 the New York State Court of
Appeals was asked to determine whether a Medicaid lien7

placed on the proceeds of a personal injury settlement must be
satisfied before those funds may be transferred to a supple-
mental needs trust (SNT).8 In reversing the appellate division,
the Court of Appeals concluded that the Department of Social
Services (DSS) is entitled to first satisfy the lien from those
funds, leaving only the remainder available for transfer to a
supplemental needs trust. Mrs. Cricchio was allegedly injured
due to the negligence of a third party. She applied for Medicaid
and was determined by her local DSS to be eligible for bene-

fits. Mrs. Cricchio assigned to DSS her right to recover from
any third party responsible for her injury as a condition of her
Medicaid eligibility. Pursuant to the settlement agreement into
which Mrs. Cricchio entered with the third party, the parties
agreed that after the payment of attorney’s fees and other costs,
the balance owed to Mrs. Cricchio would be transferred into a
SNT.

A supplemental needs trust is a “discretionary trust estab-
lished for the benefit of a person with severe and chronic or
persistent disability . . . that clearly evidences the creator’s
intent to supplement, not supplant, impair or diminish, gov-
ernment benefits or assistance for which the beneficiary may
otherwise be eligible or which the beneficiary may be receiv-
ing.”9

Under federal and state Medicaid laws, funds placed into
a SNT are not considered available resources for purposes of
determining an individual’s Medicaid eligibility, provided that
the trust document complies with the Estates, Powers and
Trusts Law. In addition, the trust document must contain a
payback provision (i.e., provide the state with a remainder
interest in the trust assets existing at the individual’s death up
to the amount of Medical Assistance provided).10

DSS objected to the proposed funding of the SNT on the
ground that the trust document did not require satisfaction of
the existing Medicaid lien from the tort settlement proceeds
prior to the funding of the SNT. The supreme court denied
DSS’s request for immediate satisfaction of the lien, reasoning
that the state’s interest in reimbursement was protected pur-
suant to Social Services Law section 369(2), which provides
DSS the right to recover all Medical Assistance provided to the
individual from the remaining trust assets upon the individ-
ual’s death. The Appellate Division affirmed based on the leg-
islature’s failure to enact proposed amendments to the Social
Services Law that (1) would have rendered trust assets avail-
able resources for Medicaid eligibility purposes unless any
outstanding Medicaid liens were satisfied; and (2) would have
provided that no trust fund could be created for a disabled indi-
vidual under age 65 so long as a Medicaid lien existed against
the individual’s property. In reversing the appellate division,
the Court of Appeals concluded that DSS’s rights are against
the third party rather than the individual’s assets; therefore,
DSS’s right to have the Medicaid lien satisfied attaches before
the settlement proceeds become an available resource to be
used to fund the SNT.

In Commissioner of the Department of Social Services of
the City of New York v. Benjamin Spellman, the Supreme
Court, New York County, denied defendant Benjamin
Spellman’s motion to dismiss, based on a finding that DSS was
not precluded from suing a community spouse for recovery of
benefits paid. In denying the defendant’s motion, the court
addressed an issue of first impression: whether, under New
York State Social Services Law, the DSS may recover from the
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community spouse Medical Assistance paid for the care of an
institutionalized spouse or whether such recovery is barred
because there is no analogous federal statutory scheme. 

Benjamin Spellman’s spouse, Pearl Spellman, was admit-
ted in 1994 to a skilled nursing facility located in New York
City and subsequently filed an application for Medicaid insti-
tutional benefits. Under section 366-c of the Social Services
Law, Mr. Spellman was permitted a resource allowance of
$74,820. Mr. Spellman, who is obligated to support his wife
pursuant to Social Services Law section 101, possessed
resources of $223,160, which exceeded the allowable resource
level under Social Services Law section 366-c by $148,340.
Accordingly, at the time of Mrs. Spellman’s application for
Medicaid, the New York City DSS requested that Mr.
Spellman contribute to the cost of his spouse’s care; however,
Mr. Spellman refused to make his income and resources avail-
able for the cost of Mrs. Spellman’s care (known as “spousal
refusal”). Nevertheless, Mrs. Spellman’s Medicaid application
was approved in accordance with New York and federal law,
which provide that eligibility for Medicaid benefits may not be
denied based on the community spouse’s execution of a
spousal refusal.11

