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A Message from the Section Chair

This is my last letter to you
as the Chair, so please bear with
me for a minute or two. On
November 4, 1995, Robert
Witmer, former President of the
New York State Bar Association,
introduced a resolution to the
House of Delegates seeking cre-
ation of a Health Law Section. It
was most appropriate that Bob
make the motion since the
groundwork for creating the
Section was laid during his
administration and at his direction. While I have thanked him
on a number of occasions, this is an opportunity to do so pub-
licly.

Since the Section=s birth we have enrolled almost 1,000
members, presented a large number of successful CLE pro-
grams, published six issues of The Health Law Journal, rocked
the NYSBA Annual Meeting with a number of outstanding
programs and firmly established our presence in the health law
community and with the government. A lot has happened in a
brief span of time . . . and this is only the beginning.

Fall Meeting

Please mark your calendar for the Fall Meeting of the
Section. Scheduled for November 12-13, 1998, in New York
City, we are planning numerous committee meetings, a pro-
gram on “Telemedicine” and much, much more. Watch your
mail this summer for further details.

Community-State Partnership to Improve
End-of-Life Care

The Robert Wood Johnson Foundation has announced a
grant program aimed at creating joint public-private efforts to
improve care at the end of life. I am pleased to report that your
Section and a number of its committees have been selected to
become an important part of the proposal submitted for the
state of New York. If we are fortunate enough to receive the

blessing of the Foundation, you will be hearing a lot more
about this project. It will hopefully become an opportunity for
many Section members to become involved.

Discharge Note

As I pass the baton to Jerry Levy, a longtime friend and
your new Chair, I’d like to say “Thanks” to the Executive
Committee, Committee Chairs and Section members who have
worked so hard to create the Health Law Section and make it
a success. You have been terrific and tireless! Beth Krueger at
NYSBA was an invaluable resource, without whose help we
never would have gotten off the ground. I’d also like to thank
Lisa Bataille at Headquarters who took over the liaison
responsibilities from Beth. She and Kathy Plog have helped
create a seamless infrastructure for the Section. Finally, I
would like to thank my partners at Thuillez, Ford, Gold &
Johnson, LLP, for not complaining about the time I have spent
on Section business. Their support has been extremely impor-
tant to me during the past 2 1/2 years.

INSIDE THIS ISSUE

Empowerment of Cancer Survivors ........c..coccecevervenennene 3
(L. Susan Scelzo Slavin and Lindafel Lynnette Sarno)

Uninformed Decision-Making: The Case of Surrogate
Research Consent .........ccccoeevevvvevenincncnencnenenenn 5
(Stephan Haimowitz, Susan J. Delano
and John M. Oldham)

The Legal Impact of Physical Impact ..........cccccceene.e. 13
(Claudia O. Torrey)

IRS Warns Tax-Exempt Hospitals on Alliances............ 20
(Francis J. Serbaroli)

TNEt WOTth .o 23

(Margaret Moreland Murray)

Section Committees & Chairs ........cccoecvveeiveeceieeeeeiinns 26




At last year’s Annual Meeting, I jokingly noted three
important dates in the history of our area of law: (a) 1971—
creation of the National Health Lawyers Association; (b)
September 18, 1994—the introduction of the first health
lawyer (Alan “The Eel” Birch, in-house counsel to Chicago
Hope Hospital) as a regular cast member on a major television
series; and (c) November 4, 1995—the founding of the
NYSBA Health Law Section.

While your Section is the youngest of the trio, it is grow-
ing the fastest and has the most impact on attorneys practicing
health law in New York State. That’s why your participation is
so important. During the next year please plan to work on a
committee, and to join us at CLE programs and meetings. If

you are not a member of a committee, I encourage you to join,
as our Section does much of its work through that structure. If
you would like to be added, please call the appropriate chair.
Also, if you have any questions, or suggestions as to how the
Section might do a better job, please contact me, Jerry Levy or
any member of the Executive Committee. Their names and
addresses are listed in this issue.

Finally, it has been a pleasure and an honor to serve as the
first Chair of this Section. I will always treasure the opportu-
nity that it has given me to work with a great group of profes-
sionals. Please stay in touch.

Barry A. Gold

From the Editors

We begin this issue by looking at how we, as attorneys,
can assist cancer survivors. L. Susan Scelzo Slavin and
Lindafel Lynnette Sarno discuss the fulfillment they have
experienced by providing legal advice to cancer patients on
issues that may be of particular concern to them.

This issue also includes an article by Stephan Haimowitz,
Susan J. Delano and John M. Oldham, discussing medical
research on those who lack decision-making capacity. The arti-
cle focuses on the New York case of 7D v. New York State
Office of Mental Health and Department of Health.

Our third piece, written by Claudia O. Torrey, analyzes the
United States Supreme Court opinion in Metro-North
Commuter Railroad Company v. Buckley and its impact on the
doctrine of negligent infliction of emotional distress.

Finally, we include a reprint of an article by Francis J.
Serbaroli that provides guidance on structuring joint ventures
between nonprofit and for-profit entities.

Health Law Journal

As always, we welcome and encourage the submission of
articles on timely health law topics. All articles should be sub-
mitted with accompanying floppy disks to facilitate revisions.
You can reach us at the following address:

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

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

Barbara L. Atwell and Audrey Rogers
Editors
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Empowerment of Cancer Survivors

by L. Susan Scelzo Slavin and Lindafel Lynnette Sarno

Your phone messages seem endless. An order to show
cause was just “hand delivered” to you on a Friday afternoon.
The faxes continue to flow in. This is surely a familiar experi-
ence to all of us. But, unexpectedly you are confronted with a
great opportunity to take some time out and contribute your
time and knowledge to help people in need. What do you do?
I’'m sure we’d all love to help out. But, how can I possibly fit
anything else into my already crazy schedule?

Fortunately, we have had the opportunity to conclude that
our business pursuits and desires to charitably assist others
need not be mutually exclusive. Once you can get beyond the
hesitations of “Shouldn’t I be spending this time on billing
more hours or meeting my financial obligations?”, it becomes
obvious that donating our professional time to those in need
fulfills us, both from a human and a business perspective. It is
so compelling that to do otherwise would be impractical.

For a number of years, we have conducted empowerment
seminars, on a pro bono basis, for cancer survivors and social
workers. We have done this for the patient population of the
American Cancer Society and Cancer Care, Inc. in the Tri-
State area, as well as at major hospitals. The incredible profes-
sional and personal satisfaction of spending our time in this
way for these families and professionals is unparalleled. We
heartily recommend this pursuit—the catastrophically ill des-
perately need our help and the Bar is in the pivotal position to
make effective change for this population.

While practicing as employment discrimination attorneys,
the need to educate cancer patients and survivors of their
employment rights became patently obvious to us. At a time
when one’s first concern is for health and medical treatment,
many people who have been diagnosed with cancer face an
unexpected obstacle—problems with their employment.
Unfortunately, discrimination against these individuals pre-
vails in the workplace. By and large, such discrimination is a
result of “cancer myths.” There are three predominant myths
about cancer which impact on survivors’ employment oppor-
tunities. These include: (1) cancer is a death sentence; (2) can-
cer is a disease which is contagious; and (3) cancer survivors
are an unproductive drain on the economy. However, the facts,
as distinguished from the myths, are quite clear. The overall
survival rates for individuals diagnosed with cancer are greater
than fifty (50%) percent. Cancer is obviously not contagious
and, as a group, cancer survivors have relatively the same pro-
ductivity rates in the workplace as other employees. These fac-
tors are the driving force behind the need to protect the
employment rights of cancer patients.

We can all take part in dispelling these myths by educat-
ing and empowering employees of their employment rights.
Often, people simply need a basic knowledge of the law to
empower them during difficult times. Through such knowl-
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edge, cancer survivors will have the tools and confidence to
have candid discussions with their employers about their ill-
ness and their employment needs. They will know how to
inform the employer of their diagnosis without causing unnec-
essary anxiety. They will know how to ask for an accommoda-
tion, if needed.

We firmly believe that with proper communications
between the employee and the employer, much of the discrim-
ination and adverse acts can be avoided. In brief, there is some
basic information that every cancer patient or survivor should
know. Federal, state and some city laws are available to protect
persons with disabilities. These laws protect persons with can-
cer, or those who have recovered from cancer, against discrim-
ination in the workplace. Each of these laws has specific
nuances and different definitions which cause an individual’s
rights to differ depending upon which laws are applied.
However, in general, the Americans with Disabilities Act
(ADA) protects persons with disabilities nationwide. In order
to determine whether an individual has a claim under the ADA,
three preliminary inquiries need to be addressed. They are: (1)
Are you a “disabled person”? (2) Are you “qualified” for the
job and can you perform the “essential functions” of the job?
and (3) Has your employer provided you with a reasonable
accommodation?

Under the ADA, a disability is defined as a physical or
mental impairment that substantially limits one or more major
life activities, a record of such impairment or being regarded
as having such an impairment (i.e., a perception of disability).
Despite such disability, under the ADA and New York law, you
must be able to perform an essential function of the job with or
without a “reasonable accommodation.” An employer is
required to offer a “reasonable accommodation” for a known
disability. As we all know, the most common accommodation
needs of employees with a cancer history are for reduced or
rescheduled work hours to accommodate medical appoint-
ments for examinations, laboratory work, chemotherapy or
radiation therapy. Such requests should be made by the
employee from the employer.

Be advised, however, that these protections are not a one-
way street. We always advise people of the need to have a
“reality check” since an employer has rights and defenses
under the ADA. As such, an accommodation is not required if
it would impose an “undue hardship” on the employer’s busi-
ness—which is generally defined as a financial expense.

Cancer survivors also have rights under the Family and
Medical Leave Act (FMLA). The FMLA provides employees
and family members with the opportunity to take an unpaid
leave under certain circumstances. If the employee works for
an employer with fifty (50) or more employees, and the
employee has worked with this employer for at least one year,
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he or she may be eligible for the leave. The entitlement is an
unpaid leave of up to a total of 12 work weeks within one year.
The unpaid leave may be available for a number of reasons.
But, in terms of the cancer patient, if that person suffers from
a serious health condition that makes him or her unable to per-
form the functions of his or her position at work, they are enti-
tled to such leave. In addition, if the patient’s spouse, child or
parent wishes to take the leave to care for him or her, such
leave should also be granted. Upon returning from a leave
under the FMLA, such employee retains his or her employ-
ment rights as they were prior to taking the leave.

