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Message from the Chair

I'would like to take this
opportunity to review some
of the activities recently un-
dertaken by the Committees
of the Section and activi-
ties planned for the coming
months. The work of the
Committees is a reflection of
the commitment of Section
members to address both the
needs of the practicing health
law bar and emerging issues
in the provision of health care.
The Section’s work includes: Developing ethical stan-
dards for electronic health records; the use of technology
for the “remote” delivery of health care; defining the role
of in-house hospital counsel; issues surrounding medical
research and biotechnology; professional discipline; and
items related to Section membership and diversity. Some
recent examples:

The Committee on Medical Research and Biotechnol-
ogy recently updated committee members on legal is-
sues such as the impact of EU General Data Protection
Regulation (GDPR) on medical research in the U.S,;
drafted and submitted comments on proposed rule
changes to allow research findings to be communicated
to physicians; studied existing policies used by academic
research centers for consenting individuals who lack
consent capacity, and studied and formulated tentative
research approaches related to the adoption of a formal
position statement about use of medical marijuana.

In the year ahead, it plans to work with Health Law
Journal Editor Brendan Parent to produce a special edi-
tion of the Health Law Journal, to continue assessing ex-
isting laws/regulations in light of new biotechnologies
and recommend useful changes, to sponsor or contribute
to CLE events or other educational opportunities, to
work on the above mentioned “best practices” policies
and assist the Department of Health, where asked by
the Department, on issues around the implementation
of the Common Rule and the impact on enforcement
of PHL Art 24-A, as well as return of research results to
clinicians.

The Health Professionals Committee is planning to con-
duct a CLE in the fall entitled “Challenges Facing the In-
dependent Physician.” The CLE will address such issues
as structural practice options, financial and payment
challenges, and the types of litigation matters physicians
are experiencing. In a time of increasing “corporatiza-
tion” of the practice of medicine into large practices, this
proposed CLE will be directed toward providing a ser-
vice to attorneys representing independent physicians.

The Ethical Issues in the Provision of Health Care Com-
mittee has been involved in efforts to reform Surrogate’s
Court Procedure Act Article 17-A Guardianship and
1750b, Surrogate Medical Care Decision Making. This is a
joint effort with the Law Revision Commission. The Com-
mittee held a day-long workshop involving representa-
tives from other Sections of the Bar Association to discuss
possible legislation, and representatives of the Committee
have been working with the provider and advocacy com-
munity towards reform of the guardianship statute and
the possible combining of Article 1750b of the Surrogate’s
Court Procedure Act, Medical Care Decision Making for
Individuals with Intellectual and Developmental Dis-
abilities, and the Family Healthcare Decisions Act.

The committee has also been investigating how to
handle incidental medical findings in the course of un-
related medical care or scientific research, and working
with university partners to develop related protocol. It
is also working on avenues for improving organ dona-
tion rates in New York State and developing guidance
for trust and estate lawyers to incorporate organ dona-
tion wishes into long-term planning. It will be working
on several topics related to addressing the opioid abuse
crisis in New York State and is also planning to develop
a day-long CLE on end of life issues, including advanced
planning, palliative care, clarifying surrogate decision
making laws, and medical aid in dying.

The Young Lawyers Committee has recently focused on
the advancement of young health lawyers in their careers
by continuing to host monthly telephone conference calls
which provide an open forum to discuss issues young
lawyers may face as well as current issues in health law.
It recently co-sponsored a CLE entitled “Health Care
Cyber Security in a HIPAA Compliant World” and a spe-
cial edition of the Health Law Journal entitled “Provoca-
tive Topics in Health Law,” affording an opportunity for
young lawyers to publish their work.

The Committee on Professional Discipline held a CLE
in 2017 and is planning to issue a summary of proposed
legislative changes regarding the time within which
the practitioner must respond to OPMC investigative
requests.

The Legislative Committee has primarily operated as a
resource to this Section, advising the substantive commit-
tees and the Executive Committee on legislative propos-
als which might be of concern or interest to the Section.
During the last year, for example, the Committee partici-

LAWRENCE FAULKNER is General Counsel and Director of Corporate
Compliance at Arc of Westchester. Prior to that position he served as
Deputy General Counsel at OPWDD.
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pated in the evaluation of a proposal that would amend
the standards for involuntary commitment and reviewed
legislation relating to the prescription of biosimilars,

. . . NYSBA's
which was ultimately enacted into law.
The Membership Committee has focused its efforts on C L E O n- D eman d

increasing membership among newly admitted attorneys
and young associates, establishing law school partner-

ships and prioritizing diversity. The committee intends B ri ng 1 ng CLE to you mee
to continue such efforts in the upcoming year while also Wh en an d Wh ere yo u wantit!

enhancing member resources, such as the online com-
munity and the Industry Contact List. Specific activities
will include an annual project to contact all members “at
risk” of being dropped from Section membership, iden-

tifying law students who can act as liaisons to the Execu- SE'GCt from h u nd redS Of
tive Committee, soliciting funding to expand the health . .
law fellowship, conducting membership receptions to NYS BA CLE VldeO/ AUd 10
attract new members and encourage networking among O n- D eman d C ourses

existing members, and sponsoring panels on “careers in
health law” at a variety of sites, particularly law schools

around the state. www.nysba.org/cleonline

The newly formed Payment Enforcement and Compli-
ance Committee intends to prepare for a future Health Law
Journal issue on Value-Based Purchasing and possibly
co-sponsoring the Value Based CLE.

Our online on-demand courses combine
streaming video or audio with MP3 or MP4
download options that allow you to

The CLE Committee will work with the program download the recorded program and
chairs in the planning and delivery of educational pro- complete your MCLE requirements on the
grams. The committee’s diverse membership is also well go. Includes:

positioned to identify topics of interest for future events. L )
» Closed-captioning for your convenience.
The E-Health & Information Systems Committee held

a panel discussion and networking reception in New ¢ Downloadable course materials CLE

York City on the topic of “Health Care Apps, Al and Big accessible 24 hours a day, 7 days a week.
Data: A Conversation on Legal Implications.” The event

was co-sponsored between NYSBA's E-Health Commit- o Access CLE programs 24 hours a day,

tee, NYSBA Young Lawyers Division, and ABA Young 7 days a week.

Lawyer Division Committees on Health Law and Science
& Technology. The committee is planning a CLE event
for July 2018 on the topic of “Health Care on the Block- -
chain” and may possibly co-sponsor an event with the I l ll I
Medical Research and Biotechnology Committee on the
use of apps, wearable devices, and telehealth in the con-
text of clinical research.

This is a sample of some of the activities undertaken
and planned by the committees of this Section. A com-
plete list of committees can be found toward the end of
this edition of the Journal. I would urge members of the
Section to get actively involved with committees of their
choosing. The networking, outreach, and educational op-
portunities of such participation are unlimited.
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In the New York State Courts

By Leonard M. Rosenberg

Appellate Division Upholds
State Comptroller's Subpoena
to Health Care Provider, Holding
That Comptroller Has Broad
Authority Under the Finance
Law to Issue Subpoenas in
Furtherance of Its Investigatory
Function as a Health Oversight
Agency

Matter of Plastic Surgery Group,
P.C. v. Comptroller of the State of New
York, 155 A.D.3d 1417, 65 N.Y.S.3d
595 (3d Dep’t, 2017). The Comptrol-
ler of the State of New York appealed
from a Supreme Court decision that
granted a health care provider’s
petition to quash the Comptroller’s
subpoena. The subpoena sought in-
formation relating to health insurance
claims paid to the provider by United
Healthcare (“United”) under the
Empire Plan. The Empire Plan is the
primary health insurance plan for the
New York State Health Insurance Pro-
gram. United is a private insurance
company that contracts with the State
to process and pay medical claims for
State employees who are members of
the Empire Plan.

Reversing the trial court, the Ap-
pellate Division held that the subpoe-
na was validly issued in furtherance
of the Comptroller’s constitutional
and statutory duties, and was not
barred under the Health Insurance
Portability and Accountability Act
(HIPAA).

The Comptroller commenced
an audit of health insurance claims
paid by United to the Plastic Surgery
Group, P.C. to determine if United
had overpaid the provider on a num-
ber of claims submitted between 2011
and 2015. After the provider failed
to respond to the Comptroller’s re-
quests to review a random sample
of its records related to such claims,
the Comptroller served the provider
with a subpoena duces tecum request-
ing documents pertaining to patients
who were members of the Empire

Plan. The
provider
commenced
a proceeding
to quash the
subpoena,
or in the
alterative,
for a protec-
tive order if
disclosure
were re-
quired. The
Comptroller
cross-moved to compel the provider’s
compliance. The Supreme Court held
that the Comptroller lacked authority
to issue the subpoena because it was
not accompanied by written patient
authorizations pursuant to CPLR
3122(a), and quashed the subpoena.

Relying on Martin H. Handler,
M.D., P.C. v. DiNapoli, 23 N.Y.3d 239
(2014), the Appellate Division held
that the Comptroller is constitution-
ally obligated to audit state payments
to health insurance vendors, and
was bestowed with “broad subpoena
powers in furtherance of its investiga-
tory functions” by the legislature. As
the Court of Appeals made clear in
Handler, Appellant is mandated to: (i)
ensure proper billing and payments
for the Empire Plan, (ii) prevent un-
authorized payments and overpay-
ments, and (iii) audit the records of
participating and non-participating
providers as part of its responsibility
to audit payments to medical provid-
ers. Accordingly, the court held that
the subpoena for the provider’s re-
cords was well within the Comptrol-
ler’s statutory authority and was a
valid exercise of its subpoena power.

The Appellate Division held
that the Supreme Court improperly
relied upon CPLR 3122(a) in limit-
ing the Comptroller’s audit and sub-
poena authority. That statute, which
requires, among other things, that
a patient’s written authorization ac-
company any subpoena deuces tecum
issued to a medical provider, applies
by its terms only to subpoenas is-
sued by a party to a litigation seeking
discovery under CPLR 3210 or 3121.
Given that the Comptroller’s sub-
poena was issued in accordance with
its constitutional and statutory audit
authority under Section 9 of the New
York State Finance Law, and had no
connection with discovery in any ac-
tion or proceeding, the court held that
CPLR 3122 did not apply.

The court also rejected the pro-
vider’s argument that HIPAA barred
disclosure of the requested records.
As the court explained, HIPAA
permits the disclosure of protected
health information to “health over-
sight agencies” that are conducting
oversight activities authorized by
law. Finding that the Comptroller
meets the definition of a health over-
sight agency, the court rejected the
provider’s argument that written
patient authorizations were required
by HIPAA.