Because DSS determined that Mr. Spellman had sufficient
resources under the Social Services Law to provide financial
assistance to Mrs. Spellman, it instituted a suit against Mr.
Spellman for reimbursement of Medicaid funds expended on
behalf of Mrs. Spellman. Mr. Spellman moved to dismiss the
action, claiming that the only provision in the federal Social
Security Act12 regarding recovery of Medicaid benefits cor-
rectly paid is found in 42 U.S.C. section 1396p(b). This section
provides that no recovery may be made except from an indi-
vidual’s estate or upon the sale of property subject to a
Medicaid lien. Mr. Spellman argued that the New York statutes
on which DSS relied13 are preempted by section 1396p of the
federal Social Security Act.

DSS argued that section 1396p of the Social Security Act
is irrelevant because section 1396k authorizes it to seek recov-
ery from Mr. Spellman. Section 1396k provides that an indi-
vidual is required, as a condition of eligibility for Medicaid, to
assign to the state any rights of the individual to support and to
payment for medical care from any third party. DSS argued
that Mr. Spellman is a third party under section 1396k and that
Social Services Law section 366(3)(a)14 expressly creates an
implied contract between DSS and Mr. Spellman, on which
DSS may rely in seeking to recover the cost of Mrs.
Spellman’s medical care.

The court, in denying Mr. Spellman’s motion to dismiss,
was not persuaded by Mr. Spellman’s argument that he, as a
community spouse, was not a “third party” under section
1396k. The court relied on C.F.R. section 433.136(3), which
defines a third party as “any individual, entity or program that
is or may be liable to pay all or part of the expenditures for
medical assistance furnished under the State plan.” As a result
of the Spellman decision, a community spouse with sufficient
resources and income is not immune from a suit brought by
DSS to recover benefits paid on behalf of an institutionalized
spouse.

Disabled Persons Are Entitled to Receive Home
Health Care Outside Their Homes

In Skubel v. Fuoroli,15 the United States Court of Appeals
for the Second Circuit affirmed the district court’s granting of
summary judgment to a class of disabled individuals who
sought Medicaid funding for nursing services provided to them
outside their homes. The plaintiffs are children suffering from
severe medical conditions who require nearly constant super-
vision. Jacinta Skubel was eight years old at the time the action
resulting in the appeal was initiated. She suffered from various
medical ailments, including lissencephaly, a mixed seizure dis-
order and global developmental delay. Her doctor prescribed a
minimum of 76 hours per week of nursing services for the
maintenance of her breathing and administration of her med-
ications. Travis Hardy was 12 years old and also suffered from
multiple medical disorders, including spastic quadriplegia
resulting from bronchopulmonary dysplasia, seizure disorder
and mental retardation. His doctor prescribed 40 hours per
week of nursing services.

Both children could participate safely in educational and
social activities available in the community only if accompa-
nied by a nurse. Both children requested Medicaid funding for
nursing care outside their homes, but the Connecticut
Department of Social Services denied funding based upon a
United States Health and Human Services regulation16 limiting
Medicaid funding to home health services “provided to a
recipient . . . [a]t his place of residence.”

On appeal, DSS argued that the district court erred in
granting summary judgment in favor of plaintiffs because (1)
the district court should have dismissed the action for failure to
exhaust administrative remedies; and (2) the regulation was a
reasonable interpretation of the Medicaid statute. With respect
to plaintiff’s failure to exhaust administrative remedies, the
court noted that, prior to initiating this action, a letter was writ-
ten to Alfred G. Fuoroli, then regional administrator of the
Health Care Financing Administration (HCFA) of the United
States Department of Health and Human Services, for clarifi-
cation of the home health services regulation. In his response,
Fuoroli indicated that, absent a court order, home health ser-
vices would continue to be limited to services provided within
the physical confines of the recipient’s home. Based upon
Fuoroli’s and other HCFA responses indicating that HCFA had
no plans to extend the boundaries of the place of service limi-
tations, the Court of Appeals held that plaintiffs were excused
from exhausting their administrative remedies under an excep-
tion which forgives the failure to do so when it is clear that
seeking redress in an administrative forum would be futile. 