Also, many cancer survivors are quite anxious about
returning to the workplace after an extended treatment period.
In particular, those who have left their previous employment
for health reasons and are now seeking new employment
should be aware of their rights with regard to the interview
process. The Equal Employment Opportunity Commission
(EEOC) has set out specific guidelines as to what an employ-
er can ask during the pre-employment stage of seeking a job.
An employer may not ask disability-related questions and may
not conduct medical examinations until after it makes a condi-

tional job offer to the applicant. What is a disability-related
question? Generally, these are questions that are likely to elic-
it information about a disability or medical information. Job
applicants may not be questioned about the existence, nature or
severity of a disability. They may, however, be asked about
whether they are physically and mentally able to perform the
“essential functions” of the position sought.

This overview is obviously a bare minimum of the legal
knowledge that should be shared. However, after presenting
such information, you will be able to gauge what should and
should not be elaborated on. Although our audiences vary
extensively, there is one prevailing experience we have
observed. These incredible people, both the patients and their
caretakers, as well as the health care professionals, perceive
your compassion and are most appreciative of the time you
have taken to help them out.

Now, why would it be impractical to avoid donating your
time in this way? We simply ask, “Remember the last time
someone helped you during a time of need and how wonderful
it made you feel?” Of course you do. And, so will they.

Let's join
together and
take pride in
the knowledge

that all our

The Results Speak Volumes!

The New York State Bar Association is 60,000+ members strong.
Thousands of our members generously devote their time and talents
toward special projects for the Association, serving the public and enhanc-
ing the legal profession in many, many ways:

* Pro Bono Service » NYSBA Sections and Committees

 CLE Program Speakers * CLE Publications
* Legislative Affairs * Law, Youth & Citizenship Projects

Thank You
New York State Bar Association Members!!

We couldn’t do it without you!
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combined work
strengthens the
Association and
the legal
profession and
promotes the

public good.
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Uninformed Decision-Making:
The Case of Surrogate Research Consent

by Stephan Haimowitz, Susan J. Delano and John M. Oldham*

Medical researchers occupy an unusual place in our cul-
ture, viewed both as heroes vanquishing horrible illnesses and
as abusers exploiting human guinea pigs. While there are
examples of dramatic breakthroughs and of dreadful wrongs,
such occurrences are rare. Most research produces incremental
progress, which over time transforms health care, and is con-
ducted according to established ethical principles.

Given that participants’ fundamental interests are affected,
it is an axiom of research that their safety and dignity must be
scrupulously protected. The scope and specificity of the rules
which afford these protections have greatly evolved since the
infamous incidents of the past. However, as noted in the
Report of the President’s Advisory Committee on Human
Radiation Experiments,! there remain issues in research which
need to be addressed.

Among the most difficult of these issues are those related
to the participation of individuals who lack decision-making
capacity and thus are unable to give informed consent. The lit-
erature in this area reflects the complexity of the issues and the
diversity of viewpoints regarding the appropriate balance
between, on one hand, advancing knowledge and providing
access to the newest therapies, and, on the other, the need to
protect potentially vulnerable research participants.?

Within the research community itself, continuing efforts
seek to develop principled and workable mechanisms to
address these issues. Given the intricacy and importance of the
matter, it seems clear that the appropriate adjudication of a
legal challenge to such an effort requires a thorough under-
standing of these issues.

In a recent issue of the Hastings Center Report,3
Alexander Morgan Capron reviewed a New York court deci-
sion 7D v. New York State Office of Mental Health and
Department of Health* (TD), concerning surrogate consent in
psychiatric research, a ruling which received prominent atten-
tion in the New York Times and numerous professional publi-
cations. Many of these discussions include images of overzeal-
ous researchers indifferent to participants’ safety and dignity.
Similarly unfounded portrayals can be found in the court deci-
sion itself.

As the principals at the New York State Office of Mental
Health (OMH) involved in the matter, we suggest that the
issues of surrogate consent for research participation, as well
as the court’s understanding of those issues, require further
examination.

The Research and Regulations at Issue

Serious mental illness inflicts enormous suffering on mil-
lions of individuals and their families, and presents a major

Vol. 3, No. 2 (Spring 1998) NYSBA

public health problem in this country and worldwide.> New
York is the home of some of the leading researchers working
on the causes and treatment of these illnesses. Among them are
researchers working at specialized OMH facilities which are
affiliated with academic departments of psychiatry and major
teaching hospitals.® Past successes of OMH research include
the first chlorpromazine trials and lithium clinics in this coun-

try.

The development of chlorpromazine, as the first available
antipsychotic medication, revolutionized the treatment of the
most severely and chronically ill psychiatric patients, allowing
many of these individuals to leave institutional care and re-join
the community for the first time in years or decades. The
development of lithium as a treatment for bipolar, i.e., manic-
depressive illness, has been estimated to have saved more than
$50 billion in what would otherwise have been the costs of the
illness (e.g., treatment expense, lost occupational productivity,
cost and burden to families, and the like). These are but two
examples of how the work of OMH researchers has reduced
individual suffering and the societal consequences of serious
mental illnesses.

Research on these illnesses is conducted at both OMH
inpatient and outpatient facilities, with inpatient research
involving only individuals who are voluntarily hospitalized.”
As with all areas of medicine, psychiatric research is governed
by the comprehensive basic federal regulations known as the
“Common Rule,”$ as well as by the more specific Department
of Health and Human Services (DHHS) and Food and Drug
Administration (FDA) human subjects regulations.® These reg-
ulations require the voluntary, capable informed consent of the
person or, if incapable, the consent of a surrogate.!® They
establish substantive rules for the conduct of research as well
as specify the composition and responsibilities of local
Institutional Review Boards (IRBs). These IRBs review,
approve and monitor each research protocol.

In 1990, OMH adopted regulations, applicable to both
state facilities and OMH-licensed general hospital units,!!
which incorporated the federal regulations but went beyond
them in protecting research participants. The New York regu-
lations required formal capacity assessments for all partici-
pants. They specified that an objection expressed at any time
by a participant, regardless of their capacity, was determinative
(subject to one theoretical exception that is discussed below).
The regulations prohibited the involvement of incapable indi-
viduals unless the protocol could not be done without their par-
ticipation, and it focused on a condition from which they suf-
fered. Finally, the agreement of the individual’s treatment team
that participation in the research was consistent with his or her
treatment plan was required.!2
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As elsewhere in health care, and in law, it is the situation
of the individual who is incapable of understanding a personal
decision which presents the most difficult consent issues. The
question in the medical research context has been discussed by
ethicists and policy makers for some time without resolution.
The federal regulations do not address the issue of surrogate
consent for incapable adults, except to refer to state law. In
many states, the law is silent on the matter. Although the fed-
eral Department of Health, Education and Welfare (DHEW)
proposed regulations for the “institutionalized mentally
infirm” in 197813 the regulations were never adopted.!4 A pol-
icy adopted by the National Institutes of Health (NIH) in
198715 addressed some, but not all, of the issues of surrogate
consent, and applied only to the Institutes’ internal operations.

The OMH regulations at issue in 7D attempted to address
these consent issues for psychiatric research in New York
State. The basic tenets included the assessment of capacity,
informed consent from capable adults and the right of all par-
ticipants to have their objection to participation honored. The
regulation also provided that the objection of any person who
is a member of any of the classes of authorized surrogates must
also be honored even when consent has been obtained from
another surrogate.!® Surrogate consent on behalf of an inca-
pable adult could be provided, in accordance with the person’s
wishes and best interests, by an individual chosen by the per-
son, or in the absence thereof, by a family member or by a
court. Since many people, including individuals with AIDS,
have non-traditional relationships, consent could also be given
by a “close friend” who submitted an affidavit describing his
or her regular interaction with the individual and knowledge of
his or her beliefs and values. For minors, consent could be
obtained from parents or guardians, as provided in the federal
regulations.!?

The Lawsuit

The TD lawsuit was filed on behalf of six patients who,
though never involved in or considered for any protocol of
which we are aware, were alleged to fear that they might be
“used as human guinea pigs”18 and “forced to participate in
research.”1? The case was filed by three mental health advoca-
cy organizations and challenged the OMH regulations on a
number of theories. Plaintiffs argued that a little-used state
law20 gave exclusive authority regarding human research to
the state Department of Health (DOH) and, thus, the OMH
regulations were invalid regardless of their content. That state
law also requires certain research involving potentially vulner-
able individuals to be approved by DOH, and the court inter-
preted this point in a way that has significant implications, as
will be discussed.

Substantively, plaintiffs asserted that the surrogate con-
sent provisions violated constitutional principles. Since virtu-
ally no court decisions had directly addressed research con-
sent, plaintiffs extrapolated their arguments from court prece-
dents concerning psychiatric patients’ objections to psy-
chotropic medications and decisions concerning the withhold-
ing of treatment at the end of life.
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The lawyers for the Plaintiffs, and those from the Attorney
General’s Office, representing the Defendants, made strategic
decisions to present the case as solely involving the application
of these court precedents. No trial was held, no assertions scru-
tinized and no facts established. Consequently, in six years of
litigation, the actual concepts, categories and processes related
to the conduct and regulation of research were never truly
examined. Moreover, plaintiffs made sensational allegations of
harm to a proportionally small number of research partici-
pants?! and, though denied by the defendants, they were never
actually examined in the litigation. These claims, neither
proven nor rebutted, were summarily repeated in every docu-
ment filed by the plaintiffs over six years and were, over time,
treated by the court as if they were facts rather than allegations.

The Court’s Ruling

Underlying the court’s constitutional decision are some
perplexing preliminary rulings on state law concerning the
DOH’s jurisdiction and authority. The state law exempted
research which complies with “the regulations of any federal
agency” from its requirements, but the court interpreted the
exemption to apply only to research which is federally funded,
thus disregarding the regulatory oversight of the FDA and
other federal agencies. The court then stated, confusingly, that
its ruling governs only non-federally funded studies and that
the ruling would have little impact on research. In reality, the
court’s constitutional rulings invalidate basic premises of both
the federal and OMH research regulations, and impose a prob-
lematic paradigm on medical research in general.

In applying the Constitution, for example, the court essen-
tially rejected the principle that an IRB considering a research
proposal, or a court considering an individual’s participation,
should determine whether the overall risks to participants are
reasonable in relation to the overall benefits. The court forbade
the participation of an incapable adult or a minor in a protocol,
regardless of the magnitude of the expected benefits to the
patient and the importance of the knowledge to be obtained
about the disorder, if the protocol includes even a single non-
therapeutic, more than minimal risk procedure. “Therapeutic”
is defined as offering a prospect of direct benefit that is impor-
tant to the health or well-being of the participant, such as the
amelioration of the symptoms of mental illness or a reduction
in side effects compared to standard medication. “Non-thera-
peutic” is defined as any research that is not therapeutic, and
also includes any otherwise therapeutic research that includes
a non-therapeutic more than minimal risk element.