Appellate Division Modifies
Nondurational Court Order
Authorizing State Psychiatric
Center to Treat an Inmate
Without His Consent

In re Radcliffe M., 155 A.D.3d 956,
65 N.Y.S.3d 227 (2d Dep't, 2017). Ap-
pellant, a state inmate sentenced to
an indeterminate sentence for convic-

CompiLED BY LEONARD ROSENBERG, Esq. Mr. Rosenberg is a shareholder in the firm of Garfunkel
Wild, P.C., a full service health care firm representing hospitals, health care systems, physician
group practices, individual practitioners, nursing homes and other health-related businesses and
organizations. Mr. Rosenberg is Chair of the firm’s litigation group, and his practice includes ad-
vising clients concerning general health care law issues and litigation, including medical staff and
peer review issues, employment law, disability discrimination, defamation, contract, administrative
and regulatory issues, professional discipline, and directors’ and officers' liability claims.
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tion of, inter alia, attempted murder
in the first degree, was admitted to a
state psychiatric center, Respondent
Central New York Psychiatric Cen-
ter (the “Center”), in 2007, where he
was diagnosed with schizophrenia
and unspecified personality disorder.
Approximately eight years and six
months later, a court issued an order
authorizing the Center to treat Appel-
lant with medication without his con-
sent for a one-year period. Pursuant
to that court order, the Center treated
Appellant with the medication haldol
deconoate.

When the court order expired
and Appellant refused to continue
to take haldol deconoate, the Center
commenced a proceeding for autho-
rization to administer a course of
medication to Appellant without his
consent. The Supreme Court held a
hearing in which the sole witness, the
Center’s expert psychiatrist, opined
that Appellant suffered from schizo-
phrenia, lacked the capacity to make
decisions regarding his psychiatric
care and treatment, and that contin-
ued treatment with haldol deconoate
was in his best interests. The Supreme
Court granted the petition, but the
order that it signed did not include an
expiration date for the authorization,
and it included additional medica-
tions as reasonable alternatives to
haldol deconoate.

The Appellate Division modi-
fied the Supreme Court’s Order to
strike the provisions concerning the
nondurational nature of the treatment
and the alternative medications. The
Appellate Division explained that the
State may be entitled to administer a
course of treatment over a patient’s
objection when it establishes by clear
and convincing evidence (1) that the
patient lacks the capacity to make a
reasoned decision with respect to the
proposed medical treatment, and (2)
that the proposed medical treatment
is narrowly tailored to give substan-
tive effect to the patient’s liberty
interest, taking into account all of the
relevant circumstances, including the
benefits to be gained from the treat-
ment, the side effects associated with
the treatment, and the existence of

any less intrusive treatments. Pursu-
ant to this standard, the Appellate
Division held that the Center had
demonstrated at the hearing that Ap-
pellant lacked the capacity to make

a reasoned decision with respect to
continuing his treatment of haldol
deconoate, and that continuing haldol
deconoate was narrowly tailored to
give substantive effect to Appellant’s
liberty interest.

However, the court held that the
Center failed to establish entitlement
to a nondurational order. The court
noted that a nondurational order is
appropriate only where the state es-
tablishes that the proposed treatment
will allow the patient to become sta-
bilized and will restore the patient’s
ability to make reasoned decisions
with respect to his or her mental ill-
ness; and the Center’s evidence did
not meet that standard.

In addition, the court held that
the Center failed to establish that the
additional alternative medications
listed in the order were appropriate
because it did not offer any testimony
or evidence at the hearing with re-
spect to the additional medications
listed in the order. The Appellate Di-
vision therefore deleted the provision
of the order that authorized the ad-
ministration of alternative treatments
without prejudice to the filing of a
new petition.

State Court of Appeals Holds
That a Mistaken Perception of
Alcoholism Is Not a Disability
Covered by the New York City
Human Rights Law

Makinen v. City of New York,
30 N.Y.3d 81, 64 N.Y.S.3d 622 (NY,
2017). Plaintiffs, officers of the New
York City Police Department, filed
a complaint alleging that the Police
Department subjected them to ad-
verse employment actions based on
an illegitimately perceived disability
of alcohol abuse. Based on false al-
legations made by ex-partner police
officers, plaintiffs were referred to the
police force’s internal Counseling Ser-
vices Unit, a certified New York State
Office of Alcoholism and Substance

Abuse Services outpatient treatment
center aimed toward assisting officers
with substance abuse and returning
them to productive service. Plaintiffs
underwent treatment to avoid sus-
pension. Plaintiffs brought suit under
the Americans With Disabilities Act,
the New York State Human Rights
Law, and the New York City Human
Rights Law.

Following a trial in the United
States District Court for the Southern
District of New York, the jury re-
turned a verdict in favor of plaintiffs
as to their claims under the New York
City Human Rights Law (NYCHRL).
The court’s jury charge instructed
that plaintiffs could recover under the
NYCHRL without establishing that
they were actually, or were perceived
to be, recovering alcoholics, and free
from abuse.

Defendants maintained that the
trial court’s instructions contradicted
Sections 8-107(1)(a)and 8-102(16)(c)
of the New York City Administra-
tive Code. Section 8-107(1)(a) applies
the protections of the NYCHRL only
to those individuals with an actual
or perceived disability, and Section
8-102(16)(c) provides that, “in the case
of alcoholism . . . the term “disability”
... only applies to a person who is
(1) recovering or has recovered and
(2) currently is free of such abuse.”
Accordingly, defendants moved for a
new trial and for judgment as a mat-
ter of law, alleging that the NYCHRL
does not protect untreated alcoholics
from disability discrimination. The
District Court denied defendants’
motion, and defendants pursued
an appeal from the District Court’s
Order to the United States Court of
Appeals for the Second Circuit. The
parties agreed that plaintiffs were not
alcoholics.

The Second Circuit certified, and
the New York Court of Appeals ac-
cepted for review, the question of
whether the Administrative Code
precludes a plaintiff from bringing a
disability discrimination claim based
solely on the perception of untreated
alcoholism. The Second Circuit re-
tained the appeal for decision follow-
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ing the Court of Appeals” determina-
tion regarding the parameters of the
Administrative Code.

Holding that it was bound to
give effect to the statute’s plain mean-
ing and intent, the court ruled that a
mistaken perception of alcoholism is
not a disability under the NYCHRL.
The court explained that there is no
ambiguity as to the plain language of
the statute, which covers only circum-
stances in which employers unfairly
typecast recovered or recovering al-
coholics who have sought treatment
and are not presently abusing alcohol,
so as to ensure that such individuals
are afforded a fair opportunity to-
ward recovery.

In so holding, the court acknowl-
edged that, following concerns that
the NYCHRL was being construed
too narrowly by the courts, the City
Council amended the law through
the Local Civil Rights Restoration Act
of 2005. In particular, the Restora-
tion Act mandates that the NYCHRL
“shall be construed liberally for the
accomplishment of the uniquely
broad and remedial purposes thereof,
regardless of whether federal or New
York State civil and human rights
laws, including those laws with
provisions comparably worded to
provisions of this title, have been so
construed.” The Restoration Act also
states that “interpretations of New
York state or federal statutes with
similar wording may be used to aid
in interpretation of the NYCHRL,
viewing similarly worded provisions
of federal and state civil rights laws
as a floor below which the NYCHRL
cannot fall, rather than a ceiling
above which the local law cannot
rise.”

The court juxtaposed the
NYCHRL with the ADA and New
York State Human Rights Law, both
of which offer protections for alcohol-
ics, whether recovered, recovering,
or presently abusing alcohol, allow-
ing all such individuals to establish
a prima facie case for discrimination.
The court held, however, that despite
the City Council’s intention that the
NYCHRL be construed as progres-

sively as possible, and with as much
breadth as the ADA and NYSHRL,

if not more, the NYCHRL neverthe-
less must be interpreted based on

its plain, unambiguous meaning.
Explaining that it could not “rewrite
the statute to achieve more fairness,”
the court identified this as a rare case
in which the City Council mandated
narrower coverage than provided
under the statute’s state and federal
counterparts.

Two judges dissented on the
basis that the majority’s reading of
the NYCHRL might encourage ill-
intentioned behavior by employers
and undermine the City Council’s
stated goals.

Third Department Upholds
Dismissal of Negligence Action
Concerning Patient’s Combative
Behavior Toward Non-Hospital
Employee on Hospital Premises

Boudreaux v. Columbia Mem'l
Hosp., 154 A.D.3d 1263, 62 N.Y.5.3d
633 (3d Dep’t, 2017). Plaintiff com-
menced a negligence action against
Columbia Memorial Hospital (the
“Hospital”) concerning a patient’s
combative behavior that injured
plaintiff. Plaintiff alleged that the
hospital failed to anticipate and take
steps to protect her from the patient’s
conduct. After discovery, the hospi-
tal successfully moved for summary
judgment. The Appellate Division
affirmed.

Plaintiff worked for an entity
that provided residential care to
developmentally disabled adults. A
resident was hospitalized and plain-
tiff was assigned to stay with him at
the hospital. During the hospital stay
the resident became combative and
injured plaintiff. The resident had a
history of assaultive conduct, but that
information had not been provided to
the hospital.

The court explained that the hos-
pital, like all property owners, has a
duty to protect persons lawfully pres-
ent on its premises from the “reason-
ably foreseeable criminal or tortious
acts of third persons.” However, the

hospital may establish its entitlement
to judgment as a matter of law “by
showing that it had no notice of any
prior similar incidents or similar ag-
gressive behavior by the patient such
that it should have anticipated the
alleged incident and protected the
plaintiff from it.”

Here, the court reasoned that
even though the plaintiff and her co-
workers may have had notice of the
resident’s combative conduct, there
was no evidence that the hospital had
a similar awareness. Thus, foresee-
ability of the dangerous behavior
depended upon the resident’s actions
while hospitalized. The court held
that the evidence showed that the
resident, while uncooperative, was
not a foreseeable danger. Accordingly,
the hospital established that it could
not have reasonably anticipated the
attack as a matter of law.

Third Department Holds That
Physician’s Three-Year Probation
and Practice Supervision for
Professional Misconduct in New
Jersey Warranted Reciprocal
Discipline In New York

Ackerman v. New York State Dep't
of Health, 155 A.D.3d 1138, 64 N.Y.5.3d
370 (3d Dep’t, 2017). Petitioner, an in-
ternist and board-certified dermatolo-
gist, commenced an Article 78 pro-
ceeding, pursuant to Public Health
Law (PHL) § 230-c, to review a deter-
mination of the Administrative Re-
view Board for Professional Medical
Conduct which placed petitioner on
three years of probation. Petitioner’s
probation arose from the New Jersey
Board of Medical Examiners’ (“New
Jersey Board”) receipt of complaints
regarding her mental health status
and professional conduct.

Petitioner entered into a Private
Letter Agreement with the New
Jersey Board that permitted her to
continue practicing medicine so long
as she complied with the terms of the
Letter Agreement. After petitioner
failed to comply with the require-
ments of the Letter Agreement, in
February 2012, the New Jersey Board
issued an order of automatic suspen-
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sion. Petitioner thereafter repeatedly
sought to be reinstated, and in No-
vember 2015, entered into a Consent
Order with the New Jersey Board
reinstating her, on the condition that
she continue receiving mental health
treatment.