The Court of Appeals next turned to the substantive ques-
tion of the validity of the at-home limitation to home health
services under 42 C.F.R. section 440.70. The Medicaid statute
provides that states may include “home health care services” in
their Medicaid programs17 but does not specifically authorize
or prohibit reimbursement for home health care services out-
side the recipient’s residence. Because the statute was ambigu-
ous, the court inquired whether DSS’s interpretation of the
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statute was reasonable. In finding no reasonable justification
for the at-home limitation, the court noted that community
access is desirable for disabled individuals and affirmed the
judgment of the district court. Further, in light of the appel-
lant’s failure to articulate a logical basis for its statutory inter-
pretation, the significant benefits to recipients and the negligi-
ble costs to the Medicaid program, the regulation was deemed
unreasonable and invalid, and appellants were permanently
enjoined from denying funding to Medicaid home health care
recipients for medically necessary home health nursing ser-
vices outside their residences.

Update on Section 217 of the Health Insurance
Portability and Accountability Act of 1996

As I reported in the Spring 1997 issue of the Health Law
Journal,18 the Health Insurance Portability and Accountability
Act of 1996 (also known as the Kennedy-Kassebaum bill) was
signed into law by President Clinton on August 21, 1996.
Under section 217 of this new law, which became effective
January 1, 1997, it is a criminal offense punishable by up to
one year in prison and a fine of $10,000 for an individual to 

knowingly and willfully [dispose] of assets
(including by any transfer in trust) in order
for an individual to become eligible for med-
ical assistance under a State plan under Title
XIX, if disposing of the assets results in the
imposition of a period of ineligibility for
such assistance under section 1917(c).19

Serious interpretation and application problems with the
new legislation have been noted by elder law practitioners in
New York State and across the nation.20 First, it is unclear
whether there is any penalty at all under section 217, which
imposes criminal liability only upon a “statement, representa-
tion, concealment, failure or conversion.” Unless a disposition
of assets can be interpreted as any one of the foregoing, there
appears to be a technical flaw in the statute since no penalty
attaches to a “disposition.” Second, the mens rea aspect of sec-
tion 217 raises the issue of whether an individual “knowingly
and willfully” disposed of assets. Suppose that an individual
transfers assets for a reason other than to qualify for Medicaid
(i.e., estate planning purposes) or that securing Medicaid eligi-
bility was only one of several reasons for the asset transfer.
Would such an individual be deemed to have violated the
statute if he or she subsequently applies for Medicaid?
Furthermore, aiding and abetting issues arise for attorneys who
may be held to have violated the statute for counseling anoth-
er in the commission of a federal offense.

When the statute was enacted, section 217 was replete
with vague provisions, the application of which was likely to
become known only over the course of time. Due to the con-
fusion existing about the statute’s application, the new legisla-
tion was certain to have a chilling effect on Medicaid planning.
Nevertheless, the language of section 217 is such that planning
options involving exempt transfers of assets clearly remain
available to individuals, and such exempt transfers are unaf-

fected by this statute. For example, in New York, the law
imposing a penalty period on asset transfers is applicable only
in the nursing home context; no penalty period currently is
imposed for individuals applying for Medicaid home care ben-
efits. Furthermore, certain transfers of assets are exempt from
the penalty period transfer rules (i.e., homestead transfers to a
caretaker child or to a sibling with an equity interest in the
property, spousal transfers, transfers to a disabled child, etc.).
Such transfers will undoubtedly continue to be permissible
under section 217 and should be considered by individuals in
the context of Medicaid planning.

The confusion surrounding section 217 primarily involved
asset transfers resulting in a penalty period. Upon the enact-
ment of section 217, three possible scenarios evolved: (1) a
Medicaid application is filed after the 36-month lookback peri-
od (the period of time during which the local department of
social services looks to determine if a transfer of assets was
made) (a majority of practitioners took the position that no
penalty period is imposed in such a case and, therefore, section
217 does not apply); (2) a Medicaid application is filed within
the lookback period but after the penalty period has expired
(this was the most ambiguous of the three scenarios because it
was unclear whether a penalty period was “imposed.” While
some practitioners took the position that section 217 applied in
this case, the consensus was that there could be no “imposition
of a period of ineligibility” since the penalty period had
expired and, accordingly, section 217 should not apply); and
(3) a Medicaid application is filed within the penalty period (in
this case, section 217 clearly would apply since there is the
“imposition of a penalty period”).