Though these concepts and the concepts of minimal risk
have long been the subject of abstract arguments, the 7D deci-
sion creates a rule with concrete consequences. For example, a
patient with Alzheimer’s disease who does not tolerate or ben-
efit from the few existing treatments is now barred from
receiving a new medication available solely in a research pro-
tocol if it includes a PET scan, a more-than-minimal risk pro-
cedure, performed for scientific rather than therapeutic pur-
poses. Such a patient’s relative cannot even seek authorization
from a court based upon determinations that participation is in
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the patient’s best interests and that the patient would have con-
sented if capable.

Another example of the type of research that is adversely
affected by the ban on therapeutic studies that contain a non-
therapeutic element concerns research on teenage suicide, a
tragic occurrence which has increased by more than 200 per-
cent since 1960.22 Parents in New York of an adolescent who
has attempted suicide can no longer consent, with their child’s
assent, to the child’s participation in a non-federally funded
protocol if the study contains a non-therapeutic element. A
study?3 of this type provides, without cost, extensive inpatient
and outpatient treatment of a depth available nowhere else, but
it includes a lumbar puncture (spinal tap) seeking to determine
suicide-predictive serotonin levels, as have been established
for adults. The decision to do a lumbar puncture, a non-thera-
peutic element in the context of this study, is not made casual-
ly. However, this procedure is performed daily in hospitals
across the country and results in bad headaches lasting 24
hours in about 10 percent of all cases.

The court ruling also addressed wholly therapeutic
research. Evaluation of the individual’s capacity to give con-
sent is now required to be made by a clinician independent of
the research in all protocols. As to surrogate consent for inca-
pable individuals, the parties in the case negotiated a mecha-
nism?4 through which an individual who lacks capacity to give
or withhold consent can, if determined to have sufficient
capacity, appoint a research surrogate at the time research par-
ticipation is being considered.25 Generally, the person desig-
nates a relative or “close friend.” Under the agreed-upon
mechanism, advance notice must be given to one of the plain-
tiff legal advocacy organizations which can challenge the des-
ignation in court. If the person is too incapacitated or is alone,
the clinician/researcher must obtain court authorization. The
court decision has prohibited family members from acting as
surrogates, unless they are also patient-chosen research surro-
gates, even when the research is entirely therapeutic.

The TD decision also provides that, under state law, the
state Department of Health must approve all non-federally
funded research protocols involving minors, the mentally dis-
abled and other potentially vulnerable groups,2¢ with the fund-
ing source being the determinative factor, as discussed above.
Thus while all the research at issue complies with the federal
regulations, including, of course, review and approval by the
appropriate IRB, the court added another layer of review.

Finally, while the court decision focused on psychiatric
research, the rules it imposed would seem to be applicable to
any medical research involving incapable individuals, includ-
ing all pediatric research and research in general medicine
involving incapable adults, e.g., stroke and trauma research. If
this were the case, parents could not enroll their child suffer-
ing from cancer in research which provides a new and hope-
fully effective treatment if the protocol includes any proce-
dure, such as a bone scan, not performed to directly benefit the
child.
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Inaccuracies Concerning Risk, Benefit and Capacity

The court decision is clearly predicated on the belief that
standard treatments are safe and effective for all, and the belief
that psychiatric research exposes participants to huge risk of
grievous harm, while providing them with little or no prospect
of benefit. Proceeding from this premise, the court viewed the
OMH regulations as cavalier regarding participants’ safety and
dignity, and suggested that this research amounts to the
exploitation of individuals chosen precisely because they are
available and defenseless. As demonstrated below, however,
the court was mistaken on these issues and was unaware of the
far reaching, unintended consequences of its decision.

Developing safer and more effective treatments for the
most devastating forms of mental illness is, obviously, a high
priority for psychiatric research. The involvement of individu-
als with advanced stages of these illnesses is unavoidable.
Treatments which are effective for milder forms of a disease
may not be effective for more severe forms. In addition, even
when some patients with severe forms of a mental illness
respond to available treatments, significant percentages of
such patients may not respond or may have intolerable side
effects to available treatments. These patients, then, are those
most disabled by illness, most likely to lack capacity and most
in need of the new forms of treatment which research may pro-
duce.

Similarly, treatments which are appropriate for adults may
not be appropriate for minors. For example, certain types of
antidepressants that are unequivocally beneficial for adults are
not effective in children and could, potentially, pose a unique
risk for them.27 This information is known only because of
carefully designed research. If such research were prohibited,
children who are ill could be exposed to risk because physi-
cians may legally prescribe FDA-approved medications even
though they are untested in the patient’s age group. Policies
designed to protect children by excluding them from research
participation have had an adverse impact on treatment for chil-
dren.28 In response, the National Institutes of Health has
recently issued a policy stressing the importance of the inclu-
sion of children as subjects of clinical research.2’

Although children are, by definition, legally incapable,
adults with serious mental illnesses are not always incapable.30
However, the inclusion of some individuals who lack decision-
making capacity is unavoidable. The OMH regulations, which
the court invalidated, permitted such patients to participate
only if their involvement was necessary, the research focused
on illnesses with which they were afflicted and participation
did not conflict with their individual treatment plans.

As to the question of benefits from research, participation
is increasingly recognized as an opportunity to access other-
wise unavailable treatments which may be safer and/or more
effective than standard treatments.?! For example, AIDS
activists protested long and successfully to get government
agencies and pharmaceutical manufacturers to make new med-
ications available faster and to more people. In addition, a
variety of efforts are underway across the country to stop
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health maintenance organizations and insurance companies
from refusing to pay for experimental treatments for breast and
other cancers.

The TD decision, however, suggests that the benefits of
research participation are almost nil compared to those from
standard treatment.32 In fact, standard treatments are frequent-
ly unsuccessful in psychiatry, as in many other areas of medi-
cine. On the other hand, research has begun to make great
strides in developing new medications, such as clozapine and
risperidone, which can provide relief to patients with schizo-
phrenia who receive no help or experience intolerable side
effects from older treatments. This court decision comes at a
time of unparalleled prospects for treatment advances.

As with the issues of benefit, the court failed to meaning-
fully address the risk issues related to research participation.
No one disputes that treatments for psychiatric conditions
involve risks to patients. However, to be validly assessed,
research risks must be placed in the context of the risks asso-
ciated with standard treatments for that illness, and to the harm
from the illness itself. Medications for serious mental illness
involve risks of side effects, whether provided as part of stan-
dard treatment or as part of a research protocol. In many cases
the likelihood or magnitude of the risks from the medication
under investigation may be less than those associated with
standard treatments. In any event, research participation does
not replace a risk-free treatment.

The court, however, suggests that the risk from standard
treatments is small. To see the fallacy in this, one need look no
further than the medication haloperidol, decried by plaintiffs as
high risk, a standard treatment for schizophrenia long ago
approved by the FDA. As to the risks from the illness, they are
appallingly high. It is well established that the risk of suicide
from affective disorders, including severe depression, is 15
percent,33 and from schizophrenia is 10-15 percent,3* com-
pared to .0123 percent35 in the general population. In addition,
these illnesses can destroy a person’s independence, occupa-
tional effectiveness and interpersonal relationships.

Research participation is certainly not risk-free, but the
sequence of the development of new treatments is focused on
preventing harm to those involved. Incapable adults or minors
participate in clinical trials of new medications only after the
completion of appropriate animal trials, safety trials with
healthy adults and then trials with symptomatic but capable,
consenting adults. The criteria for including and excluding par-
ticipants, and the monitoring performed during the research,
also focus on participant safety.

The TD court’s view of research reflects the sensational
allegations of risk and harm to participants made by Plaintiffs
which were neither proved nor rebutted because the litigation
focused on abstract legal principles. Plaintiffs based these
assertions on investigations into problems, some serious and
others minor, which research participants experienced.
However, these same investigations determined that, while
research participation could not be absolutely ruled out as a
factor, it was very likely that the harms suffered by the patients
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resulted from their underlying illnesses, not the research.3¢
Moreover, as noted above, many of the medications, such as
haloperidol, a drug that Plaintiffs criticized as high risk
because of its very small risk of death, were long ago approved
by the FDA as safe and effective for the indicated conditions,
and are often the same medications participants would have
received as standard treatment if they were not participating in
research.

Attention to risk is, needless to say, heightened when pro-
tocols include non-therapeutic elements, particularly when
incapable adults or minors participate. However, the court took
an absolutist approach and announced a prohibition which, we
believe, is unwarranted for a number of reasons.

First, the non-therapeutic research elements at issue pre-
sent only a minor increment over minimal risk, a concept artic-
ulated in the federal regulations.3” Such eclements usually
involve a diagnostic procedure used throughout medicine,
such as a PET scan or lumbar puncture. Second, even though
an element of the research may be non-therapeutic, participa-
tion overall is expected to be therapeutic. In fact, the OMH
regulations required the IRB to balance the risks and benefits
and further required each participant’s treatment team to deter-
mine that participation was not in substantial conflict with his
or her treatment plan. To our knowledge, there has been no
purely non-therapeutic, more-than-minimal risk research
involving incapable individuals conducted in the OMH operat-
ed system or in the general hospital psychiatric units which
OMH licenses. Third, the federal regulations provide specific
and detailed rules permitting parents and guardians to consent
to their child’s participation in such therapeutic research with
non-therapeutic elements.

Non-therapeutic elements are not cavalierly included in
research, but they are clearly necessary if complicated diseases
and the efficacy of treatments are to be understood. It seems
illogical, in an age of unprecedented advances in research, that
new non-invasive medical technologies, utilized daily in gen-
eral medical practice, cannot be included in studies of patients
who are unfortunate enough to be afflicted with illness early in
life, or who have the most disabling forms of illness, because
the procedure is not absolutely risk-free. It is ironic that the
newest imaging techniques, which present little risk and hold
great promise for understanding and developing treatments for
mental illness, are prohibited as the result of a court decision
seeking to ban “high-risk” non-therapeutic research, which is
already prohibited by the federal and the invalidated OMH
regulations and, to our knowledge, was not being conducted in
any event.

A realistic and comprehensive analysis of risks and bene-
fits is critical in the case of an individual who may be appro-
priate for research participation but lacks decisionmaking
capacity. Capacity is, of course, a prerequisite for effective
decisionmaking and thus is required for the right to self-deter-
mination to be meaningful. The definition of capacity, the pro-
cedural formality for its assessment and the designation of sur-
rogate decision-makers should be related to the risks and ben-
efits of research participation. In our view, the paradigm
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applicable to research participation by incapable adults and
minors is far closer to that of medical treatment than to the
view that research represents the use of individuals to benefit
others.3® The key issue is the risk/benefit ratio to the partici-
pants, considering all the relevant factors. If that ratio is favor-
able, we fail to see how the goal of learning important infor-
mation about the participants’ illness morally invalidates their
participation. Similarly, the possibility that participants,
whether capable or incapable, may confuse research treatment
with standard treatment is an important matter requiring
researchers’ best efforts to carefully discuss the issues, but it is
not determinative of all the questions presented in these indi-
viduals’ circumstances.