In May 2015, the Bureau of Pro-
fessional Medical Conduct (BPMC)
commenced a direct referral proceed-
ing based upon petitioner having
committed acts in New Jersey which,
if committed in New York, would
constitute professional misconduct.
Following a hearing, the Hearing
Committee of the State Board for Pro-
fessional Medical Conduct sustained
the charge and imposed a three-year
stayed suspension of petitioner’s
license to practice medicine, placed
her on probation for a period of three
years and required her to provide
90 days notice should she decide to
return to the practice of medicine in
New York. On administrative appeal,
the Administrative Review Board for
Professional Medical Conduct (ARB)
confirmed the Hearing Committee’s
determination and imposition of a
three-year period of probation, but
overturned petitioner’s stayed sus-
pension, finding probation and prac-
tice supervision to be sufficient.

Petitioner, thereafter, commenced
this Article 78 proceeding seeking to
annul the ARB’s determination. Ap-
plying an arbitrary and capricious
standard of review, the court found
that the evidence reviewed by the
ARB sufficiently demonstrated that
petitioner committed professional
misconduct in New Jersey that war-
ranted reciprocal discipline in New
York (i.e., that the ARB’s determina-
tion had a rational basis and was
factually supported by the record).
In so holding, the court rejected pe-
titioner’s contention that she was
denied a fair hearing because the
ARB refused to consider evidence in
the form of a letter from her attorney
indicating that petitioner’s counsel in
the New Jersey disciplinary proceed-
ing had purportedly committed legal
malpractice, explaining that the ad-
ministrative procedure’s due process
requirements are liberal and not ex-

acting. The court also explained that
such evidence would not be admis-
sible because due process does not
permit the petitioner to re-litigate the
merits of out-of-state charges.

Finally, the court found that the
penalty imposed by the ARB was
appropriate, applying a limited
standard of review, by consider-
ing whether “the penalty [was] so
disproportionate to the offense that
it shocks one’s sense of fairness.”
The court explained that based on
petitioner’s misconduct, including
her repeated failure to abide by the
conditions that were imposed by the
New Jersey Board, the ARB’s imposi-
tion of a three-year period of proba-
tion was warranted.

Appellate Division Holds That
Collateral Estoppel Does Not
Bar Physician’s Labor Law

§ 741 Claim Where Related
Administrative Proceedings Did
Not Determine the Basis for
Termination of Her Employment

Mehulic v. New York Downtown
Hosp., 153 A.D.3d 1149, 61 N.Y.5.3d 2
(1st Dep’t, 2017). Plaintiff physician, a
former hospital employee, appealed
from the Order of the Supreme Court,
New York County, granting summary
judgment to defendant hospital and
dismissing plaintiff’s complaint.

Plaintiff alleged that during her
employment, she reported inad-
equate medical care to her supervi-
sors and the Department of Health,
and as a result was fired in violation
of Labor Law § 741, New York’s
health care whistleblower statute. The
Supreme Court ruled that plaintiff’s
whistleblower claim was barred by
collateral estoppel based on findings
of incompetence made in a proceed-
ing before the Office of Professional
Medical Conduct (OPMC).

The Appellate Division held that
the issue of whether defendant termi-
nated plaintiff’s employment because
she reported inadequate medical care
was not determined in the OPMC
proceeding. The court noted that
the issue determined in the OPMC

proceeding was whether plaintiff, a
then-unlicensed resident, should be
granted a New York medical license
and, if so, under what conditions.

The court held that while the
OPMC proceeding determined that
plaintiff had engaged in professional
incompetence on three occasions, and
that defendant had not fabricated
those allegations, there was no ruling,
express or implied, that defendant
terminated plaintiff’s employment
as a result of her incompetence. Like-
wise, the court explained that there
was no prior ruling as to whether de-
fendant had retaliated against plain-
tiff for whistleblowing.

Thus the court held that although
plaintiff was precluded from re-liti-
gating her three instances of incom-
petence, she was entitled to pursue
her Labor Law § 741 claim, having
raised triable issues of fact to rebut
defendant’s prima facie showing that
her termination was predicated upon
grounds other than her exercise of
rights under the statute.

Appellate Division Rules That
PHL § 2801-d Does Not Apply
to a Detox and Rehab Facility
Regulated by OASAS

Hairston v. Liberty Behavior Man-
agement Corporation, et al., 157 A.D.3d
404 (1st Dep’t, 2018). Appellants,
operators of a residential substance
abuse detoxification and rehabilita-
tion facility, were treating a patient
with schizophrenia and bipolar dis-
order for his long-term alcoholism,
when the patient left the facility. He
was later found dead, cause of death
unknown, in the woods about a mile
away from the facility.

Respondent, the administratrix
of the deceased patient’s estate, com-
menced a lawsuit against the facility,
alleging negligence, wrongful death,
and violation of Public Health Law
(PHL) § 2801-d. Appellants moved
for summary judgment dismissal,
arguing they owed no duty of care to
the patient, plaintiff could not show
causation, and the substance abuse
rehabilitation facility could not be lia-
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ble under PHL § 2801-d. The Supreme
Court denied Appellants” motion.

The Appellate Division modified
the Supreme Court’s order to dis-
miss Respondent’s claim under PHL
§ 2801-d. Section 2801-d provides a
private right of action to a patient of
“any residential health care facility.
..” for injuries suffered as a result of
deprivation of any right or benefit
created, for the patient’s well-being,
by any contact, statute, code, rule
or regulation. PHL § 2801(3) defines
residential health care facility as a
nursing home or a facility providing
health-related service.

Citing to Burkhart v. People, Inc.,
129 A.D.3d 1475 (4th Dep’t, 2015),
the court ruled that PHL § 2801-d ap-
plies only to nursing homes or similar
facilities subject to the Public Health
Law and regulated by the Depart-
ment of Health. Because Appellant
is a detoxification and rehabilita-
tion facility governed by the Mental
Hygiene Law and regulated by the
Office of Alcoholism and Substance
Abuse Services, it is not subject to the
private right of action available under
§ 2801-d.

Southern District Denies Motion
to Dismiss Class Action Alleging
Overcharges for Medical
Records in Violation of N.Y.
Public Health Law § 18

Ortiz v. CIOX Health LLC, 2018
WL 1033237 (S.D.N.Y. Feb. 22, 2018).
Plaintiff is an individual who, acting
through her attorney, sought copies
of her medical records from defen-
dant, the New York and Presbyterian
Hospital (the “Hospital”). Defendant
CIOX Health LLC (CIOX) is the suc-
cessor in interest to IOD, a corpora-
tion that contracted with the Hospital
to provide copies of medical records
to the Hospital’s patients and to bill
the patients for such copies. At the
time that plaintiff’s attorney request-
ed the medical records, he informed
the Hospital that under N.Y. Public
Health Law § 18(2)(e) its charges may
not exceed $0.75 per page. Neverthe-
less, plaintiff’s attorney received a bill
from CIOX requesting $1.50 per page

and paid the bill in full despite the
overcharge.

Plaintiff filed suit against CIOX
and the Hospital in New York state
court, asserting claims for (1) viola-
tion of N.Y. Public Health Law § 18,
(2) breach of the implied covenant of
good faith and fair dealing, (3) fraud,
and (4) unjust enrichment. Plaintiff
bought her claims both individually
and on behalf of a putative class of
individuals who had been similarly
overcharged for medical records by
defendants between 2011 and 2017.
Plaintiff sought both damages and
injunctive relief, alleging that defen-
dants had continued their practice of
overcharging similarly situated pa-
tients for their medical records.

CIOX removed the action to the
U.S. District Court, Southern Dis-
trict of New York, claiming federal
question jurisdiction based upon the
Class Action Fairness Act. Both de-
fendants moved to dismiss plaintiff’s
First Amended Complaint (FAC) on
numerous grounds, and CIOX also
moved to strike certain allegations in
support of plaintiff’s fraud claim that
identified the names of its managers.

The Hospital argued that plaintiff
lacked standing to assert her indi-
vidual claims because her attorney,
and not plaintiff, paid the bill for the
medical records. The court held that
plaintiff had appropriately pled an
agency relationship whereby the at-
torney paid the fee on her behalf, and
that she suffered damages as a result.
The court further held that plaintiff
established her standing, at the plead-
ing stage, to seek injunctive relief, as
it was plausible that plaintiff would
need to obtain medical records from
the Hospital in the future.

The Hospital also argued that
there was no live controversy be-
tween the parties because CIOX uni-
laterally refunded the overcharged
amount to plaintiff’s attorney’s credit
card. The court first noted that plain-
tiff’s claims were not moot because
she sought injunctive relief in addi-
tion to damages. The court further
held that allowing defendants to
moot plaintiff’s claim for damages

simply by refunding the overpay-
ment would frustrate the purpose of
a class action, as it would force indi-
vidual plaintiffs with relatively low
value claims to bring successive law-
suits, which could each be “picked
off” prior to class certification.

The court then turned to the sub-
stance of plaintiff’s claims. First, the
court held that plaintiff appropriately
stated a claim under Public Health
Law § 18. Although defendants ar-
gued that plaintiff voluntarily paid
the overcharge, the court found
plaintiff had plausibly alleged that
the payment was made under protest,
as the FAC stated that plaintiff’s at-
torney informed the Hospital that it
could not charge more than $0.75 per
page at the time he made the request
for records. The court dismissed
plaintiff’s claim for breach of the
implied covenant of good faith and
fair dealing, as she did not allege that
defendants deprived her of the ben-
efit of any contract rights. The court
also dismissed plaintift’s fraud claim,
holding that she failed to plead that
she reasonably relied on any false
statement from defendants. The court
also found that under New York law,
plaintiff’s claim for unjust enrichment
was precluded by her acknowledge-
ment that a contract existed between
the parties to pay $1.50 in exchange
for medical records.

The court then addressed CIOX's
motion to strike. The court noted that
plaintiff’s naming of CIOX’s manag-
ers was “gratuitous,” as she did not
allege that they engaged in any spe-
cific conduct underlying her fraud
claim. However, the court denied the
motion as moot, as plaintift’s fraud
claim was dismissed for failure to
state a cause of action.

Finally, the court held that N.Y.
CPLR 214(2), which provides a three-
year statute of limitations for claims
of liability “created or imposed by
statute,” applied to plaintiff’s one
surviving claim for violation of Public
Health Law § 18. The court noted that
the FAC sought class relief dating
back to 2011, in part because it as-
serted a claim for unjust enrichment,
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which carries a six-year statute of
limitations. Because Plaintiff’s claim
for unjust enrichment was dismissed,
the court held that the putative class
could only obtain relief for over-
charges after February 24, 2014, three
years before Plaintiff filed her initial
complaint.

Eastern District Dismisses
Action Challenging FEMA'S
Redistribution of Superstorm
Sandy Disaster Relief Funds
From Long Beach Medical
Center to South Nassau
Communities Hospital

Dubow v. U.S. Fed. Emergency Mgt.
Agency, 2018 WL 472816 (E.D.N.Y.
Jan. 18, 2018). Plaintiffs are residents
of Long Beach Barrier Island, which
was previously served by Long Beach
Medical Center (LBMC), a general
hospital as defined under N.Y. Public
Health Law § 2801. LBMC was shut
down on October 29, 2012 after sus-
taining damage during Superstorm
Sandy. Although the U.S. Federal
Emergency Management Agency
(FEMA) designated LBMC as the sub-
recipient of $154 million in disaster
assistance funds intended to restore
comparable medical facilities to the
area, the State of New York did not
permit LBMC to reopen. LBMC filed
a petition for bankruptcy and, on
May 22, 2014, its assets were sold to
South Nassau Communities Hospital
(SNCH). Thereafter, FEMA approved
SNCH as the substitute sub-recipient
of the disaster assistance funds
originally allocated to LBMC. Under
SNCH'’s plan, a portion of the funds
would be used to construct an emer-
gency medical facility in Long Beach,
but the majority of the funds would
be used to expand SNCH’s facilities
at its Oceanside campus.