One of the scenarios where it was unclear how section 217
would be interpreted involved the case where an individual
transferred assets and applied for Medicaid during the 36-
month lookback period but after the expiration of the penalty
period. In this case, it was unclear whether a penalty period
would be “imposed” by the local department of social services,
thereby triggering section 217 liability. In Peebler and Nay v.
Janet Reno,21 the Attorney General of the United States took
the position that section 217 is not violated if an individual
applies for Medicaid after the penalty period has expired even
if the transfers occurred within the 36-month lookback period.
In Peebler, Margaret Peebler, an 87-year-old widow with no
living children or siblings, and her attorney, Tim Nay, sought
declaratory relief that section 217 is unconstitutionally vague
in violation of the due process clause of the Fifth Amendment.
As of February 1997 (the lawsuit was filed on February 14,
1997), Mrs. Peebler’s total assets were about $15,000 and her
only income was a $393 social security check. Mr. Nay
advised Mrs. Peebler to transfer a portion of her assets so that
she could meet the requirements for Medicaid eligibility. In
accordance with Mr. Nay’s advice, Mrs. Peebler transferred
$7,785 on February 12, 1997, to her great-nephew. In Oregon,
the $7,785 transfer resulted in a penalty period of three
months. The Attorney General of the United States moved to
dismiss the action for lack of subject matter jurisdiction,
asserting that enforcement of section 217 against Mrs. Peebler
and Mr. Nay was neither “actual” nor “imminent” enough to
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satisfy the standing requirements of article III of the
Constitution and that the plaintiffs therefore lacked standing to
challenge the constitutionality of section 217 in federal court.
In granting the government’s motion to dismiss, the court stat-
ed that “the government has represented in its motion to dis-
miss that, if Mrs. Peebler waits until [the expiration of the
penalty period] to apply for Medicaid benefits, ‘no period of
ineligibility for such benefits will be imposed.’. . . If no period
of ineligibility is imposed, neither of the Plaintiffs can be pros-
ecuted under § 217.” Accordingly, the only criminal act under
section 217 would be a transfer of assets followed by the sub-
mission of a Medicaid application prior to the expiration of the
applicable penalty period.22

Recent legislative activity regarding the repeal of section
217 is as follows: On January 8, 1997, Rep. Steven LaTourette
(R-Ohio) of the U.S. House of Representatives introduced a
bill (H.R. 216) to repeal section 217. On February 11, 1997,
Senator James Jeffords (R-VT) of the U.S. Senate introduced
a bill (S. 369) to repeal section 217. As of April 1997, more
than 35 national organizations, 46 members of the U.S. House
of Representatives and 11 U.S. Senators, and millions of
Americans support the repeal of section 217.23

In June 1997, the House Commerce Committee intro-
duced a bill which would replace the risk of criminal liability
for senior citizens (the individual who transfers assets and sub-
sequently applies for Medicaid) with that risk to be borne by
attorneys and other professionals who counsel clients in this
area. Under the proposed House bill,

[a] person commits a crime who . . . for a fee
knowingly and willfully counsels or assists
an individual to dispose of assets (including
by any transfer in trust) in order for the indi-
vidual to become eligible for medical assis-
tance under a State plan under Title XIX, if
disposing of the assets results in the imposi-
tion of a period of ineligibility for such
assistance under section 1917(c).

The Senate has proposed a bill containing similar lan-
guage. If enacted, the above provision would significantly
impede a senior citizen’s ability to obtain accurate information
from attorneys and other advisors regarding Medicaid.
Furthermore, this provision raises First Amendment issues
regarding free speech since attorneys and other professionals
would be left with no choice but to not counsel clients. While
efforts to repeal section 217 are ongoing and should be moni-
tored, the Peebler decision discussed above clarifies the feder-
al government’s position regarding the interpretation and like-
ly enforcement of section 217. As a result of Peebler, it is now
clear that Medicaid planning by individuals continues to be a
viable planning vehicle even under section 217.24
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I. Introduction