Unfortunately, the court misconstrued the OMH definition
of capacity to give informed consent to research participa-
tion.3 The court suggested that OMH set the threshold unnec-
essarily high as a way to ignore the individual and allow a sur-
rogate to authorize his or her inclusion in research to which he
or she would not consent.

The court’s view fails to recognize that the assent of inca-
pable persons is sought and that they must be withdrawn if any
objection is expressed at any time (except with a court order as
discussed below). It also ignores the prospect that, if the
threshold for capacity is set too low, the person can be erro-
neously determined to be capable and consent to participate
without understanding what that means. The definition must
balance these concerns. Perhaps the regulation can be faulted
for not explicitly stating that the person must be informed of
the capacity determination and each step in the process, but it
is the uniform practice of OMH researchers to do so. While
such drafting questions could be easily corrected, the court
seemed to see sinister motives in such matters.

In a similar fashion, the 7D court focused on the issue of
the person assessing the individual’s capacity and ruled that he
or she must possess uniform qualifications and be strictly inde-
pendent of the research itself, faulting the OMH regulations
(and thus the federal human subjects regulations) for failing to
do so. The OMH regulations took the approach that the IRB
was in the best position to determine who should conduct the
capacity evaluation for a specific protocol, and this approach
was appropriate. In protocols involving more than minimal
risk, OMH IRBs had required a capacity assessment by a
licensed clinical psychologist/psychiatrist not affiliated with
the research (usually a member of the treatment team) as well
as a separate assessment by a member of the research team.
The reasons for an independent assessment of capacity were to
avoid an appearance of conflict of interest and, when possible,
to involve a member of the treatment team who is familiar with
the patient. The second assessment, by a person familiar with
the research, served two functions. It was intended to provide
a capacity assessment for complex studies by a person with a
high level of understanding of the study and it made the
research team directly accountable for decisions relating to
patient participation in research.

Reading the 7D decision, it appears that the court’s con-
cerns in this regard blended into images of collusion for which
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there is no evidence in this case. No evidence was presented to
suggest that IRBs were not responsibly exercising their discre-
tion to approve the qualifications of the person(s) who assess
capacity. If there is an inherent and immutable conflict of inter-
est, such a conflict would appear to exist whenever a clinician
or lawyer provides an evaluation or recommendation which
could affect that professional’s practice.

Compare the situation of an individual needing heart
bypass surgery. The surgeon, who has an economic interest in
performing operations, generally evaluates the patient’s capac-
ity to give or withhold consent. Rarely possessing any training
in this area, the surgeon makes the determination in an infor-
mal manner. If the patient is viewed as incapable, his or her rel-
ative usually gives consent. Guardianship or other formal legal
proceedings are extremely rare, and are viewed as unnecessary
steps which will result in delay and added costs. The contrast
between research, in which consent is formally addressed, and
heart bypass surgery, in which it is not, is made more vivid by
the fact that this very common surgery results in serious cog-
nitive harm in 6 percent of the cases, and studies have revealed
wide variations in surgeons’ assessments of the necessity and
the benefits of the procedure.40

Overruling Patient Objections

A few other matters found to be problems by the court
warrant comment. As noted above, if a potential participant is
determined to be incapable, informed consent is sought from a
surrogate and assent is sought from the person. If the person
objects to participation at any time, their wishes are determi-
native, regardless of capacity and regardless of the consent of
a surrogate. The OMH regulations provide for overruling a
patient’s objection only in a narrow circumstance which, we
believe, has not yet arisen.

The unfortunate reality is that there are patients whose
conditions present consistent risks of serious harm to self or
others. Despite significant progress in psychiatric treatment,
there remain some severely impaired individuals for whom
nothing works and who may, therefore, remain on locked
wards for their entire lives. Hopefully, medications will be
developed which can help such patients, and their use during
FDA Phase III trials may be indicated.

The OMH regulations provide that if such a situation aris-
es and an incapable patient expresses an objection, the matter
could be presented to a court, as now occurs for objections to
standard treatment. Only if the court determined by clear and
convincing evidence that the person was incapable and the
proposed medication was, considering all the relevant factors,
in his or her best interests, could treatment through research
participation be authorized.

The TD court was dismayed that the OMH regulation on
this point did not specifically require that written notice be
given to the person stating that a court order was being sought.
However, the regulation was silent on this point because such
notice must be given at the initiation of court action, in accor-
dance with the court’s own rules of procedure.4!
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Waiver of Parental Consent

The court also took strong exception to the OMH regula-
tion regarding waiver of parental consent as to minors’ partic-
ipation in research. It characterized the mechanism as permit-
ting the unjustified and unilateral denial of the rights of natur-
al parents. This waiver principle has long been established in
the federal regulations,*? and it allows an IRB to permit a
minor to participate without parental consent only if such con-
sent is not reasonably required to protect the child’s interests
(most often in abuse situations) and an alternate way of pro-
tecting the minor’s interests is established. The invalidated
regulation had added the requirement that the OMH commis-
sioner approve such waivers and the alternate protective mech-
anisms.

Such parental waivers have been employed, in narrow cir-
cumstances, by OMH. Research was initiated to evaluate risk
factors and the efficacy of different models of HIV education
for gay and lesbian teenagers. Other than the potential risks
associated with informing the parents or guardians, the
research posed no more than minimal risk to participants. It
was known that not all the teens would have discussed their
sexual orientation with their parents. As part of the protective
mechanism, counselors already working with the adolescents,
and independent of the research, agreed to act as their advo-
cates. The IRB determined that, if the advocate and the teen
decided that involving the parent would put him or her at risk,
parental consent could be waived. The advocates agreed, in
writing, to assist the teens in asking questions about the
research, withdrawing from the protocol if they became
uncomfortable, etc. This careful approach to sensitive issues,
in the context of research with life-saving potential, is hardly
an assault on parental rights.

HHS Versus FDA Regulations

In the court’s discussion of the federal regulations, it is
unclear whether the court ignored those adopted by the FDA
and other federal agencies or determined them to be substan-
tially inferior to those of the DHHS in protecting the interests
of research participants. In fact, both are governed by the
“Common Rule,”#3 and the FDA, like DHHS, reviews proto-
cols to “ensure the study poses no unacceptable risks to sub-
jects, is ethically sound, and is likely to achieve the study
objectives.”# The court’s decision showed no awareness of the
oversight provided by the FDA to studies of investigational
drugs and devices or of the reporting requirements imposed by
the FDA for these studies, which are stricter than those
required under the DHHS human subjects regulations.
Similarly, there was no consideration of the system of over-
sight of IRBs by the FDA which, unlike DHHS, involves rou-
tine site visits to review IRB operations and procedures.

Although it never discussed the FDA regulations, the 7D
decision ends with a comment on research funded by pharma-
ceutical companies—which is under the FDA’s jurisdiction.
Never mentioned before in the litigation, the court noted the
companies’ motivations, suggesting that the “race to market”
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new medications necessitated the rules imposed by the court.
Whatever else may be accurate, it is clear that the actual
research these companies fund is appropriately regulated and
that such research is indispensable. Without such support, the
development of major psychiatric and medical treatments
including clozapine—the first new antipsychotic effective in
significant percentages of patients refractory to traditional
treatment—would not have been possible. Once again, the
court did not consider the reality of research.

Conclusion

The TD court applied broad legal principles to new issues
amidst sensational but unsubstantiated claims. Neither those
claims, the reality of the scientific enterprise nor the existing
regulation of the research process were carefully examined.
The ruling imposes rules and processes with unclear benefit to
potential research participants. The resulting delays and prohi-
bitions will impede access to the newest and hopefully most
effective and safest treatments for desperately ill individuals.
In its effort to prohibit abuses that were already prohibited by
regulations, the court has impeded necessary and ethical
research.

The decision is likely to divert research funding from New
York, often to states that have never addressed surrogate
research consent. The infrastructure which has made New
York a world leader in research, a system produced by signifi-
cant dedication of funding and talent, is likely to atrophy.
Better justification, we believe, would seem necessary for new
rules that would cause a decrease in research efforts. This is
particularly true when the managed care restructuring of health
care may also have a negative impact on research. 43

The TD decision’s implications for research may not be
limited to New York. The court rejects, without analysis, a cen-
tral principle of the federal research regulations. Prior to this
court ruling, it was clear that an IRB considering a research
proposal was expected to determine whether the overall risks
to the individual from research participation were reasonable
in relation to the overall benefits. That a court can summarily
find such a principle to be unconstitutional, suggests that the
prevailing approach to a complex bioethical question can be
invalidated by rulings of courts with little grasp of the issues.
Such a prospect is troubling, particularly as technically and
ethically complex areas of research are emerging, such as
genetics and cloning.

In addition, the 7D decision’s focus on psychiatric
research perpetuates the stigma that surrounds people with
mental illness and mental health professionals, in contrast to
the rest of medicine. Such regression, cast as progress, is all
the more ironic when other recent developments are consid-
ered. Long overdue federal laws will go into effect in 1998
which seek to end the disparate treatment between mental ill-
ness and other illnesses in health insurance coverage and cost.
Similarly, the federal government has recently published rules
concerning employment discrimination which make clear that
the Americans with Disabilities Act protections cover individ-
uals with both physical and mental infirmities. Mental illness
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is not, in the context of social policy, different from other ill-
nesses and disabilities.

In terms of treatment, the pace of improvements in med-
ications for the treatment of mental illness are approaching the
progress previously achieved in treating other diseases. As a
result, patients are receiving better treatment with more outpa-
tient care and less involuntary commitment. The implications
of the 7D decision stands in stark contrast to these various
developments.

Among the most mystifying aspects of the ruling itself
are the court’s simultaneous statements that it was setting fun-
damental minimums for research involving vulnerable people,
and that those minimums only apply to some (non-federally
funded) research. The plaintiffs have appealed on this point to
the state’s highest court, the Court of Appeals, which will
decide whether to extend the rules announced by the interme-
diate appellate court to federally funded research. Since the
case was litigated without a careful examination of the reality
of research, it will be difficult to alert the court to the factual
errors, analytical deficiencies and practical problems related to
expanding the ruling.

Fortunately for the rest of the nation, litigation is not the
only forum for considering such matters. In Maryland, a
diverse task force of advocates and researchers has been con-
sidering the issues of surrogate consent for the participation of
incapable adults in medical research. The group, created by the
state’s attorney general, has struggled with many of the same
questions which have been litigated in New York for six years.
It appears that, with thorough consideration, it is possible to
reach consensus if not unanimity as to the appropriate princi-
ples and mechanisms to guide such research.

After two years of work, the Maryland group issued a
report which includes proposed legislation addressing the
issues across medical research.46 Among its broad scope are
provisions which authorize an IRB to determine that a proto-
col with both therapeutic and non-therapeutic elements is over-
all therapeutic, that is, consider each protocol as a whole, in
accordance with the federal regulations. It also permits
informed consent for an incapable person’s participation from
his or her relative or close friend based on the best interests of
the person.