Plaintiffs filed suit against FEMA
in the U.S. District Court, Eastern
District of New York, alleging that the
agency deprived them of due process
and equal protection of laws in viola-
tion of the Fourteenth Amendment.
The Complaint also alleged that the
reallocation of disaster assistance
funds to SNCH violated the Stafford

Act and its implementing regulations.
Plaintiffs claimed that there was a
need for a fully operational hospital
on Long Beach Barrier Island due to
the lack of sufficient access routes to
neighboring communities on main-
land Long Island. FEMA moved to
dismiss the complaint on both sub-
stantive and procedural grounds.

The court began its analysis by
observing that the Stafford Act—
which provides federal assistance to
state and local governments in al-
leviating the suffering and damage
caused by major disasters—charges
FEMA with the administration of al-
located funds. FEMA adopted regula-
tions governing an applicant’s eligi-
bility for such assistance, including a
policy offering “guidance on allow-
able uses and limitations of alternate
project funds when restoration of the
original damaged facility is not in the
best interest of the public.”

The court then addressed FEMA'’s
motion to dismiss for lack of stand-
ing. The court asserted that to estab-
lish standing, the plaintiff must dem-
onstrate (1) that it suffered an injury-
in-fact, (2) that the injury is fairly
traceable to the defendant’s alleged
actions, and (3) that a favorable deci-
sion would likely redress the alleged
injury. First, the court first held that
plaintiffs did not suffer any injury-in-
fact, as they had no legally protected
interest in the disaster relief funds
allocated to SNCH. In so holding, the
court relied upon decisions by nu-
merous courts, including the Second
Circuit, asserting that a person has no
property interest in government ben-
efits where the agency charged with
distributing such benefits is given
discretion under the relevant statute
or regulations. The court found that
the Stafford Act and its implementing
regulations afforded FEMA discretion
in granting or denying a proposed
alternate use for disaster assistance
funds, as they do not guarantee fund-
ing for a project that meets certain
criteria. Second, the court found that
plaintiffs” alleged injury—the lack of
a full service hospital on Long Beach
Barrier Island—was not traceable
to any action by FEMA, as plaintiffs

claimed that New York State refused
to permit LBMC to reopen. Third, the
court found that a favorable decision
would not redress plaintiffs” alleged
injury, as LBMC no longer exists as an
entity and FEMA cannot force New
York State to reopen the hospital.
Therefore, the court held that Plain-
tiffs lacked standing for the relief that
they sought.

Next, the court turned to FEMA’s
motion to dismiss for lack of federal
subject matter jurisdiction. The court
noted that plaintiffs brought a claim
pursuant to 42 U.S.C. § 1983, which
permits a private right of action
against persons acting under color of
state law. The court found this statute
inapplicable, as plaintiffs brought the
claim against a federal agency and
not any named person, and because
FEMA was at all times acting under
federal law.

The court then addressed FEMA's
argument that it was entitled to
sovereign immunity. The court first
stated that the Stafford Act contains
an “express incorporation of sov-
ereign immunity for discretionary
acts.” The court then noted that there
is a two-prong test to determine
whether an act is discretionary and
thus shielded from judicial review: (1)
whether the act involved a “judgment
of choice” and (2) whether shielding
the act from judicial review serves to
protect decisions that are grounded
in social, economic, or political policy.
The court held that FEMA met the
first prong of this test, as there was no
“prescribed course of action” in de-
termining whether to reallocate funds
designated for LBMC to SNCH. The
court also held that FEMA met the
second prong, as the Second Circuit
had already found that the Stafford
Act’s discretionary acts exception
serves to protect public policy de-
terminations from judicial second-
guessing. Thus, the court found that
Plaintiff’s claims under the statute
were barred by sovereign immunity.

Finally, the court turned to
FEMA'’s motion to dismiss Plaintiff’s
due process and equal protection
claim under the Fourteenth Amend-
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ment for failure to state a cause of
action. The court noted that property
rights are not granted by the Consti-
tution, but by laws and regulations
securing certain benefits. Finding
once again that plaintiffs lacked any
property interest in the allocated
disaster assistance funds under the
Stafford Act or otherwise, the court
dismissed plaintiffs” claim.

Second Circuit Upholds Grant
of Summary Judgment to
Montefiore Medical Center in
ERISA Lawsuit

Montefiore Med. Ctr. v. Local 272
Welfare Fund, 2018 WL 1081219 (2d
Cir. Feb. 28, 2018). Montefiore Medi-
cal Center (“Montefiore”) provided
health care services to patients who
were members or beneficiaries of
a group health plan sponsored by
Defendant Local 272 Welfare Fund
(the “Fund”) under the Employee
Retirement Income Security Act. Al-
though Montefiore was not a member
of the Fund’s provider network, the
patients assigned their rights under
the plan to Montefiore in exchange
for the health care services. Under the
Fund’s Summary Plan Description
(SPD), claims for out-of-network ser-
vices were to be paid at a rate that is
“the maximum the Plan would have
paid an in-network provider for the
same service.”

Montefiore filed suit against the
Fund and its claims administrator,
Defendant Marc Goodman, in the
U.S. District Court, Southern District
of New York, alleging that defen-
dants failed to provide them with
appropriate reimbursement for their
services under the terms of the SPD.
During discovery, it was revealed
that the Fund interpreted the SPD to
afford it discretion to select rates for
out-of-network services based upon
geography and the scope of services
offered by the provider. Specifically,
the Fund selected an in-network hos-
pital in a similar geographic area that
provides the same or similar services
as Montefiore, and paid Montefiore
the maximum rate that the Fund
would have provided to that hospi-
tal for the same services. As a result,

Montefiore was reimbursed at a flat,
per-diem rate that the Fund paid to a
nearby city-owned hospital, irrespec-
tive of the specific services provided
to each patient. Following discovery,
the parties filed motions for summary
judgment.

The District Court granted
Montefiore’s motion and denied the
Fund’s motion. The court found that
the SPD unambiguously required de-
fendants to identify the rate that the
Fund paid to each of its in-network
providers for the relevant service
and to pay Montefiore the maximum
of those amounts. Conversely, the
District Court rejected the Fund’s
argument that it had discretion to
apply rates based upon geography
and similarity of services, as the plain
text of the SPD did not provide them
with such latitude. The District Court
likewise rejected various policy ar-
guments, holding that they did not
supersede the court’s obligation to
interpret the SPD’s text, which the
Fund itself drafted.

The Second Circuit affirmed the
District Court’s judgment, adopting
the District Court’s reasoning in its
entirety. Although the Second Circuit
recognized that the SPD was “per-
haps unartfully drafted (and against
the interest of) the Fund,” it held that
adopting the Fund’s interpretation
would require it to “impermissibly
overlook, and rewrite, the Plan’s lan-
guage.” [Ed. Note: Garfunkel Wild,
P.C. represented Montefiore in this
case].

New York Supreme Court Grants
Hospital’s Motion to Dismiss a
Physician’s Claims for Injunctive
Relief and Money Damages
Arising Out of the Denial of
the Physician’s Application
to Renew Her Medical Staff
Privileges

Anyichie v. Lincoln Medical and
Mental Health Center, No. 153343-CV-
2017,2018 WL 746149 (Sup. Ct. N.Y.
Cty. Feb. 7, 2018)

Plaintiff Nonyelu Anyichie, M.D.
was an attending physician in the De-

partment of Obstetrics-Gynecology
at Defendant Lincoln Medical and
Mental Health Center (“Lincoln”).
After Lincoln declined to renew her
privileges, plaintiff brought an action
pursuant to Public Health Law (PHL)
§ 2801-c seeking the reinstatement of
her medical staff privileges.

Lincoln’s Credentialing Com-
mittee did not recommend renewal
of plaintiff’s clinical privileges based
on issues relating to patient care,
inappropriate behavior towards col-
leagues, residents and students, and
frequent lateness. Plaintiff filed a
discrimination action alleging that
Lincoln, and its parent corporation
New York City Health and Hospitals
Corporation (now known as Health
+ Hospitals Corporation, (H+HC)),
amongst others, engaged in various
forms of employment discrimination
and retaliation including the wrong-
ful termination of her privileges at
Lincoln.

Thereafter, Lincoln commenced a
hearing pursuant to its medical staff
bylaws to review the non-renewal
of plaintiff’s privileges. The Hearing
Committee upheld the non-renewal
because plaintiff “failed summarily
in several core professional compe-
tencies in her responsibility to be
part of a larger team in the OB-GYN
Department to further the mission of
the institution in facilitating optimal
patient care and physician teaching”
and that “her professional conduct,
interpersonal skills, practice based
learning and system based competen-
cies were insufficient to remain as a
member of the Medical Staff.” The
Hearing Committee’s determina-
tion was upheld by the president of
H+HC.

Plaintiff then filed a formal com-
plaint with the New York State Public
Health and Health Planning Council
(PHC), pursuant to PHL § 2801-b. The
PHC found, in a four-sentence letter,
that Lincoln “did not afford due pro-
cess to the complainant” according to
its own bylaws and directed Lincoln
to conduct a re-review. Lincoln there-
after conducted a re-review by the
president of H+HC, at which time the
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president agreed with the Hearing
Committee’s decision that it did not
deprive plaintiff of her due process
rights. In the meantime, Plaintiff set-
tled her discrimination action which
included a general release that pro-
vided in exchange for $300,000, plain-
tiff would release the City of New
York and H+HC, from “any and all
claims . . . of any kind whatsoever,”
except preserved her right to pursue
her claim before the PHC.

Plaintiff then commenced this ac-
tion alleging that Lincoln violated her
rights under PHL §§ 2801-b by not
reinstating her and not conducting a

proper review as ordered by the PHC.

Lincoln moved to dismiss on the
grounds that plaintiff failed to iden-
tify an improper practice under PHL
§ 2801-b and that plaintiff’s monetary
damages claims must be dismissed
because PHL only permits injunctive
relief (and plaintiff released all claims
in the discrimination action).

In granting Lincoln’s motion to
dismiss the complaint in its entirety,
the court found that plaintiff failed to
state a cause of action for injunctive
relief under PHL § 2801-c, explaining
that nowhere in the complaint did
she allege that Lincoln engaged in
an “improper practice” under PHL §
2801-b (1), or that the stated reasons
were a pretext for some impermis-
sible, ulterior reason for terminating
her privileges. The court ruled that
the PHC’s finding, that Lincoln did
not afford process to plaintiff, was
of no effect because it was “beyond
the scope of the PHC's review.” The
court further noted that the PHC'’s
review should have been limited to
finding whether Lincoln’s decision
to deny privileges was related to one

of the various institutional concerns
set forth in § 2801-b, and made in
good faith. The court also found that
because the PHC's letter did not con-
tain any findings of fact to support its
conclusion, its conclusion was neither
persuasive nor controlling.