In 1917 William Pearce sat on his front porch crippled
with rheumatism. With his son off fighting the Great War,
Pearce knew he would not be able to rely on his son’s help
around the farm. Pearce, however, had renewed hope that
health care would be developed as part of social insurance.
Four generations later, his hopes have not been realized. For
the last hundred years we have wrestled, as a nation, with the
issue of national health care reform.1 Although the issue of a
national plan has been debated in the United States since the
early part of this century, changing social structures have made
resolution of this conflict more urgent than ever. “The number
of U.S. citizens who lack health-care coverage remains an
international embarrassment.”2

This article attempts to explore one aspect of the health
care crisis, the lack of access for the uninsured. Part II will
look at the historical debate over a national health care plan.3
It will discuss some of the frustrations as well as successes of
four distinct periods in our history when the debate over health
care was at the forefront of American politics. Part III will
explore the problem of the uninsured in light of current eco-
nomic and business trends.4 Part IV will address the econom-
ic effects of the insurance gap.5 Part V will address the human
cost of uninsurance, focusing specifically on children.6 Part VI
will discuss how the abandonment of a universalist approach
to health care reform, in favor of numerous individual mea-
sures, has been ineffective in addressing the plight of the unin-
sured.7

II. Historical Background

“In a democracy, major policy changes occur either
through a long period of consensus building or through a per-
ception of crisis. In connection with health care system reform,
we have some of each.”8 While the need for national health
care reform has over time become an integral part of our
national socio-political conscience, recent business and eco-
nomic climates have created a crisis.9

Health care reform is not a new idea in America. Other
reform efforts occurred earlier in this century10—in “the
Progressive era, during the New Deal, under President
Truman, and during the early 1970s.”11 In each of these peri-
ods, advocates fought aggressively for the adoption of a
national health care plan but were disappointed.12 Although
the goal of universal health care for all Americans is yet to be
realized, these historic attempts to establish such a system
have resulted in increased coverage for more Americans.13

In the Progressive Era, prior to World War I, the idea of a
national system of health care was promoted by the “elite con-

science.”14 Reformers promoted a national system of health
insurance, which would have been administered through social
insurance.15 Supporters believed reform would result in
“improved health, health care, and economic security.”16

Although reformers had the support of the American Medical
Association (AMA) during World War I, the AMA later with-
drew its support.17 Also, although reformers had strong sup-
port among the intellectual elite, most Americans were not
concerned with establishing national health care. Without sup-
port from the populace or the AMA, reformers failed to effect
any change.18

The second great opportunity to establish universal health
insurance came during the New Deal Era.19 In 1935 President
Roosevelt established a special cabinet-level committee, the
Committee of Economic Security (CES) to “review the cir-
cumstances of welfare, unemployment, child health, and old
age poverty, and arrive at a package of programmatic sugges-
tions.”20 Because President Roosevelt believed the most press-
ing issues were unemployment and welfare, and because it was
thought that the AMA’s presumptive opposition to national
health insurance might frustrate achievement of these objec-
tives, national health insurance was not even addressed by the
committee.21

National health insurance resurfaced a decade later during
President Truman’s administration.22 Critics “linked national
health insurance with socialism, communism, and the recently
demonized Soviet Union.”23 Opposition from southern conser-
vative Democratic congressmen remained strong throughout
the president’s term.24 Frustrated by the political climate,
President Truman eventually scaled down his plan to include
health insurance for social security recipients only.25 President
Truman’s plan was eventually adopted in 1965 as the Medicare
program.26

In the period following World War II many advances were
made in the American health care system. “For example, we
faced a shortage of health care personnel, a deficiency of acute
care general hospital beds, and a relatively low level of total
health expenditures. All of these problems were corrected
(indeed over corrected).”27 These advances were made work-
ing under the “deficit model.”28 Unfortunately, this model did
not anticipate the increase in expenditures experienced in the
mid-1960s.29

The 1970s brought renewed interest in national health
insurance and more proposed legislation.30 This era was char-
acterized by competition among “different forms of universal
health insurance: the catastrophic proposal advocated by
Senators Long and Ribicoff, the Kennedy-Corman bill that so
closely followed Canada’s national operational program of
1971, and the Nixon administration’s plan for mandated health
insurance for employed Americans (known as the
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Comprehensive Health Insurance Plan, or CHIP).”31 Although
there was overwhelming support for reform, the Congress was
unable to render sufficient support for any individual plan.32