Although still a bill which has not yet been considered by
the Maryland legislature, the recommendations are certain to
receive serious attention given the group’s diverse and highly
respected membership. Since the National Institutes of Health
are located in Maryland, the approach adopted there is likely to
have national implications for research.

Like all endeavors, medical research is not problem-free.
The TD decision, however, maligns and singles out psychiatric
research without justification. The published media and pro-
fessional reactions to the ruling reflect this distorted and
incomplete portrayal of regulated psychiatric research in New
York state. Such skewing of the perceptions of potential par-
ticipants, policy makers and the public is most unfortunate,
particularly when it results from a decision rendered by a court
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which, we believe, did not have before it the facts needed to
truly understand the reality of research.
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Update—Litigation Concerning Research
January, 1998

New York’s highest Court issued a brief, narrow decision
in the research case (7D v. OMH) which nullifies the lower
court’s lengthy constitutional rulings on surrogate consent. The
high Court ruled that, having invalidated the OMH regulation
on grounds that the Department of Health (DOH) had sole
authority regarding research, the lower court’s further rulings
on constitutional issues were “inappropriate” and “unneces-
sary under the circumstances.”

By deciding the case on this technical basis, the high
Court summarily set aside the constitutional rulings which we
had argued were thoroughly flawed. Those arguments are sum-
marized in this article.

The substantive issues concerning the research participa-
tion of incapable individuals are now being reviewed by an
advisory committee established by DOH and will be formally
addressed by that agency’s commissioner. Proposals on these
matters are also being drafted by the President’s National
Bioethics Advisory Commission and by the National Institutes
of Health. OMH has been involved with both efforts and we
anticipate that new guidelines will be issued shortly. However,
further litigation in New York on the issues discussed in the
article appears likely.

Please contact me if you would like more information on
these matters.

Stephan Haimowitz
518-474-1331
colesjh@gw.ombh.state.ny.us
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The Legal Impact of Physical Impact

by Claudia O. Torrey*

Introduction

The following information is an abbreviated monograph
about Metro-North Commuter Railroad Company v. Buckley.!
The Buckley case concerns itself with the health contaminant
asbestos. The format for the abbreviated monograph will entail
an overview of the facts, the issues, the holding, a decision dis-
cussion and a conclusion.

Facts

Respondent Michael Buckley (“Respondent”) was
employed by Petitioner railroad company (‘“Petitioner”) in
1985 as a pipe fitter. Respondent’s duties required him to
maintain and repair pipes within the steam tunnels of Grand
Central Terminal in New York City. The pipes were covered in
a white insulation material that had to be removed prior to any
maintenance and/or repair work.

According to Respondent, the white insulation material
scattered particles everywhere.? Fans used to make the stifling
heat bearable would further spread the white insulation mate-
rial that had already fallen to the floor. In Respondent’s words,
the atmosphere was “just like taking baby powder and shaking
it.”3 The white insulation material would cover Respondent
from head to toe. The material would even enter Respondent’s
nose and mouth. Respondent and his co-workers were often
called the “snowmen of Grand Central.”*

In September of 1986, Petitioner was cited for various
asbestos-related violations following a fire in the Grand
Central Terminal. Despite being aware since the mid-1970s
that asbestos was a carcinogen, Petitioner made no attempt to
either warn Respondent and his co-workers that the white
insulation material covering them was asbestos, or to train
them in the safe handling of asbestos.

Eleven months later, Petitioner required its pipe fitters to
attend an asbestos awareness class, whereupon Respondent
learned that the white insulation material covering the pipes in
the steam tunnels was asbestos. Respondent became aware of
many important facts regarding asbestos, including how dead-
ly it can be, that his smoking habit coupled with asbestos
exposure could increase his risk of cancer, and how to remove
asbestos using the glove bag method and a half-face respirator.
Neither the glove bag method nor the half-face respirator prop-
erly protected Respondent from asbestos exposure.>

Respondent was exposed to asbestos for three years
(1985-1988). In 1989, Respondent started receiving periodic
medical check-ups for cancer and asbestosis. In 1991,
Respondent reduced his 15-year habit of smoking up to a pack
of cigarettes per day to an average of one cigarette per day. To
date, it appears that Respondent’s check-ups have revealed no
evidence of cancer or any other asbestos-related disease.¢
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Buckley’s 1994 complaint was precipitated by the 1990
case of Giammona v. Metro-North Commuter Railroad.”
Giammona involved an action by the plaintiff under the
Federal Employers’ Liability Act (FELA)S to recover damages
for emotional harm and the costs of continuous medical treat-
ment. The plaintiff alleged that the defendant failed to provide
a safe work environment when the plaintiff was exposed, with-
out warning and without protective clothing, to harmful levels
of asbestos and other hazardous materials. According to the
plaintiff, the inhalation of the asbestos fibers started a scarring
process in his lungs. Such a process rendered him more sus-
ceptible to a variety of diseases.?

Pursuant to Federal Rules of Civil Procedure 12(b)(6), the
defendant moved to dismiss the plaintiff’s suit for failure to
state a claim upon which relief can be granted. Senior District
Judge Knapp denied the motion. Judge Knapp held that the
plaintiff had alleged actual physical injury with regard to the
scarring process in his lungs. Judge Knapp expressly declined
to address the issue of whether a plaintiff, suing under the
FELA, could recover for emotional distress absent a showing
of physical harm.10

In 1994, Respondent filed suit in federal District Court
against Petitioner under the FELA.!! Respondent sought relief
for negligent infliction of emotional distress (NIED), and the
costs of future medical monitoring (MM). Respondent became
the test plaintiff for all employees of Petitioner that were
exposed to asbestos.

A jury trial began in February of 1995. Before the jury
could deliberate on the evidence, Petitioner moved for a judg-
ment as a matter of law pursuant to Federal Rules of Civil
Procedure 50(a). The District Court judge granted the motion
and dismissed the jury.!2 Respondent appealed to the Second
Circuit, which promptly reversed and remanded the case.

The Second Circuit held that Respondent’s contact with
the asbestos in the Grand Central Terminal steam tunnels had
created a “physical impact,” as previously defined by the
United States Supreme Court in Consolidated Rail
Corporation v. Gottshall.'3 Thus, the Second Circuit conclud-
ed that a reasonable person could infer that Respondent feared
for his life, thereby creating a valid claim for NIED. The
Second Circuit also held that Respondent could recover his
MM costs. The Supreme Court granted certiorari in order to
review the Second Circuit’s holdings under Gottshall.'# The
Second Circuit opinion was reversed and remanded.

In a recent telephone conversation with Respondent’s
attorney, this author was informed of a remand decision deliv-
ered by the United States Court of Appeals for the Second
Circuit on Wednesday, March 18, 1998. The remand decision
was delivered in the form of a mandate that vacated the Second
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Circuit opinion and affirmed the judgment of the District Court
in accordance with the opinion of the Supreme Court.

Issues

The issues addressed by the Supreme Court were (1)
whether or not Respondent, negligently exposed to a hazardous
substance, successfully alleged a NIED claim under the FELA,;
and (2) whether or not Respondent, negligently exposed to a
hazardous substance but not manifesting a physical injury,
could recover future MM costs under the FELA.

Holdings

The Supreme Court, with Justice Breyer writing for the
majority, held that Respondent, under Gottshall, could not
recover damages under the FELA on either the claim of NIED
or the claim of future MM costs. The opinion of the Second
Circuit was reversed and remanded for further proceedings
consistent with the Court.

Justice Ginsburg, joined by Justice Stevens, concurred
with the majority opinion concerning the denial of the NIED
claim, but dissented from the majority opinion regarding the
denial of future MM costs.

Decision Discussion
Part 1

A decision discussion concerning the FELA would be
remiss without a brief historical overview of its enactment.
The FELA was enacted by Congress in response to a high
number of railroad accidents.!> During the early 1900s, rail
transportation was the primary mode of surface travel. There
existed an oversupply of labor, unions were virtually nonexis-
tent and contemporary concepts of work-related disability
claims were unknown.!¢ Because railroad work was (and is)
dangerous, railroad employees were suffering from some of
the highest accident rates in history.!”

Discontented with the high level of risk involved in most
railroad work, many railroad employees “lobbied” Congress to
enact some type of legislation that would compensate and pro-
tect them and their families.!8 Railroad labor wanted a no-fault
compensation system, but the railroads rejected this idea and
settled for a tort-oriented statute requiring proof of fault.!9

The first FELA was enacted in 1906.20 However, it was
subsequently found unconstitutional because it attempted to
regulate intrastate railroad activities.2! The FELA was reen-
acted in 1908 so that it only regulated interstate railroad activ-
ities.22

Among other things, the 1908 FELA included a pure com-
parative negligence standard,?3 a modified contributory negli-
gence standard?4 and the ability of an employer to assert the
defense of assumption of risk. In 1910, the FELA was amend-
ed to allow concurrent state and federal jurisdiction.25 In 1939,
Congress eliminated the assumption of risk defense,26 created
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a three-year statute of limitations?’” and made it a crime for
anyone to interfere with a person attempting to provide infor-
mation on a FELA claim.28 Thus, the overall effect of the
FELA was (and is) to shift liability onto the railroad entities,
and not the railroad employees whose work the entities profit-
ed therefrom.2?

The Court has interpreted Congress’ intent for the FELA,
a humanitarian remedial statute, with a liberal standard of con-
struction.3? For over 40 years, such an interpretation has been
a guiding principle because the FELA was founded on con-
cepts of common law negligence and injury.3!

Part 11

The initial provision of the FELA states, in relevant part,
that “(e)very common carrier by railroad . . . shall be liable in
damages to any person suffering injury while he is employed
by such carrier in such commerce, or, in case of the death of
such employee, to his or her personal representative, for the
benefit of the surviving widow or husband and children of
such employee . . . for such injury or death resulting in whole
or in part from the negligence of any of the officers, agents, or
employees of such carrier.”32 It is this provision and its use of
the word “injury” that laid the groundwork for the Gottshall
Court.