Finally, the court found that
plaintiff’s claims for damages were
barred under §§ 2801-b and ¢ because
the statue limits plaintiff’s claims to
injunctive relief. The court also found
that any damages claims were barred
by the general release signed in the
discrimination action.

Federal Court Rules That
Materiality Requirement of
False Claims Act Need Not Be
Proven at Pleading Stage

United States ex rel. Gelman v. Don-
ovan, 2017 WL 4280543 (E.D.N.Y. Sept.
25,2017). Judge Raymond Dearie
narrowly upheld an FCA complaint
in the face of a challenge under Rules
12(b)(6) and 9(b), focusing on the
materiality requirement of Universal
Health Servs., Inc. v. United States Ex
rel. Escobar, 136 S. Ct. 1989, 1993, 195
L. Ed. 2d 348 (2016). That require-
ment, described by the Supreme
Court as “rigorous” and “demand-
ing,” is only met in the health care
context when the evidence establishes
that the government program that
paid for the health care services—
here, Medicaid and Medicare—would
not have paid for the services had it
known certain undisclosed facts sur-
rounding the claim that the Relator
contends rendered the claim “false.”

In Gelman, the Relator pled facts
alleging that the Podiatry Residency
Program at Coney Island Hospital
was plagued with a laundry list of

unethical and illegal practices, none
of which were disclosed to the gov-
ernment when the hospital made
reimbursement claims for services
provided as part of that program.

For example, Gelman alleged that
unlicensed residents were providing
services to patients without any su-
pervision, and that the director of the
residency program falsified medical
records to cover up this conduct. Gel-
man also asserted that the podiatry
program fraudulently obtained “ap-
proval” by the American Podiatric
Medical Association to be reimbursed
for providing graduate medical
education through the falsification

of medical records and the falsifica-
tion of personnel records. Although
the complaint certainly asserted im-
proper behavior in Coney Island’s
Podiatric Residency Program, Escobar
requires the Relator to connect the al-
leged violations to the government’s
decision regarding whether it would
pay for the services.

The court conceded that it was
unclear “how much supervision of
Podiatry residents” was required by
the federal health care programs, and
he opined that the wrongfully obtain-
ing approval for the residency pro-
gram certainly seemed material, as a
matter of common sense. The Court
relied primarily on the procedural
posture of the case to deny the de-
fense motion to dismiss. At the plead-
ing stage, it concluded, it was only
necessary that the alleged misconduct
be “plausibly pled as relevant to the
[government’s] payment decision.”
Judge Dearie found that the Gelman
complaint met that threshold. He
cautioned, however, that materiality
is ultimately an evidentiary question,
and that “the day of reckoning will
come at summary judgment.”
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Legislative Update

The Empire State Strikes Back

By James W. Lytle

Facing a
multi-billion
dollar deficit
and an uncertain
and sometimes
threatening
federal policy
environment,
Governor An-
drew Cuomo
proposed a se-
ries of legislative
and fiscal proposals in his 2018-19
Executive Budget that could have an
important impact on health care pro-
viders, payors and consumers in New
York State.

Over the past several decades,
New York State budgets have in-
corporated an increasing volume of
substantive statutory proposals that
might otherwise have been intro-
duced as separate, stand-alone legis-
lation to be considered on their own
merits. Article VII, section 3 of the
New York State Constitution autho-
rizes the Governor, when the budget
is submitted, to submit “proposed
legislation, if any, recommended
therein.” By incorporating legislative
initiatives within the budget, even
those that might have only a modest
fiscal impact and an insignificant con-
nection to the budget itself, the Gov-
ernor is sometimes able to enact legis-
lative priorities more successfully and
expeditiously than if the legislation
were to be considered separately.

While the Legislature’s consid-
eration of the Executive Budget is,
as of this writing, still underway, the
proposals advanced in the proposed
budget signal the Administration’s
policy and legislative priorities dur-
ing the 2018 legislative session and
implement steps designed to close
a more than $4 billion deficit. In ad-
dition, the proposed budget legisla-
tion seeks to insulate New York from
what Governor Cuomo views as the
challenges posed by the Trump Ad-

ministration to New York generally,
and to New York’s health care system
in particular. The 2018-19 Budget can
be viewed, at least in part, as an em-
battled New York’s counterattack on
the policies of the current federal Ad-
ministration. In case that was not oth-
erwise apparent, the budget briefing
documents assembled by the Cuomo
Administration were entitled “Stand
United to Fight for New York.”

Among the elements of this latest
round in the Federal-New York State
chess match are the following;:

Health Care Shortfall Fund. The Ex-
ecutive Budget proposed the creation
of a roughly billion dollar Healthcare
Shortfall Fund (“the Fund”) to cush-
ion the State from potential federal
funding reductions. The budget brief-
ing document describes the rationale
of the Fund as follows:

In 2017, New York State faced
unprecedented and repeated
assaults from Washington
aimed at crippling the State’s
health care system. These at-
tacks included attempts to re-
peal the Affordable Care Act,
putting health care for mil-
lions of New Yorkers at risk
along with billions of dollars
in Federal Medicaid funding.
Additionally, Federal funding
for CHIP expired in Septem-
ber with no longterm solution
in place. Further, the President
took unilateral Executive ac-
tion to withhold Cost Sharing
Reduction (CSR) payments,
threatening low-cost health
insurance coverage for income
eligible recipients when pur-
chasing a Qualified Health
Plan or Essential Plan cover-
age through the New York
State of Health, New York’s
official health plan market-
place. The Budget assumes
the continuation of these im-
portant programs and takes

actions to protect the health
care of New Yorkers. (FY 2019
Executive Budget Briefing
Book, p. 69).

While the threats described
above were clear and present when
the budget was released, several of
them have since been eliminated
or mitigated. The eventual budget
agreement by Congress to extend the
authorization and funding for the
Children’s Health Insurance Program
and to postpone DSH cuts substan-
tially reduced the immediate federal
fiscal threat to New York. And while
Congress has repeatedly threatened
to transform the Medicaid program
and the ACA in ways that might sub-
stantially prejudice New York, Con-
gress has been consistently unable
to muster enough votes to do so—at
least other than the repeal of penalties
for not fulfilling the mandate to main-
tain insurance coverage.

Health plan conversions: A substan-
tial portion of the revenues for the
Fund would derive from the payment
to the State of a share of the proceeds
of the pending $3.75 billion dollar
sale and conversion of a not-for-profit
Public Health Law Article 44 health
maintenance organization, Fidelis, to
for-profit Centene. The proposal to
secure those funds for state purposes
is modeled on the process followed
when an Insurance Law Article 43 in-
surer, Empire Blue Cross/Blue Shield,
converted to for-profit status 15 years
ago. While the funding of the fund is
premised on the Empire conversion,
no legislation has yet been advanced
that would apply to an Article 44
conversion and the Catholic diocesan
sponsors of Fidelis have made it clear
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that they will oppose the attempt
by the State to undertake what they
characterized as an “unprecedented
confiscation.” The budget projects
that the State would receive receipts
of $750 million per year for at least
the next four years from the conver-
sion and it proposes to use $500
million per year to support the State
share of Medicaid, with the remain-
ing $250 million per year dedicated to
the proposed Fund.

Healthcare Insurance Windfall Profit
Fee. As another hedge against federal
Medicaid reductions and to ensure
support for New York’s health care
system, the Executive Budget would
impose a 14 percent surcharge on
health insurer “windfall profits” de-
rived from the 40 percent reduction
in corporate tax rates included in the
agreement on federal tax reform. $140
million will be generated by the tax
that will be invested, according to the
budget documents, “in vital health
care services for New Yorkers.” The
proposal might be a seen as a double-
shot at the Trump Administration,
capturing the funds from the corpo-
rate tax cut and devoting them to the
beleaguered health care system.

The 14% tax would be applied
to net underwriting gain—defined
as premiums less claims and admin-
istrative costs—on all health insur-
ance contracts covering a New York
resident and all Medicaid-managed
care contracts overseen by the New
York State Department of Health. The
proposed windfall tax was intended
to be directed only to for-profit health
insurers and health maintenance or-
ganizations, regardless of licensure
(e.g., Insurance Law Article 42 or
Public Health Law Article 44), ex-
empting not-for-profit health mainte-
nance organizations and not-for-prof-
it health insurers that did not benefit
from the federal tax cut.

ACA-related actions: A number of
the budget initiatives directly seek to
address the persistent assault on the
Affordable Care Act by the Adminis-
tration, including proposals designed
to preserve the Essential Plan (EP)—
authorized by the ACA’s Basic Health

Program provisions—that had relied
on the Cost Sharing Reduction (CSR)
payments discontinued by the Ad-
ministration last fall. The Executive
Budget would require that the De-
partment apply the EP Medical Loss
Rebate (MLR) provision in 2016, 2017,
and 2018 to offset the loss in CSR
payments and would reduce EP rates
by 4.4%. The budget anticipates the
ACA’s Advance Premium Tax Credit
subsidies (and other actions) will gen-
erate enough funding in future years
to fully fund the EP going forward—a
health insurance coverage option that
has garnered approximately three-
quarters of a million customers.

Perhaps of note, as well, is the ab-
sence of proposals that might affirma-
tively strengthen the ACA exchange
in New York. While some states have
advanced state-specific individual
health insurance mandates to main-
tain participation in the insurance
marketplace, neither the Governor
nor members of the Legislature have
advanced a proposal to establish an
individual mandate in New York—
nor has the Administration sought
ACA-authorized insurance waivers
designed to stabilize the health insur-
ance exchange.

Child Health Plus (CHP) Provisions.
Anticipating a continued Congressio-
nal stalemate over the authorization
and funding of the Children’s Health
Insurance Program, the budget pro-
posed granting the Department of
Health and the Division of Budget
with the necessary authority to rec-
ommend programmatic changes, as
may be necessary, to continue CHP
coverage with state-only funding
and identify specific changes needed
to align the program with reduced
funding. As noted above, after Con-
gress reauthorized the program
and appropriated funding for it,
these provisions would appear to be
unnecessary.

Reserves of Not-For-Profit Medicaid
Managed Care Plans. The Executive
Budget would authorize the Depart-
ment to make prospective adjust-
ments to the rates of not-for-profit
Medicaid Managed Care plans and

MLTC plans that have an aggregate
accumulated contingent reserve
across all lines of business, above
what is required. The proposal argu-
ably runs counter to the recent State
experience with an under-reserved
ACA-participating plan, Health Re-
public, whose insolvency left provid-
ers and consumers at risk.