More modest plans “such as the Long-Ribicoff bill—seemed
too modest to those who wanted to translate the negative con-
sensus into universal, broad coverage.”33 To those who favored
a national insurance plan administered by the government,
“[t]he proposal for employer-mandated insurance . . . seemed
indirect, incomplete, and incapable of cost control.”34

Although the debate over a national health care system
never completely left the American political conscience, it did
fade somewhat in prominence and urgency under the Reagan
and Bush administrations of the 1980s. With the election of
Democrat William Jefferson Clinton to the White House in
1992, national health care reform, perhaps more than ever
before, was thrust to the forefront of the political agenda.35

President Clinton established a committee, chaired by the First
Lady, to investigate the state of health care in America and
advance a plan for reform. The new plan called for all
Americans to be issued a national health insurance card that
would entitle them to health services, including emergency and
preventative care.36 Benefits of most Americans would contin-
ue to be paid for by their employers, but the government would
provide coverage for others.37 Although President Clinton
intended to establish himself as the president who successful-
ly reformed the health care system and established national
health insurance, by the end of his first term the issue was all
but dead.38

In 1996 the Kennedy-Kassebaum Bill was touted as “a
health insurance bill of rights.”39 The legislation, however,
does almost nothing to address the currently uninsured popu-
lation.40 Co-sponsor Senator Edward Kennedy noted this prob-
lem when commenting on a 1996 study predicting that the
number of uninsured Americans will continue to rise.41 “Far
too many Americans still fall through the cracks of our health
insurance system. This study gives urgency to the need for
Congress to do more to make insurance accessible and afford-
able to all citizens.”42

III. The Current Status of the Uninsured

The number of uninsured Americans has increased steadi-
ly since the rejection of the Clinton health plan43 and is expect-
ed to continue to increase steadily through the year 2000.44

“[A] study by the Lewin Group, a Washington-based health
care consulting firm, estimates that the number of uninsured
Americans will increase to 45.6 million by 2002.”45 The num-
ber of uninsured Americans has increased by more than five
million since 1994.46 Recent studies indicate that as many as
one-quarter of all Americans experienced a lapse in insurance
over the last two years.47

The number of children not covered by health insurance
has risen in recent years,48 and all indications are that it will
continue to rise.49 “Some 10 million American children under

18 were uninsured in 1994. . . . That was 14.2 percent of all
kids, up from 12.4 percent in 1992.”50

In the 1960s and 1970s the United States made strides in
ensuring access to medical services for children.51 The
improvements gained in the 1960s and 1970s have been large-
ly eroded in the 1980s and 1990s.52 “Between 1977 and 1987,
the percentage of U.S. children without public or private health
insurance increased from 12.7 percent to 17.8 percent.”53 The
number of uninsured children remained between 8.3 and 8.5
million during the period between 1988 and 1992.54

“[I]t is notable that the uninsured child population is com-
prised primarily of children whose parents have substantial
alignment with the work force.”55 In 1992, 8 percent of chil-
dren living in two-parent families, in which both parents
worked were uninsured.56 In the past, when employer-based
coverage failed, children were shifted to public-sector pro-
grams such as Medicaid.57 “However, more recently the num-
ber of uninsured children not shifted to Medicaid has been
increasing.”58

Several factors have contributed to the recent rise in the
number of uninsured Americans.59 Among the most influential
are the changing character of the national labor force60 and
changes in the way America does business, which has had a
profound effect on the health benefits of the labor force.61

As employers adapted their work forces to reduce operat-
ing expenses, employees have seen a reduction in benefits,
most notably health insurance.62 In 1990 77.7 percent of
American workers received health insurance through employ-
er-based plans; by 1995 the number had dropped to 73.9 per-
cent.63

One change in the character of the work force is a shift in
the types of jobs in which Americans are engaged. For more
than a decade the United States has seen a shift in the job mar-
ket to the service industry.64 Frequently, employees in the ser-
vice industry do not receive health insurance coverage as an
employee benefit.65 Another change is in the status of many
workers. In order to cut costs many employers have replaced
full-time employees with part-time workers.66 By hiring
employees on a part-time basis, employers can avoid provid-
ing benefits such as health insurance.67 Although a worker
working two part-time jobs may be able to earn as much
money as if he or she had one full-time job, it is much less like-
ly that he or she will receive employer-provided health insur-
ance.