The Buckley Court relied heavily on its earlier opinion in
Gottshall. Gottshall, like Buckley, involved NIED claims by
railroad employees under the FELA. Since the Gottshall case
consolidated two cases, a factual review of both cases is appro-
priate:

Gottshall v. Consolidated Rail Corporation33

In the summer of 1988, James Gottshall and his friend
Richard Johns were part of a nine-member work crew sent by
the defendant to the Watertown Secondary near Turbotville,
Pennsylvania, to replace some defective track.34 The condi-
tioning and age of the crew were not conducive to either the
strenuous work or the hot weather.35 The supervisor, Michael
Norvick, forced the crew to work hard and did not give them
any breaks.30

After two-and-a-half hours, Johns collapsed.37 It is alleged
that the defendant knew of Johns’ weight problem, high blood
pressure, cardiovascular disease and his medication needs.38
Johns regained consciousness only to collapse five minutes
later.3 Gottshall came to Johns’ aid and administered cardio-
pulmonary resuscitation (CPR), while Norvick went to get
medical assistance.40 Due to communication difficulties, med-
ical help did not arrive until almost an hour later.#! In the inter-
im, Johns died. His body was covered and laid beside the track,
where Norvick ordered his crew back to work.42 Three hours
later, after the coroner had determined the cause of death to be
a heart attack, Gottshall carried Johns’ body to the ambu-
lance.43

Gottshall and Johns had been close friends for approxi-
mately 15 years.#4 According to other colleagues, Gottshall
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was emotionally upset throughout the entire incident and con-
tinued to cry after leaving the work site.#> The next day, after
being reprimanded by the defendant for attempting to admin-
ister CPR to Johns, Gottshall was sent back to the same track
as the day before.4¢ Several days later, Gottshall became so
preoccupied with the death of Johns that he left work sick and
never returned.*’

Afraid that he would die in the same condition as Johns,
Gottshall suffered from insomnia, loss of appetite, suicidal
preoccupations and nightmares.*8 Gottshall was diagnosed as
suffering from depression and post-traumatic stress disorder.4”
After two more physicians confirmed the diagnosis, Gottshall
subsequently filed suit in federal District Court against the
defendant for emotional and physical injuries caused by the
defendant’s alleged negligence in creating the circumstances
surrounding Johns’ death.30 The District Court granted the
defendant’s motion for summary judgment, stating that
Gottshall had failed to satisfy any elements of a recognized
action for recovery.’! The Court of Appeals reversed and
remanded for trial, stating that FELA’s liberal recovery policy
should guide the court in determining whether the victim’s
emotional injury was genuine, giving credence to a NIED
claim.>2

Carlisle v. Consolidated Rail Corporations?

Alan Carlisle worked for the defendant as a supervisor of
all rail operations in the Philadelphia area.>* Carlisle’s respon-
sibilities, as well as his stress, increased because of the defen-
dant’s sharp work force reduction and the risks involved in
working with the defendant’s aging railstock and outdated
switching equipment.>S Carlisle became increasingly anxious
with the defendant’s failure to alleviate these safety concerns
because of a potential slow-down in the defendant’s sched-
ules.56

By 1988, Carlisle was a trainmaster. This required him to
work long hours in hazardous conditions.>’ The defendant’s
cutbacks meant that Carlisle continued to work double duty as
a supervisor of dispatchers.’® After a consecutive 15-day
stretch of working 12- to 15-hour days, Carlisle had a nervous
breakdown.>®

Carlisle filed suit in federal District Court under the FELA
for NIED.%® Carlisle testified that the defendant was non-
responsive to his complaints regarding the excessive hours and
stresses of his job.6! The District Court held that the defendant
was negligent in failing to provide a safe workplace, due to the
unreasonably stressful and dangerous conditions.®2 The Third
Circuit affirmed the jury verdict in favor of Carlisle.63 It
appears that the Third Circuit expanded on its holding in the
previous case by imposing liability on employers for emotion-
al injuries caused by the foreseeable, job-related stress of their
employees.04

Justice Thomas, writing for the Gottshall majority, noted
that “although common-law principles are not necessarily dis-
positive of questions arising under FELA, unless they are
expressly rejected in the text of the statute, they are entitled to
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great weight. . . . Because FELA is silent on the issue of NIED,
common-law principles must play a significant role in our
decision.”®5 Justice Thomas noted that the injury considered in
a NIED claim is mental or emotional, apart from the tort law
concepts of pain and suffering.6¢ The NIED injury is caused by
the negligence of another and not directly brought about by a
physical injury, but may manifest itself in physical symp-
toms.67

The fact that the common law right of NIED has been
around since late in the last century,%8 and is a viable claim
under the FELA,% was not the hard issue for the Gottshall
Court. The salient concern for the Gottshall Court seemed to
be in establishing a limit to or boundary of recovery for NIED
claims under the FELA. Accordingly, Justice Thomas laid out
the main three main common law tests that have developed for
a NIED claim.

The first test that the Gottshall Court looked at regarding
a NIED claim was the physical impact test.70 The test origi-
nated over a century ago, and was utilized by most of the
industrial states at the time Congress enacted the FELA in
1908.71 The physical impact test requires a NIED plaintiff to
have contemporaneously sustained a physical impact (no mat-
ter how slight), or injury due to the defendant’s conduct.”?

The second test the Gottshall Court reviewed was the zone
of danger test. This test is predicated on the realization that “a
near miss may be as frightening as a direct hit.”’3 The zone of
danger test limits recovery for emotional injury to those plain-
tiffs who sustain a physical impact as a result of a defendant’s
negligent conduct, or who are placed in immediate risk of
physical harm by that conduct.7

The third test enunciated by the Gottshall Court was the
relative bystander test. This test was first outlined in Dillon v.
Legg.’> The Dillon court rejected the zone of danger test
regarding an emotional injury for a plaintiff, and suggested
that a plaintiff’s recovery turns on whether the defendant could
have reasonably foreseen the emotional injury to the plain-
tiff.7¢ The Dillon court substantiated its suggestion with three
factors for consideration:

(1) whether plaintiff was located near the
scene of the accident as contrasted with one
who was a distance away from it. (2)
whether the shock resulted from a direct
emotional impact upon plaintiff from the
sensory and contemporaneous observance of
the accident, as contrasted with learning of
the accident from others after its occurrence.
(3) whether plaintiff and the victim were
closely related, as contrasted with an
absence of any relationship or the presence
of only a distance relationship.”’

The Gottshall Court quickly dismissed the relative
bystander test as being an inappropriate rule in the FELA con-
text.’8 Besides lacking historical support, most jurisdictions
that adhere to the relative bystander test limit recovery to per-
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sons who witness the severe injury or death of a close family
member.” Presumably, only railroad employees (and their
estates) may bring FELA claims.80 It would be a rare occur-
rence for a worker, during the course of his employment (“on-
the-job”), to witness the injury or death of a close family mem-
ber.8!

“Respondent in the Buckley case was
exposed to asbestos, but did not suffer
from an actual injury or disease. The
pivotal point seems to be that
Respondent’s exposure to asbestos did
not place him at risk of imminent
harm, as such was stated in the
Gottshall zone of danger test.”

The Gottshall Court adopted the zone of danger test sug-
gested by the railroad company because in its opinion, the zone
of danger test best reconciled the concerns of the common law
with the principles underlying FELA jurisprudence.’2 The
zone of danger test effectively narrows the class of persons
allowed to assert a NIED claim under the FELA.

Writing for the Gottshall dissent, Justice Ginsburg thought
it strange that the majority would choose the zone of danger
test for NIED FELA claims, since there is no unitary common
law governing claims for NIED.83 The NIED “common law”
exists not in the singular, but in the plural.34 While the rule the
Court has selected is consistent with one common law rule that
some states have adopted, it is inevitably inconsistent with
others.85 According to the dissent, “[t]he ‘zone’ rule . . . seems
. . . inappropriate for a federal statute designed to govern the
discrete category of on-the-job injuries sustained by railroad
workers. . . . [O]ur charge from Congress is to fashion reme-
dies constantly ‘liberal,” and appropriately ‘enlarged to meet
changing conditions and changing concepts of industry’s duty
toward its workers.’”’86

Justice Souter concurred with the Gottshall Court, but
wrote separately to express his view of the Court’s duty in
interpreting FELA.87 That duty is to develop a federal common
law of negligence under FELA, informed by reference to the
evolving common law.88 Justice Souter concluded by stating
that the Court was faithful to said duty because there can be no
question that adoption of the zone of danger test is well with-
in the discretion left to the federal courts under FELA .89

Arguably, there are those who would purport that the
Gottshall Court expressly narrowed the FELA’s historical
precedent of liberal construction.?0 However true that may be,
a sound case could be made for the proposition that the facts
presented by Respondent in Buckley, which were theoretically
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weaker than those in Gottshall, were destined to fail—a neces-
sary consequence of the proverbial “handwriting on the wall.”

Respondent in the Buckley case was exposed to asbestos,
but did not suffer from an actual injury or disease. The pivotal
point seems to be that Respondent’s exposure to asbestos did
not place him at risk of imminent harm, as such was stated in
the Gottshall zone of danger test.°! The Buckley Court points
out that Respondent’s set of facts are illustrative of the prob-
lems in separating meritorious NIED claims from trivial NIED
claims.92 Respondent presented very, very little evidence of his
emotional distress, apart from his own testimony.%3
Respondent continued to work with the asbestos material,
though he could have transferred elsewhere,4 and, despite
physician warnings, Respondent continued to smoke for sev-
eral years after he became aware that he was working with
asbestos.?> These actions bolstered Petitioner’s assertion that
Respondent was never within any zone of danger and, there-
fore, had no viable foundation for a NIED claim under the
FELA.

The Buckley concurrence® opined that Respondent’s
asbestos exposure had constituted a physical impact within the
context of the Gottshall zone of danger test.97 However,
because Respondent did not present objective evidence of
severe emotional distress, the concurrence agreed with the
Buckley Court that the NIED claim should fail under the
FELA.%

Respondent’s set of facts unfortunately played right into
some of the concerns expressed in Gottshall—that is, FELA
cases require guidance from the common law, and the common
law restricts recovery for NIED on several policy grounds: the
potential for a flood of trivial suits, the possibility of fraudu-
lent claims that are difficult for judges and juries to detect, and
the specter of unlimited and unpredictable liability.”® Great
weight was given to unlimited liability.100

The current practitioner may be in her or his right to think
that any confusion about employer liability for a NIED claim
under the FELA has been settled in the wake of the Gottshall
decision, especially given the outcome in Buckley. Clearly, it
can be argued, the Gottshall zone of danger test for a NIED
FELA claim helps potential litigants to review the validity of
their claim(s) and thereby limit potentially unnecessary litiga-
tion. The zone of danger test seeks to allow NIED FELA
recovery without requiring a per se physical injury, yet curtails
unlimited and unpredictable liability. Therefore, “‘[bJecause
the etiology of emotional disturbance is usually not as readily
apparent as that of a broken bone following an automobile
accident, courts have been concerned . . . that recognition of a
cause of action for (emotional) injury when not related to any
physical trauma may inundate judicial resources with a flood
of relatively trivial claims, many of which may be imagined or
falsified, and that liability may be imposed for highly remote
consequences of a negligent act.””101
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Part 111

The next issue the Buckley Court reviewed was
Respondent’s claim for future MM costs.102 At the outset, the
Buckley Court pointed out that their denial of Respondent’s
NIED claim necessitated denial of the future MM costs
claim.193 Thus, Respondent did not have a viable claim for
future MM costs because the alleged costs were not connected
to an emotional injury.