Federal tax reform response: Al-
though not healthcare-specific, per-
haps the most direct counterattack
in the proposed budget consists of
proposals that would seek to nullify
the loss of State and Local Tax (SALT)
deductions, which were severely lim-
ited in the federal tax reform law en-
acted at the end of 2017. Health care
entities and practitioners will, like
everyone else in New York, be poten-
tially affected by the complex array
of proposals advanced by the Gov-
ernor in his 30-day budget amend-
ments to blunt the near-elimination
of the SALT deduction, including the
following:

e Optional Employer Compensa-
tion Expense Tax (ECET) System.
The proposal would institute an
optional payroll tax by which
opting-in employers would be
subject to a 5 percent tax (phased
in over three years, beginning
in the 2019 calendar year) on
all annual payroll expenses in
excess of $40,000 per employee.
The personal income tax system
would remain in place, and the
ECET would be coupled with
income tax relief for employees in
the form of a corresponding tax
credit on their wages, resulting in
an increase in take-home pay. The
proposal would be revenue neu-
tral to the State, but is projected
to result in up to $4 billion in fed-
eral tax savings for New Yorkers
per year.

e Charitable contributions to sup-
port education and health care. To
address the reduction in deduct-
ibility of state and local taxes and
to take advantage of increases
in charitable contribution limits
that were also contained in the
federal tax law changes, the bill
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would establish two new state-
operated charitable funds to ac-
cept donations for the purposes
of improving health care and
education in New York. Taxpay-
ers who contributed to these enti-
ties could claim these charitable
contributions as deductions on
both their federal and state tax
returns and would also receive an
85 percent state tax credit on the
donation amount. Local govern-
ments, including school districts,
could establish similar charitable
entities, to which their residents
could contribute and receive a
reduction of their property tax up
to 95% of the donation.

Decoupling state tax provisions from
new federal tax code. The Gover-
nor is proposing to “decouple” a
number of provisions of state tax

if they take advantage of the larg-
er standard deduction on their
federal return.

Whatever may be the outcome of

law from the new federal provi-
sions to avoid adverse conse-
quences for New York taxpayers.
The proposal would decouple
the state and local tax deduc-
tion cap, which would otherwise
result in a $441 million state tax
increase—similar to legislation al-
ready passed by the State Senate.
In addition, the proposal would
maintain the standard deduction
for single filers and would allow
New Yorkers to itemize deduc-
tions for state tax purposes, even

the budget debate, the consideration
of these and other proposals remind
us of one of the unique strengths

of our federal system: Namely, the
opportunity for states to operate

as “laboratories of democracy” to
explore alternative and even poli-
cies directly contrary to the national
government to protect the interests of
their citizens.

Do You Have a
Story to Share...

e Have you worked on or do you
know of a special Pro
Bono project?

e Has a pro bono case made a
difference in the lives of others?

¢ Has an individual attorney or
firm gone above and beyond to
provide pro bono assistance?

We invite you to submit articles
showcasing excellence in pro bono
service for upcoming editions of the Pro
Bono Newsletter. For more information,
go to www.nysba.org/probono.

i
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In the New York State Agencies

By Francis J. Serbaroli

Minimum
Standards

for Form,
Content and
Sale of Health
Insurance,
Including
Standards of
Full and Fair
Disclosure

Notice of
Emergency Rulemaking. The Depart-
ment of Financial Services amended
Part 52 (Regulation 62) of Title 11
N.Y.C.R.R. to ensure coverage for es-
sential health benefits in all individu-
al, small group, and student accident
and health policies. See N.Y. Register
November 15, 2017.

Agency Name Change Update

Notice of Adoption. The Office
for People with Developmental Dis-
abilities amended Parts 630 and 671
of Title 14 N.Y.C.R.R. to update the
agency name in Title 14 N.Y.C.R.R.
Parts 630 and 671. See N.Y. Register
November 15, 2017.

Physician and Pharmacies;
Prescribing, Administering and
Dispensing for the Treatment of
Narcotic Addiction

Notice of Adoption. The Depart-
ment of Health amended § 80.84
of Title 10 N.Y.C.R.R. to allow any
authorized practitioner to prescribe,
administer and dispense buprenor-
phine for the treatment of narcotic ad-
diction. See N.Y. Register November
22,2017.

Communication Between Clinical
Laboratory Physicians and Patients

Notice of Adoption. The Depart-
ment of Health amended §§ 142-2.3

and 142-3.3 of Title 12 N.Y.C.R.R. to
strengthen existing call-in pay protec-
tions involving employee scheduling.
See N.Y. Register November 22, 2017.

Clarification of Assessment of
Functional and Health-Related
Needs

Notice of Proposed Rulemak-
ing. The Office for People with De-
velopmental Disabilities proposes
to amend Subpart 636-1 of Title 14
N.Y.C.RR. to clarify requirements
for an Assessment of Functional and
Health-Related Needs in Person Cen-
tered Planning regulations. See N.Y.
Register November 29, 2017.

Chemical Dependence Outpatient
and Opioid Treatment Programs

Notice of Adoption. The Office
of Alcoholism and Substance Abuse
Services amended Part 822 of Title 14
N.Y.C.R.R. to conform HIV and Hep-
atitis testing requirements in outpa-
tient settings with Public Health Law.
See N.Y. Register December 6, 2017.

Residential Services

Notice of Adoption. The Office
of Alcoholism and Substance Abuse
Services amended Part 820 of Title 14
N.Y.C.R.R. to conform HIV and Hep-
atitis testing requirements in residen-
tial settings with Public Health Law.
See N.Y. Register December 6, 2017.

Food Beverages in Funeral
Establishments

Notice of Proposed Rulemaking.
The Department of Health proposes
to amend §§ 77.5, 78.1 and 79.4 of Ti-
tle 10 N.Y.C.R.R. to lift the ban of the
consumption of food and beverages
in funeral establishments. See N.Y.
Register December 6, 2017.

Establishment and Operation of
Market Stabilization Mechanisms
for Certain Health Insurance
Markets

Notice of Emergency Rulemak-
ing. The Department of Financial
Services amended Part 361; addition
of § 361.9 to Title 11 N.Y.C.R.R. to al-
low for the implementation of a mar-
ket stabilization pool for the small
group health insurance market. See
N.Y. Register December 13, 2017.

Lead Testing in School Drinking
Water

Notice of Emergency Rulemak-
ing. The Department of Health
amended Subpart 67-4 to Title 10
N.Y.C.R.R. to require lead testing
and remediation of potable drinking
water in schools. See N.Y. Register
December 13, 2017.

Holding Companies

Notice of Adoption. The Depart-
ment of Financial Services amended
Subpart 80-1 (Regulation 52) of Title
11 N.Y.C.R.R. to make technical
correction to and clarification of 11
N.Y.C.R.R. § 80-1.6(3). See N.Y. Regis-
ter December 20, 2017.

Privacy of Consumer Financial
and Health Information, General
Provisions

Notice of Adoption. The Depart-
ment of Financial Services amended
Part 420 (Regulation 169) of Title
11 N.Y.C.R.R. to incorporate recent
changes to federal privacy laws re-
garding information maintained by
financial institutions. See N.Y. Regis-
ter December 20, 2017.

ComPpILED BY FRANCIS J. SERBAROLI. Mr. Serbaroli is a shareholder in the Health & FDA Business Group of Greenberg Traurig's New York office. He

is the former Vice Chairman of the New York State Public Health Council, writes the “Health Law" column for the New York Law Journal, and is
the former Chair of the Health Law Section. The assistance of Caroline B. Brancatella and Katharine J. Neer, respectively of counsel and associate of
Greenberg Traurig's Health and FDA Business Group, in compiling this summary is gratefully acknowledged.
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Medical Conditions for Which an
Exemption from Restrictions on
Tinted Glass May Be Issued

Notice of Adoption. The Depart-
ment of Health amended section 69-
7.1 of Title 10 N.Y.C.R.R. to Amend
the existing list of medical conditions
for a NYS registered driver or ha-
bitual passenger for an exemption to
tinted glass. See N.Y. Register Decem-
ber 20, 2017.

Operation of Licensed Housing
Programs for Children and
Adolescents with Serious
Emotional Disturbances

Notice of Proposed Rulemaking.
The Office of Mental Health proposes
a consensus rulemaking to repeal §
594.8 and add new § 594.8 to Title 14
N.Y.C.R.R. to repeal § 594.8 of Title 14
N.Y.C.R.R. and replace it with a clari-
fied revised version. See N.Y. Register
December 20, 2017.

SNAP Benefit Offset

Notice of Emergency and Pro-
posed Rulemaking. The Office for
People with Developmental Dis-
abilities amended Parts 671 and 686
of Title 14 N.Y.C.R.R. to update the
SNAP benefit offset and the amount
that each individual must pay to pro-
viders. See N.Y. Register December
20, 2017.

Site Based and Community-Based
Prevocational Services

Notice of Emergency and Pro-
posed Rulemaking. The Office for
People with Developmental Disabili-
ties amended Subpart 635-10 of Title
14 N.Y.C.R.R. to clarify site-based and
community-based services and clarify
reimbursement requirements. See
N.Y. Register December 20, 2017.

Medical use of Marihuana

Notice of Adoption. The De-
partment of Health amended Part
1004 and Subpart 55-2 of Title 10
N.Y.C.R.R. to comprehensively regu-
late the manufacture, sale and use of
medical marihuana. See N.Y. Register
December 27, 2017.

Residential Health Care Facility
Quality Pool

Notice of Adoption. The Depart-
ment of Health added § 86-2.42 to
Title 10 N.Y.C.R.R. to reward NYS
facilities with the highest quality out-
comes as determined by methodol-
ogy developed by regulation. See N.Y.
Register January 3, 2018.

Children’s Behavioral Health and
Health Services

Notice of Adoption. The Depart-
ment of Health added § 505.38 to Title
18 N.Y.C.R.R. to authorize Medicaid
coverage of new behavioral health
and health services for children un-
der 21 years of age. See N.Y. Register
January 3, 2018.

Hospital Policies and Procedures
for Individuals with Substance Use
Disorders

Notice of Proposed Rulemaking.
The Department of Health proposed
to amend Parts 405 and 407 of Title
10 N.Y.C.R.R. to require hospitals to
establish policies and procedures to
identify, assess and refer individuals
with substance use disorders. See N.Y.
Register January 10, 2018.

Minimum Standards for Form,
Content and Sale of Health
Insurance, Including Standards of
Full and Fair Disclosure

Notice of Emergency Rulemak-
ing. The Department of Financial
Services amended Part 52 (Regulation
62) of Title 11 N.Y.C.R.R. to ensure
coverage for essential health benefits
in all individual, small group, and
student accident and health policies.
See N.Y. Register January 17, 2018.

Public Water Systems

Notice of Adoption. The Depart-
ment of Health amended Subpart 5-1
of Title 10 N.Y.C.R.R. to incorporate
federal rules and revisions to Public
Health Law. See N.Y. Register January
17, 2018.

Repeal Part 830 (Acupuncture) and
Add New Part 830 (Designated
Services; Acupuncture and
Telepractice) to Title 14 N.Y.C.R.R.

Notice of Adoption. The Office
of Alcoholism and Substance Abuse
Services repealed Part 830; addition
of new Part 830 to Title 14 N.Y.C.R.R.
to repeal obsolete regulations and in-
corporate provisions into a new Part
with additional provisions. See N.Y.
Register January 24, 2018.