Another 1990s cost-cutting measure for employers is out-
sourcing.68 When companies outsource, they contract work to
smaller companies or individuals. Outsourcing certain func-
tions allows an employer to eliminate jobs inside the company
for which the employer would have provided benefits, includ-
ing health insurance, and simply pay independent contractors
for those services.69

Those American workers still receiving employer-based
health benefits are being asked to contribute an ever larger por-
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tion of their insurance premiums.70 Even though companies
have cut costs by using managed care, the portion of premiums
passed on to employees has increased.71 “Twenty or 30 years
ago, taking care of the health care of workers was part of the
corporate culture, but we’ve seen that start to change, espe-
cially in terms of shifting cost to workers in the past few
years.”72 The percentage of American workers whose health
insurance premiums were fully funded by their employers
dropped from 74 percent in 1980 to 21 percent in 1993.73

Finally, not only are more Americans uninsured, but they
are also going without insurance for longer periods,74 increas-
ing from a median time of 4.2 months in the late 1980s to a
median of 7.1 months in 1993.75

One might be surprised to know just who is at risk of
being uninsured. While race, education, employment status,
and marital status can all be indicators, they are not determi-
native.76 Although the majority of the uninsured are the work-
ing poor, a significant number are members of the middle
class.77 And because most private insurance is employment
based, one important factor in determining risk is the relation-
ship to the work force.78 Most uninsured people live in fami-
lies headed by a full-time worker who works year round.79

“[A] study by the United States’ largest medical specialists
group . . . reported that a third of the uninsured live in house-
holds with an annual incomes of more than $30,300—twice
the federal poverty level for a family of four.”80

IV. Economic Effects of Uninsurance

The economic impact of millions of uninsured Americans
is felt throughout the economy. Some estimates suggest that
American companies contribute as much as $17.2 billion to the
care of the uninsured.81 Ed Adams of IBM addressed the eco-
nomic impact of the uninsured recently when he stated that
“[t]his issue has a direct impact on our business bottom line
and on the overall economy.”82 Workers without insurance
miss more work to stay home and care for sick children than
workers with health coverage for their families.83

The economic impact of the uninsured is also felt by hos-
pitals. The greater the number of uninsured Americans, the
greater the burden on hospitals to provide charity care.84

Hospitals are the “only health providers obligated by law to
provide emergency care regardless of ability to pay.”85 A
decrease in employer-provided health coverage has placed an
increased burden on hospitals.86 “In the next few years, a . . .
financial squeeze is likely to be felt by almost any place or pro-
gram that gives health care to the poor.”87 The impact is likely
to be most significant for health care providers in poor neigh-
borhoods.88 Recent events have caused some providers of
health services to the poor to question the extent of their gen-
erosity.89

Even schools are affected by the growing number of unin-
sured. Uninsured children miss more days of school, due to ill-
ness, than children with health coverage. Because school aid is

tied to attendance, schools lose money every time an uninsured
child is out sick.90

V. The Human Cost

The harms resulting from a lack of universal health care
are more than economic. Americans who lack health care cov-
erage have difficulty gaining access to, and paying for, medical
care. As a result, they are sicker, require more acute care, and
have a higher rate of morbidity. They “see doctors less often
than others, are sicker when they do, and receive fewer cardiac
procedures, fewer hospital days for their newborns and less
aggressive treatment for pneumonia.”91

The uninsured face physical and psychological, as well as
financial, barriers to health care.92 As a recent study indicated,
the “vast majority of uninsured adults in poor health had diffi-
culty getting care.”93 Many think they cannot go back to a doc-
tor if they have an unpaid bill.94

More American children are without health insurance, and
some say that the rate at which this group grows will increase
in the future.95 “Some 10 million American children under 18
were uninsured in 1994.”96 Financial concerns may lead par-
ents to “delay or forgo needed pediatric medical services.”97

Children without insurance are 73 percent as likely to receive
medical services as insured children.98

Children of families that experience periodic lapses in
medical coverage are less likely to receive medical care even
during periods when they are covered.99 “[C]hildren without a
regular source of care are less likely to be completely immu-
nized, have lower rates of visits for well-child care and higher
rates of visits for illness care, and have more frequent emer-
gency department visits.”100 In contrast, children without such
lapses are more likely to received needed treatment.101