In a rather convoluted, less than articulate fashion, the
Buckley Court assumed that Respondent wanted a lump sum
payment of his future MM costs.!04 This assumption was
gleaned from the fact that Respondent stated he wanted an
amount of money sufficient to compensate him for future MM
expenses.!%5 The Court recognized such a request as existing in
common law as a separate, tort law cause of action permitting
the recovery of medical cost damages in the form of a lump
sum.!06 However, the Court did not find sufficient support in
the common law for the unqualified rule of lump sum dam-
ages.107 According to the Court, the FELA does not contain a
tort liability rule of that unqualified kind.!03

The Buckley dissent is not sure that the majority opinion
actually reverses the Second Circuit’s decision regarding
Respondent’s claim for future MM costs.!9 The dissent is
annoyed that “the Court ruminates on the appropriate remedy
without answering the anterior question” of whether
Respondent has a claim for relief.110 “We do not know from
the Court’s opinion what more a plaintiff must show to quali-
fy for relief.”111

Moreover, the dissent states that if the Court deems what
ordinary tort law permits for future MM recovery as inappro-
priate under the FELA, then, for the sake of guidance to the
lower courts, the Court should outline elements for a com-
pensable MM claim.!2 The Court’s enigmatic decision allows
Respondent to replead a claim for relief of future MM costs,
but such request must be in a form other than a lump sum.!13
“[TThe Court resists the straightforward statement that would
enlighten courts in this and similar cases: A claim for MM is
cognizable under the FELA; it is a claim entirely in step with
‘evolving common law.””114

To say that the current practitioner is left confused by the
Buckley Court’s decision regarding future MM costs under the
FELA is to state the obvious. The Buckley dissent tackles the
issue much more succinctly. The dissent may prove to be the
foundation for clearer guidance in this area.

Conclusion

There are probably a number of practitioners who will
view the Gottshall case as finally closing a door left half
open.!15 For support, they could easily point to the Buckley
case! It is unfortunate that Respondent in Buckley was not
more proactive in concern for his health, regarding his work-
place exposure to asbestos.
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Respondent might have bolstered his NIED claim by sub-
mitting evidence of Petitioner’s failure to follow standards
promulgated by the federal Occupational Safety and Health
Act (OSHA).!16 Although violations of OSHA standards are
not necessarily negligence per se in a FELA case (no binding
effect on railroads as a safety statute), OSHA standards may be
admitted into evidence as a showing of some type of applica-
ble standard of care.!”

“The Court’s enigmatic decision
allows Respondent to replead a claim
for relief of future MM [medical
monitoring] costs, but such request
must be in a form other than a lump
sum.

In particular, Respondent could have utilized OSHA stan-
dards in asserting his claim for future MM costs. It should be
noted that OSHA does not apply to state public employers like
Petitioner.118 But, New York State has adopted OSHA stan-
dards for its public employers.11® Needless to say, if Petitioner
had complied with New York State law, Respondent may have
been spared the costs he now seeks to recover.!20

Unlimited and unpredictable liability was of great concern
to the Gottshall Court. This concern was one of the primary
reasons the zone of danger test was chosen as the applicable
standard for NIED FELA claims.

The Judicial Conference Report made several recommen-
dations based on their findings that asbestos-related litigation
had created many problems for the court system (volume
delay); caused many pre-trial delays; and exhausted defendant
assets, potentially creating the untenable situation of future
claimants not being compensated at all.!2l According to the
Leigh Report, workplace injuries and illnesses cost an estimat-
ed $171 billion each year and result in approximately 6,500
deaths from injury, and in over 60,000 deaths from disease.!22
The Leigh Report also notes that between 66,000 and 111,000
new cases of cancer are caused by occupational factors each
year.123 It will be interesting to watch the development(s) of
Gottshall and its progeny.
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IRS Warns Tax-Exempt Hospitals on Alliances

by Francis J. Serbaroli

The competitive pressures on non-profit hospitals brought
about by drastic changes in the economics of health care have
forced these institutions to think and act more like businesses.
Among the many innovations that would have been almost
unthinkable in years past are the many types of joint ventures
that non-profits have entered into with for-profit entities.
These have been a source of much-needed capital for the non-
profits, as well as a way of sharing the risks and benefits of
providing new facilities and extending the range of medical
services. Preserving the tax-exempt status of the non-profit
hospital while structuring a workable joint venture has always
been a major concern in these transactions. Just as the joint
venture momentum has been picking up, the Internal Revenue
Service has issued a long-awaited Revenue Ruling! that may
derail some contemplated deals, force a radical restructuring of
others and send many more back to the drawing board.

“Among the many innovations that
would have been almost unthinkable
in years past are the many types of
joint ventures that non-profits have
entered into with for-profit entities.”

Background

In recent years, larger for-profit healthcare providers like
Columbia/HCA and Tenet have approached or been
approached by non-profit hospitals both large and small to dis-
cuss possible relationships ranging from management con-
tracts to outright sale. In some situations, a hospital board may
want to sell or transfer its hospital to a new joint venture com-
pany formed by the not-for-profit and a for-profit, thereby
enabling the hospital to obtain an infusion of capital while also
allowing the hospital’s board to retain a degree of control over
how the hospital is operated going forward. It is this degree of
control that is at the heart of the IRS’ new ruling. Apparently
prompted by VHA and other alliances of non-profit hospitals
concerned over the intrusion of investor-owned companies in
acquiring hospitals,? the new Revenue Ruling requires that in
order for a non-profit hospital corporation to retain its tax-
exempt status under Section 501(c)(3) of the Internal Revenue
Code (“I.R.C.”) after entering into the joint venture, the non-
profit participant must retain more than 50 percent control over
the joint venture, and must “give charitable purpose priority
over maximizing profits.”
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Examples

The Revenue Ruling cites two hypothetical cases that
result in opposite conclusions. In the first, A is a non-profit tax-
exempt hospital, and B is a for-profit corporation that owns
and operates a number of hospitals. B wants to invest in A,
which needs additional funding, so they form C, a new limited
liability company, to which A contributes all of its operating
assets including its hospital, while B also contributes assets. In
return, A and B receive ownership interests in C proportional
to their respective contributions. C’s governing board consists
of three individuals chosen by A and two by B. A’s appointees
are community leaders not on the hospital’s staff and not oth-
erwise engaged in business transactions with the hospital. C’s
governing documents may only be amended with the approval
of both owners, and a majority of at least three board members
must approve major decisions relating to C’s operations,
including:

* C’s annual capital and operating budget

« distribution of C’s earnings

« selection of key executives

* acquisition or disposition of health care facilities

* contracts in excess of a certain dollar amount

« changes to the types of services offered by the hospital
» renewal or termination of management contracts

C’s governing documents also require:

« that the hospital be operated “in a manner that furthers
charitable purposes by promoting health for a broad
cross section of its community”’;

* that the members of C’s governing body have a duty to
operate C in a manner that furthers charitable purposes
by promoting health in a broad cross section of the com-
munity, and that this duty overrides any duty to operate
C for the financial benefit of its owners; and

« that all returns of capital and distributions of earnings
made to C’s owners be proportional to their ownership
interests.

The terms of C’s governing documents must be legal,
binding and enforceable under applicable state laws. C will be
treated as a partnership for federal income tax purposes, and A
intends to use any distributions it receives from C to fund
grants to support activities that promote the health of A’s com-
munity and to help the indigent obtain health care. Lastly, none
of the officers, directors, or key employees of A who were
involved in making the decision to form C were promised
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employment or any other inducement by C or B and their relat-
ed entities.

The Revenue Ruling analyzes the language of L.R.C.
§ 501(c)(3) and a number of cases interpreting the statute, and
concludes that A can retain its 501(c)(3) status under the facts
as stated. The IRS cites several reasons for its conclusion:

* A’s activities will consist of the health care services it
now provides through C as well as making grants using
income derived from C to support education and
research and to help provide healthcare to the indigent;

* A’s interest in and income from C will be proportional
to the value of the assets it invested in C;

» C’s charitable purposes will have priority over maxi-
mizing profits for its owners; and

* A’s voting control of C’s board and on major decisions
will ensure that the assets it owns and the activities it
conducts through C are used primarily to further exempt
purposes.

Management

The Revenue Ruling further hypothesizes that C enters
into a management contract with a company that is unrelated
to A or B to provide day-to-day management of the hospital.
The management agreement is for a five-year period, renew-
able for additional five-year periods by mutual consent; the
management company is paid a fee based upon C’s gross rev-
enues; the contract terms and conditions, including the fee
structure and term, are reasonable and comparable to what
other firms receive for similar services at similarly situated
hospitals; and C may terminate the agreement for cause. Since
the terms and conditions of the management contract are rea-
sonable, including the terms for renewal and termination, it
will not affect A’s 501(c)(3) tax-exempt status.

The second hypothetical offered in the Revenue Ruling
posits D as a 501(¢)(3) tax-exempt non-profit corporation that
owns and operates an acute care hospital. E is a for-profit cor-
poration that owns and operates a number of hospitals and pro-
vides management services to hospitals that it doesn’t own. D
and E form a limited liability company, F, to which D con-
tributes all its operating assets including its hospital, and to
which E also contributes assets. In return, D and E receive
ownership interests proportional and equal in value to their
respective contributions. F’s governing board consists of three
individuals chosen by D and three by E. D will appoint three
community leaders experienced in hospital matters but not on
the hospital staff and not otherwise engaged in business trans-
actions with the hospital. F’s governing documents may only
be amended with the approval of both owners, and a majority
of board members must approve certain major decisions
including:

» F’s annual capital and operating budgets

« distributions of F’s earnings over a required minimum

Vol. 3, No. 2 (Spring 1998) NYSBA

21

* usually large contracts
* selection of key executives

F’s corporate purpose is to construct, develop, own, manage
and operate the health care facilities it owns, and to engage in
other health care-related activities. F is treated as a partnership
for federal income tax purposes, and all capital returns and
earnings distributions are made to F’s owners proportional to
their ownership interest.

F then enters into a management contract with a wholly
owned subsidiary of E to manage F. The contract is for five
years, renewable for five-year periods at the discretion of E’s
subsidiary. F may terminate the agreement only for cause. E’s
subsidiary will be paid a management fee based on F’s gross
revenues. The remaining terms of the contract including the
fee structure are reasonable and comparable to what other
firms receive for similar services at similarly situated hospi-
tals. D also agrees to approve the selection of two individuals
to serve as F’s chief executive officer and chief financial offi-
cer, both of whom previously worked for E in hospital man-
agement and have business expertise, and both of whom will
work with E’s subsidiary to oversee F’s day-to-day manage-
ment. Both will be compensated at rates comparable to execu-
tives at similarly situated hospitals.