Children’s Behavioral Health
Services.

Notice of Adoption. The Office
of Alcoholism and Substance Abuse
Services added Part 823 to Title 14
N.Y.C.R.R. to define and implement
children’s behavioral health services
pursuant to the EPSDT program in
New York. See N.Y. Register January
24,2018.

Medical Use of Marihuana

Notice of Emergency Rulemak-
ing. The Department of Health
amended §§ 1004.3, 1004.4, 1004.22
and 1004.23 of Title 10 N.Y.C.R.R.
to allow certain defined facilities to
become a designated caregiver for
a certified patient in NYS’s Medical
Marihuana Program. See N.Y. Regis-
ter January 24, 2018.

Emergency Medical Services (EMS)
Initial Certification Eligibility
Requirements

Notice of Proposed Rulemak-
ing. The Department of Health pro-
posed to amend § 800.6 of Title 10
N.Y.C.R.R. to reduce the EMS certifi-
cation eligibility minimum age from
18 to 17 years of age. See N.Y. Register
January 24, 2018.

Erratum Office of Mental Health:
extending comment period

L.D. No. OMH-51-17-00001-P,
pertaining to Operation of Licensed
Housing Programs for Children and
Adolescents with Serious Emotional
NYS Register/January 24, 2018 Rule

18

NYSBA Health Law Journal | Spring 2018 | Vol. 23 | No. 1



Making Activities Disturbances, pub-
lished in the December 20, 2017 issue
of the State Register, indicated that
public comment would be received
until 45 days after publication of the
Notice. The public comment period
for this Notice has been extended un-
til February 20, 2018.

Erratum Office for People with
Developmental Disabilities

I.D. Nos.: PDD-51-17-00005-EP
and PDD-51-17-00006-EP, pertaining
to SN AP Benefit Offset, Site-Based
and Community-Based Prevocational
Services, published in the December
20, 2017 issue of the State Register,
indicated that public comment would
be received until 45 days after pub-
lication of the Notices. The public
comment periods for these Notices
have been extended until February
20, 2018.

Establishment and Operation of
Market Stabilization Mechanisms
for Certain Health Insurance
Markets

Notice of Emergency Rulemak-
ing. The Department of Financial
Services amended Part 361; and ad-
dition of § 361.9 to Title 11 N.Y.C.R.R.
to allow for the implementation of
a market stabilization pool for the
small group health insurance market.
See N.Y. Register February 7, 2018.

Public Water Systems — Revised
Total Coliform Rule

Notice of Proposed Rulemaking.
The Department of Health proposed
to amend Subpart 5-1 of Title 10
N.Y.C.R.R. to increase public health
protection by reducing exposure to
contaminants in drinking water. See
N.Y. Register February 7, 2018.

Establishment, Incorporation
and Certification of Providers of
substance Use Disorder Services

Notice of Adoption. The Office
of Alcoholism and Substance Abuse
Services amended Part 810 of Title 14

N.Y.C.R.R. to clarify the obligation to
recognize alcohol/substance abuse
programs operated by Indian Health
Services facilities. See N.Y. Register
February 14, 2018.

Lead Testing in School Drinking
Water

Notice of Emergency Rulemak-
ing. The Department of Health added
Subpart 67-4 to Title 10 N.Y.C.R.R. to
require lead testing and remediation
of potable drinking water in schools.
See N.Y. Register February 14, 2018.

Medicaid Reimbursement of
Nursing Facility Reserved Bed Days
for Hospitalizations

Notice of Proposed Rulemak-
ing. The department of Health pro-
posed to amend § 505.9 of Title 18
N.Y.C.R.R.; and amendment of §
86-2.40 of Title 10 N.Y.C.R.R. to make
changes relating to reserved bed pay-
ments made by Medicaid to nursing
facilities. See N.Y. Register February
14, 2018.

Rate Rationalization—Intermediate
Care Facilities for Persons with
Development Disabilities

Notice of Proposed Rulemaking.
The Department of health proposed
to amend Subpart 86-11 of Title 10
N.Y.C.R.R. to amend rate methodol-
ogy effective July 1, 2016 and include
addition of an occupancy adjustment
and revision to April 1, 2015 2% com-
pensation calculation. See N.Y. Regis-
ter February 14, 2018.

Enrollment in Medicare Prescription
Drug Plans and Fully Integrated
Duals Advantage Plans for IDD

Notice of Emergency and Pro-
posed Rulemaking. The Office for
People with Developmental Disabili-
ties amended Subpart 635-11 of Title
14 N.Y.C.R.R. to allow individuals to
be enrolled in a FIDA-IDD plan when
individuals are unable to enroll them-
selves. See N.Y. Register February 14,
2018.

Adult Sibling Update

Notice of Proposed Rulemaking.
The Oftice for People with Develop-
mental Disabilities proposed a con-
sensus rulemaking to amend Parts
624 and 633 of Title 14 N.Y.C.R.R. to
add adult sibling to the list of quali-
fied persons available, pursuant to
Mental Hygiene Law § 33.16(a)(6). See
N.Y. Register February 14, 2018.

Advocacy Organization Definition
Update

Notice of Proposed Rulemaking.
The Office for the Aging adopted a
consensus rulemaking to amend §
676.12(ab) of Title 14 N.Y.C.R.R. to
redefine the advocacy organizations
listed under § 676.12(ab). See N.Y.
Register February 14, 2018.

Administration of the Long Term
Care Ombudsman Program

Notice of Adoption. The Office
for the Aging repealed § 6660; and
addition of new § 6660 to Title 9
N.Y.C.R.R. to bring NYSOFA'’s rules
and regulations governing LTCOP
into conformance with the Federal
Statute and regulations. See N.Y. Reg-
ister February 21, 2018.

Managed Care Organizations

Notice of Proposed Rulemaking.
The Department of Health proposed
amending § 98-1.11(e) of Title 10
N.Y.C.R.R. to maintain the contingent
reserve requirement applied to the
Medicaid Managed Care, HIV SNP
and HARP programs. See N.Y. Regis-
ter February 28, 2018.

Procedure for Treatment and
Hospitalization of Certain Mentally
Il Prisoners in Jail

Notice of Proposed Rulemaking.
The Office of Mental Health proposed
amending § 18.7 of Title 14 N.Y.C.R.R.
to conform implementing regula-
tions with a change in the authorizing
statute. See N.Y. Register February 28,
2018.
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New York State Fraud, Abuse and Compliance

Developments
Edited by Melissa M. Zambri

New York State Department of
Health Medicaid Decisions

Compiled by Margaret Surowka
Rossi

Nothing reported in this issue.

New York State Attorney
General and New York State
Comptroller’s Press Releases

Compiled by Bridget Steele,
Jamie Dughi Hogenkamp, Eric
Dyer, and Dena DeFazio

Brooklyn Home Health Provider
Settles Allegations of False Billing
for $6.4 Million—January 31, 2018—
A Brooklyn-based Licensed Home
Care Services Agency (LHCSA) was
alleged to have violated the New
York and federal False Claims Acts
for billing the Medicaid program for
services rendered or delivered by
unqualified staff, resulting in a $6.4
million settlement. The settlement
follows allegations that the provider
allowed its aides to circumvent
the attendance verification system,
resulting in billings for services
that were never delivered. In fact,
aide supervisors were alleged to
have modified and created entries
to make it appear as though aides
clocked-in for work and, in one
instance, the provider billed for the
services of a particular aide who
was vacationing in the Caribbean.

It was also alleged that the provider
hired employees who used stolen
identities from qualified individuals,
and the provider did not adequately
try to prevent this from occurring.
https:/ /ag.ny.gov/press-release/ag-
schneiderman-announces-64-million-
settlement-brooklyn-home-health-
care-provider.

New York Files a Lawsuit Against
the President for Cuts to New York’s
Essential Plan—January 26, 2018—A
lawsuit was filed by New York
and Minnesota, the only two states

that operate
Basic Health
Programs (i.e.,

a state-run
health insurance
program for
low-income
residents
created under
the Affordable
Care Act). In
New York, the program is called the
Essential Plan. The lawsuit alleges
that the Department of Health and
Human Services unlawfully cut

off more than $1 billion of funding

to New York’s plan, violating the
Administrative Procedures Act,

and failed to respond and adopt the
states’ reasonable alternative funding
proposals. According to the lawsuit,
the federal government’s decision
impacts 700,000 New Yorkers on the
Essential Plan. https://ag.ny.gov/
press-release/ag-schneiderman-and-
governor-cuomo-announce-1-billion-
lawsuit-against-trump.

New York Reaches a Settlement
Agreement with Aetna over HIV
Status Privacy Breach—]January 23,
2018—In July 2017, Aetna improperly
disclosed the HIV status of 2,460 of its

New York members. The disclosure
occurred after mailings were sent in
oversized envelopes with transparent
address windows that revealed the
member’s HIV status. As a result,
Aetna agreed to pay a $1.15 million
civil penalty, enhance its privacy
protections related to mailings, and
hire an independent consultant to
monitor and report on the settlement.
Of particular significance, the
purpose of Aetna’s mailings were

to notify members of a class action
lawsuit related to purchasing HIV
medications at pharmacy locations
instead of through mail/delivery
order, as the mail/delivery order
policy could compromise member
privacy. https://ag.ny.gov/press-
release/ag-schneiderman-announces-
settlement-aetna-over-privacy-
breach-new-york-members-hiv.

Owners of Medical Testing
Company Indicted and Arrested in
Relation to an $8 Million Medicaid
Scheme—]January 16, 2018—The
two owners of a Brooklyn-based
medical testing company were
indicted and arrested for charges
related to illegally billing Medicaid
for fraudulent diagnostic testing
services and money laundering
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in relation to their “medical mill”
scam. The two owners had been
indicted by a federal grand jury

for a similar fraud scheme one
month before this indictment.

The fraudulent scheme allegedly
solicited Medicaid recipients with
no medical concerns by offering
them cash payments. The business
then submitted payment requests to
Medicaid and Medicaid Managed
Care Organizations for services that
were not delivered or were medically
unnecessary. The scheme involved
unlicensed providers, as well as
licensed health providers that were
paid by the “medical mill” for use of
their medical licenses and Medicaid
credentials, and subjected patients
to various medical tests. The charges
could result in each Defendant
serving up to 25 years in prison,

in addition to civil damages of $24
million. https:/ /ag.ny.gov/press-
release/ag-schneiderman-announces-
indictment-and-arrests-medical-
testing-company-owners-multi.