A good illustration of the impact of uninsurance on chil-
dren is to consider the case of a childhood illness: asthma.
Asthma is the most common childhood illness,102 affecting
approximately 2.7 million American children.103 If properly
treated its symptoms can usually be controlled and the afflict-
ed child can lead a normal, active life.104 If left untreated, how-
ever, the symptoms can become so severe as to be life threat-
ening.105

As the number of children without insurance grows, “evi-
dence indicates that incidents of hospitalization and mortality
due to childhood asthma are increasing.”106 Uninsured chil-
dren are less likely to receive treatment for asthma.107 Failure
to receive regular treatment makes it much more likely that the
child will be seen an emergency department for treatment and
be hospitalized.108

VI. Health Care Reform Since the Failure of the
Clinton Plan 

Since the failure of President Clinton’s comprehensive
health care plan in 1993, the focus of health care reform in
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America has shifted to the passage of smaller, more special-
ized, legislation.109 The focus is much more on special-interest
groups and on providing stop-gap measures for specific situa-
tions rather than addressing health care reform comprehen-
sively. 

Much enthusiasm surrounded the passage of health care
legislation during the last year. Legislation dealing with health-
insurance portability,110 allowing for the creation of medical
savings accounts,111 and imposing mandatory 48-hour hospital
stays following childbirth112 were all touted as improvements
in health care. Recent health care reform legislation can be
divided into two basic categories: legislation that addresses
specific situations and legislation that deals with specific med-
ical procedures.

One piece of legislation affecting only individuals in a
particular situation is the Health Insurance Portability and
Accountability Act of 1996 (HIPAA).113 HIPAA will provide
increased continuity in coverage for workers who are current-
ly insured by allowing employees to continue under their cur-
rent policies when they change jobs, barring insurance compa-
nies from refusing to cover preexisting conditions, and estab-
lishing a three-year trial period for medical savings
accounts.114

Although HIPAA makes some significant improvements
in continuity of medical coverage, it does nothing to address
the problem of the uninsured. It requires insurance companies
to allow employees to extend their coverage beyond the peri-
od of employment, but they must able to pay the entire premi-
um.115 Even if insurance companies are required to offer con-
tinued coverage to employees who lose or change jobs, many
people in this position will not be able to afford the cost.116

Those who are not currently insured will not be affected by this
legislation.117

Individuals who wish to participate in the medical savings
account program must purchase an insurance policy with a
deductible of at least $1,500 per individual or $3,000 per fam-
ily and must have money available to put into the savings
account.118 Once money is in the account, the individual will
be penalized if it is withdrawn for a nonmedical reason.119 In
order to participate in this program families must have the abil-
ity to set money aside for medical treatment; accordingly, most
currently uninsured families will be unable to afford to partic-
ipate.120

Perhaps even more prevalent than situation-specific legis-
lation is the appearance of procedure-specific legislation. Last
year, for example, President Clinton signed legislation requir-
ing insurance companies to provide a minimum hospital stay
of 48 hours following childbirth and providing medical cover-
age for children of Vietnam veterans born with spina bifida.121

Each piece of legislation was designed to address a discrete
need.

This trend toward procedure-specific legislation is likely
to continue. One procedure receiving a considerable amount of
press is the “drive through mastectomy.”122 With critics aghast

at the practice of some insurance companies of requiring that
mastectomies be performed on a near outpatient basis, and sev-
eral bills addressing this issue already in Congress, a federal
statute regulating a minimum hospital stay is likely to be
enacted this year.123

VII. Conclusion

The legislation we have seen introduced and adopted over
the last several years takes an ad hoc approach to health care
reform. As a nation we appear to have abandoned the goal of
universal coverage for smaller, more discrete legislative efforts
addressing specific harms. While each individual bill may
address, and even correct, an individual problem, many impor-
tant issues, such as the growing number of uninsured, are
being ignored. This ad hoc approach to health care reform
means that special interest groups dictate the national health
policy and the group that screams the loudest gets the best
care. The compartmentalization of health care regulation
leaves health care providers, such as HMOs, with the potential
for understanding that if an issue has not been specifically
addressed, then the resolution is up to them. Instead of provid-
ing broadly applicable standards and guidelines, the current
trend takes a piecemeal approach, leaving consumers in the
unaddressed pieces with very little protection.
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