D intends to use any distributions it receives from F to
fund grants to support activities that promote the health of D’s
community and to help the indigent obtain health care.
Substantially all of D’s grants will be funded by its earnings
from F. In addition, D’s projected grant making and its partic-
ipation as an owner of F will constitute D’s only activities.

Unlike the situation involving A, the IRS concludes that D
will be in violation of 501(c)(3) requirements when it forms F
and contributes all its operating assets to F because D has
failed to establish that it will be operated exclusively for
exempt purposes. The IRS reasons that, even though D will
still be engaged in providing health care services through F
and conducting grant-making activities with income generated
through F, D (unlike A) will not be engaging primarily in activ-
ities that further an exempt purpose. The IRS cites the absence
of a binding obligation in F’s governing documents for F to
serve charitable purposes or otherwise provide its services to
the community as a whole as evidence that F will be able to
deny care to segments of the community such as the indigent.
In addition, since D and E share control of F, the IRS con-
cludes that D will not be able to initiate programs within F to
serve new health care needs within the community without the
agreement of at least one of the E-appointed governing board
members. The IRS further reasons that, as a business, F will
not necessarily give priority to the community’s health care
needs rather than to profits. Other negatives cited by the IRS in
this scenario are:

* that the primary source of information to the D-appoint-
ed board members will be the E-subsidiary management
company, and F’s officers who were formerly associat-
ed with E.
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« that the E-subsidiary management company will have
broad discretion over F’s activities and assets, and may
also unilaterally renew the management agreement.

The IRS concludes, therefore, that any benefit to a for-profit
participant in such a joint venture must be merely “incidental”
to the furtherance of an exempt purpose, and if it cannot be
established that the joint venture will be operated exclusively
for exempt purposes, the 501(c)(3) status of the non-profit par-
ticipant will be placed in jeopardy.

The Revenue Ruling comes as no surprise given the IRS’
frequently-expressed concern over whether tax-exempt health
care providers are or are not fulfilling their tax-exempt pur-
poses. The clear purpose behind this “warning shot” is to
remind tax-exempt providers that their status is a privilege
conferred largely on the basis of the benefit they provide to
their communities, and that it must not be used as a vehicle for
sheltering profit-making activities, no matter how well-intend-
ed. Also telling is the fact that the Revenue Ruling was issued
on March 4, took effect March 23, and even though it has the
weight of regulation, the IRS did not afford any comment peri-
od. Furthermore, it appears that the ruling will apply retroac-
tively, so that existing joint ventures that do not meet the strict
criteria set forth in the Revenue Ruling will have to be restruc-
tured if the tax-exempt status of one or more of the joint ven-
ture participants is to be protected.

This important ruling will undoubtedly have at least a
temporary chilling effect upon new joint ventures. Existing or
contemplated joint ventures between tax-exempt health care

providers and for-profit entities will have to hew closely to the
IRS’ standards, which may cause many to be abandoned, par-
ticularly since for-profit participants generally want at least a
50 percent ownership interest and control. It is also important
to note that this ruling applies to joint ventures between tax-
exempt hospitals and physicians. In many of those ventures,
the physicians seek at least 50 percent control, and unless
properly structured, such ventures may affect a hospital’s
501(c)(3) status.

While the IRS” Revenue Ruling clarifies some aspects,
there are many variations among these joint ventures and the
IRS will probably find itself receiving more requests for rev-
enue rulings in situations that don’t fit the facts of the two
hypotheticals presented. Given the potential menace that lies in
the subtleties of these transactions, tax-exempt hospitals con-
templating or already involved in joint ventures with for-prof-
its should take appropriate steps to assure that they do not run
afoul of the guidelines set forth in this Revenue Ruling and
previous rulings addressing other proposed ventures.

Endnotes

1. IRS Revenue Ruling 98-15, published March 23, 1998.

2. “IRS Rule Might Slow Joint Ventures,” Modern Healthcare, March 9,
1998. See, also letter dated December 10, 1996 from VHA to Marcus
Owens, Director, IRS Exempt Organizations Division, published in
Highlights & Documents, February 5, 1997.
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’NET WORTH

by Margaret Moreland Murray*

The words “current awareness” make me uneasy. I am
always sure that there is something going on I should know
more about. I hear snippets of information—at meetings, on
the radio or TV—and I would like to find out more, but. . . .
Now there is a solution that won’t require lots of research time
or expense. There are many good Internet sites that not only
include current legal materials in full text, but also organize
them so they are easily accessible.

COURT DECISIONS

N.Y. Court of Appeals http://www.law.cornell.edu/ny/
ctap/overview.html Just recently, while driving in my car, I
heard on the radio that the New York Court of Appeals had
decided a case involving frozen human embryos. If the name
of the case was mentioned, I didn’t hear it. I’m not involved in
anything that would justify the expense of using Westlaw or
Lexis, but I would like to know more about this case. The
Cornell Law School Legal Information Institute’s Internet site
is the answer. It has Court of Appeals opinions from January
1992 to the present, organized in easily accessible ways, and in
full-text format. Tables list the opinions by decision date and
then by name and topic; key word searching is also supported.
On May 8 it only took me minutes to find the opinion in Kass
v. Kass, which had been handed down on May 7! Pending
cases of the current term are also listed with brief descriptions,
together with the names and telephone numbers of counsel. In
addition, this site includes information on the background,
jurisdiction and judges of the Court of Appeals. There is also a
hyperlink to “Rules of the New York Court of Appeals,” in
full-text format, put up by the New York Law Journal. For
those who would like to be apprised on an on-going basis of
significant Court of Appeals decisions, there is even a form to
fill out for a free subscription to liibulletin-ny, which will be
transmitted via e-mail.

U.S. Second Circuit http://www.law.pace.edu/
lawlib/legal/us-legal/judiciary/second-circuit.html Pace
University School of Law began publishing Second Circuit
decisions on the Internet, in full-text format, in September
1995. The decisions are organized by month and then listed
alphabetically. The entire database of decisions may also be
searched by title, citation, docket number, decision date, plain-
tiff name, defendant name or judge, or with Boolean operators
against the full text (the traditional method of searching
Westlaw and Lexis). Also, Boolean and proximity searching
may be performed to locate summary orders. A nice feature of
this page is a notice of when the Web site was last updated (on
May 7 it was current up through May 6). The site also includes
hyperlinks to other circuit opinions and the opinions of the

Vol. 3, No. 2 (Spring 1998) NYSBA

23

U.S. Supreme Court, as well as a link to the Internet site of
Touro Law Center, another source for Second Circuit opinions.

U.S. Supreme Court http://www.supct.law.cornell.edu/
supct/ Once again, the Cornell Law School Legal Information
Institute has assembled legal information in an outstanding
manner. The full text of decisions from May 1990 to the pre-
sent are included, as well as the current court calendar, sched-
ule of oral arguments and background on current cases.
Decisions from the current term are arranged by decision date.
Topical tables have been created for this past term’s major
decisions and for all decisions from 1990 to the present. There
are also tables of first and second party names for each year
from 1990 through 1997. A collection of “historic” (before
1990!) decisions has also been assembled. Five hundred and
eighty decisions are included, searchable by party name, topic
or opinion author. Additionally, hyperlinks are provided to
similar historic collections. Other Supreme Court information
included here: galleries of current and former justices, the full
text of Supreme Court rules, descriptions of the organization,
authority and jurisdiction of the Court and a glossary of legal
terms.

LEGISLATION

N.Y. Assembly Legislative Information System http://
www.assembly.state.ny.us/ALIS/ At a recent Pace Law collo-
quium, “Children at Risk: Legal and Policy Barriers to Access
to Health Care and a Healthy Environment for the Nation’s
Children,” a speaker mentioned new New York requirements
relating to the availability of chiropractic referrals. Since, once
again, I had never read or heard anything about this require-
ment, | started my research on the Internet. Our state assembly
and senate both have Web sites, but the better one is the assem-
bly’s. Under bill information, one can search 1997/1998
assembly and senate bills by number or keyword. However,
keep in mind that keyword searches are performed against bill
summaries, not against the full text of the bills. The informa-
tion retrieved includes the bill summary, sponsor(s), actions on
the bill, votes, the memo (which includes the purpose and a
summary of provisions) if available, and the full text. I was
able to locate the 1997 senate bill S.05594, which was intend-
ed to amend the Insurance Law and the Public Health Law in
order to provide “access to and equivalent coverage for the
diagnosis and treatment of conditions, complaints, ailments,
disorders and injuries by a licensed doctor of chiropractic.” It
was signed into law in August 1997 as Chapter 426. Under
“New York State Laws” the researcher can find the full text of
the N.Y. Constitution, the consolidated and unconsolidated
laws (on May 7 it was current through March 23) and the 1998
Chapter Laws. The assembly’s current public hearing schedule
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and committee agenda are also included. There are also a num-
ber of legislative reports and Ways & Means reports that can
be viewed and downloaded in full text.

THOMAS Legislative Information on the Internet
http://thomas.loc.gov/ To my mind, there is no better U.S.
legislative source on the Internet than this Web site authored
by the Library of Congress. Its organization is clear, its content
complete and it is as current as possible. To start, the
researcher can do a “quick search” with bill number or
word/phrase against the full text of bills introduced in the 105t
Congress. Bill summary and status, as well as enacted Public
Laws by number, are available back to 1973. The full text of
bills back to 1989, House roll call votes back to 1990 and
Senate roll call votes back to 1989 have also been included.
Major legislation from the 105t and 106t Congresses is also
organized by topic, popular/short title, bill number/type and
enactment date. On this Web site you can also find the
Congressional Record, its predecessors and index, committee
information including home pages, reports from the 105t and
104th Congresses, and schedules, oversight plans and selected
hearing transcripts from House committees. Selected historical
documents and two monographs on the legislative process are
also included in full-text format. Finally, there are hyperlinks
to legislative, executive, judicial, state and local Web sites.

PERIODICALS

New York Law Journal http://www.nylj.com/site.html
Unless you become a paid subscriber to the on-line version,
this site is not a substitute for the print version. However, you
can access current top stories, the full text of selected court
decisions, summaries of the most important New York and fed-
eral opinions and other selected data from the newspaper. I
think the best feature is its “Court Rules Update,” which in
May included the full text of the comprehensive amendments
to the attorney admission rules, new Bankruptcy Court elec-
tronic case filing rules, amendments to the medical records
rules issued by the Chief Administrative Judge, an amendment
to Rule 50.3 of the Eastern District’s Guidelines for the
Division of Business, the complete rules of the Court of
Appeals and many, many other current changes.

Law Journal Extra! http://www/ljx,com/ This Web site
is published by American Lawyer Media, Inc. and has a more
national focus on current legal news.
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