Second Indictment for Unlicensed
Plastic Surgeon—January 12,
2018—A Westbury, New York-based
unlicensed plastic surgeon who had
already been indicted for assault,
grand larceny and the unauthorized
practice of medicine was indicted
on additional allegations related to
insurance and public benefits fraud.
The unlicensed plastic surgeon, who
had his license revoked in 2007 by
the New York State Department of
Health, Office of Professional Medical
Conduct for professional misconduct,
was allegedly performing illegal
surgeries along with a licensed
physician. The scheme went on from
2012 to 2016, with over 60 patients
undergoing surgery. One such patient
was permanently disfigured. The
most recent indictment relates to the
unlicensed plastic surgeon’s alleged
scheme to obtain over $360,000
in disability insurance payments
by falsely certifying that he was
no longer practicing medicine. In
addition, the unlicensed plastic
surgeon allegedly filed sworn
documents with the government that
he was entitled to food stamp benefits

,#thereby concealing the income

from the illegal medical practice,
disability insurance payments, and
income from a start-up skin-care
company. This most recent 21-count
indictment is on top of the 22-count
indictment from November 16, 2017.
https:/ /ag.ny.gov/press-release/
ag-schneiderman-announces-second-
indictment-unlicensed-plastic-
surgeon-insurance-fraud.

Methadone Clinic Reaches a
Settlement for Improperly Billing
Medicaid—January 12, 2018— New
York State reached a $1.25 Million
settlement with a Methadone
Maintenance Treatment Program
for the program’s failure to properly
document patient treatment plans.

In many cases, the treatment plans
were not discussed, reviewed or
signed by the patients. The settlement
also requires that an independent
monitor be put in place to ensure

the program’s compliance with the
Medicaid rules and regulations.
https:/ /ag.ny.gov/press-release/ag-
schneiderman-announces-settlement-
whitney-m-young-health-center-
improperly-billing.

New York Reaches a Settlement
with a Business Group to Revitalize
a Nursing Home and Replace Health
Gaps in New York Communities—
January 5, 2018— A settlement with
a nursing home-related business
follows the closure of two nursing
homes, one on the Lower East
Side and another in Brooklyn. This
business purchased two nursing
home facilities from non-profit
nursing home operators and then
closed the facilities a short time
after the purchase with little notice
provided to the affected communities.
The settlement requires the business
to pay $750,000 in penalties and
costs to the State, and $1.25 million
to Lower East Side health care non-
profits to make improvements to one
nursing home and to open a new one
in Brooklyn. The settlement also adds
measures to ensure the processes that
led to the closures will not happen
again. https:/ /ag.ny.gov/press-

release/ag-schneiderman-announces-

settlement-allure-group-revitalize-
harlem-nursing-home-fill.

Certified Nurse Aides Arrested for
Nursing Home Neglect—December
20, 2017— Two Certified Nurse Aides
(CNAs) employed by a White Plains
nursing home were arrested for
allegedly failing to properly monitor
a dementia resident. This resident left
the nursing home at around 7:54 p.m.,
was not discovered missing until
10 p.m., and was eventually found,
uninjured, at 3:00 a.m., approximately
two-miles from the facility. The CNAs
allegedly failed to perform their
15-minute safety checks and then
falsely recorded that the checks had
occurred between 8:00 p.m. and 9:30
p-m. Both CNAs face up to four years
in prison for Endangering the Welfare
of an Incompetent or Physically
Disabled Person in the First Degree, a
class E felony, and Willful Violation of
Health Laws, a class A misdemeanor.
One of the CNAs was also charged
with Falsifying Business Records
in the First Degree, a class E felony.
https:/ /ag.ny.gov/press-release/
ag-schneiderman-announces-arrests-
alleged-cover-white-plains-nursing-
home-neglect.

N.Y. A.G. Announces $13.5
Million Multi-State Agreement
with Boehringer Ingelheim
Pharmaceuticals, Inc. for
Deceptive Marketing Practices
and Promotion of Prescription
Drugs for Unapproved Uses—
December 20, 2017—A settlement
was reached with Boehringer
Ingelheim Pharmaceuticals, Inc.,
resolving allegations of deceptive and
misleading marketing practices based
on alleged misrepresentations of drug
usage, dosage, and effectiveness. All
50 states and the District of Columbia
were involved in the $13.5 Million
settlement, with New York to receive
$490,341. The agreement also requires
Boehringer to reform its marketing
practices by not unlawfully
promoting the four prescription
drugs at issue, limiting samples of
the products, providing unbiased
clinical information separate from
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promotional materials, refraining
from offering financial incentives
that may indicate unapproved uses
for sales of the drugs, and referring
any requests for unapproved usage
information for the drugs to its
Medical Division. https:/ /ag.ny.
gov/press-release/ag-schneiderman-
announces-135-million-multi-state-
agreement-boehringer-ingelheim.

Operation Ghost Ride: N.Y. A.G.
Announces Sentencing of Owner of
Albany Transportation Companies
for Stealing Thousands in Medicaid
Transit Scam—December 8, 2017—
The owner and co-owner of two
transportation companies were
sentenced to two to six years in
prison after a conviction for Grand
Larceny in the Third Degree, a
class D felony. The conviction arose
from an undercover investigation
by the Attorney General’s office
called “Operation Ghost Ride,”
which found that over $50,000 in
fraudulent claims were submitted
to Medicaid for transportation rides
that never occurred. The defendant’s
business partner also pled guilty
to similar charges and is awaiting
sentencing. https://ag.ny.gov/press-
release/operation-ghost-ride-ag-
schneiderman-announces-sentencing-
owner-albany-transportation.

N.Y. A.G. Leads 16-AG Coalition
Opposing Birth Control Rollback—
December 6, 2017—New York’s
Attorney General led a coalition of 16
Attorneys General in filing comments
with the federal Department of
Health and Human Services,
opposing the interim final rules
rolling back birth control coverage
under the Affordable Care Act. The
comments allege harm to the states,
and violations of the Establishment
Clause, Equal Protection Clause,
and the Administrative Procedure
Act. The Attorneys General have
also filed a federal lawsuit seeking to
protect access to birth control. New
York’s A.G. joined the Attorneys
General from California, Delaware,
Hawaii, Illinois, Maine, Maryland,
Massachusetts, Minnesota, Oregon,
Pennsylvania, Rhode Island,

Vermont, Virginia, Washington,

and the District of Columbia, in the
comments and suit. https://ag.ny.
gov /press-release/ag-schneiderman-
leads-16-ag-coalition-opposing-birth-
control-rollback.

Guilty Plea and Conviction for
Nurse Who Stole Over $27,000 From
Medicaid—November 30, 2017—A
Hamburg Licensed Practical Nurse
pled guilty to Grand Larceny in the
Fourth Degree, a class E felony, for
submitting false claims to Medicaid
for private-duty nursing services
over 17 months that were never
performed. The defendant faces
probation or one to four years in
state prison and must pay $27,186.46
in restitution to the New York State
Medicaid Fraud Restitution Fund.
https:/ /ag.ny.gov/press-release/
ag-schneiderman-announces-guilty-
plea-and-conviction-private-duty-
nurse-who-stole-over.

Settlement with Brooklyn
Hospital to Ensure Rape Survivors
Are No Longer Illegally Billed for
Forensic Rape Examinations—
November 28, 2017—The Attorney
General announced a settlement
with the Brooklyn Hospital Medical
Center, resolving allegations that
the hospital illegally billed sexual
assault survivors for forensic rape
examinations between January 2015
and February 2017. The settlement
requires the hospital to maintain
a Sexual Assault Victim Policy to
prevent improper billing, and to
provide full restitution to improperly
billed survivors. Following the
investigation, the Attorney General
by letter requested information
on billing policies from ten other
hospitals across New York State.
https:/ /ag.ny.gov/press-release/ag-
schneiderman-announces-settlement-
brooklyn-hospital-ensure-rape-
survivors-are-no.

Settlement with Oswego County
to Ensure Health Insurance Coverage
for Transgender Employees—
November 20, 2017—The Attorney

General announced a settlement
with Oswego County, to ensure

that transgender county employees
and retirees have health coverage
through employer-provided health
plans. The Oswego County insurance
plan contained a broad exclusion
that affected medications, implants,
hormone therapy, surgery, and both
medical and psychiatric treatment,
violating a number of laws including
Title VII of the Civil Right Act, the
New York State Human Rights Law,
and the Mental Health Parity and
Addiction Equity Act. Under the
settlement, the county will eliminate
the categorical exclusions of expenses
related to gender transition in its
health plan, offer affirmative benefits
for treatments and procedures for
gender transition, and ensure both
training and compliance with anti-
discrimination laws. https://ag.ny.
gov /press-release/ag-schneiderman-
announces-settlement-oswego-
county-ensure-health-insurance-
coverage.

Pharmacy Owner, Pharmacist,
and Three Pharmacies Indicted for
Allegedly Defrauding Medicaid
of Over $3 Million—November
17, 2017—Two individuals and
three pharmacies were indicted
for allegations of fraudulently
billing Medicaid and Medicare for
prescription refills that were not
actually filled. The pharmacy owner
was indicted for Grand Larceny in
the First Degree (class B felony),
Grand Larceny in the Second Degree
(class C felony), Healthcare Fraud in
the Second Degree (class C felony),
Scheme to Defraud in the First
Degree (class E felony), Offering
a False Instrument for Filing in
the First Degree (class E felony),
and Medical Assistance Provider,
Prohibited Practice (class E felony).
The supervising pharmacist was
also indicted for Grand Larceny
in the Second Degree (class C
felony), Grand Larceny in the Third
Degree (class D felony), Scheme to
Defraud in the First Degree (class
E felony), and Medical Assistance
Provider, Prohibited Practices
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(class A misdemeanor). The three
pharmacies were also charged with
several similar crimes. If convicted,
the pharmacy owner faces up to 25
years in state prison, the supervising
pharmacist faces up to 15 years, and
the pharmacies can be forced to pay
substantial fines and restitution. Civil
asset forfeiture and recovery actions
are also pending against the parties.
https:/ /ag.ny.gov/press-release/ag-
schneiderman-anounces-indictment-
against-pharmacy-owner-pharmacist-
and-three.

Binghamton-Area Transport
Company and Owners Sentenced for
Stealing from Medicaid and Failing
to Secure Workers” Compensation
Insurance—November 15, 2017—
Two defendants and a medi-van and
taxi company were sentenced after
fraudulently receiving Medicaid
funds and knowingly operating
transportation services without
workers’ compensation insurance.
The defendants forfeited and
released $455,604 to the Attorney
General’s Medicaid Fraud Control
Unit, which was being withheld by
the New York State Department of
Health, and each will pay $50,000
in restitution. Additionally, one
defendant was sentenced to five
years’ probation, another to one year
of conditional discharge, and the
transport company to three years
conditional discharge. The sentences
stem from one defendant’s guilty plea
to Offering a False Instrument for
Filing in the Second Degree, a New
York penal law violation, and guilty
pleas by the other defendant and the
transportation company to Effect
of Failure to Secure Compensation,

a violation under the Workers’
Compensation law. https:/ /ag.ny.
gov/press-release/ag-schneiderman-
announces-sentencing-binghamton-
area-transport-company-and-owners.

N.Y. A.G. Files for National
Injunction to Block the President’s
Unlawful Rollback of Birth Control
Rule—November 10, 2017—Several
State Attorneys General, including
New York’s Attorney General,
filed a petition for a nationwide
injunction to protect access to birth

control and to halt the Presidential
Administration’s rules seeking to
roll back the Affordable Care Act’s
contraceptive coverage mandate.
The Trump Administration’s rules
would allow employers to opt out of
the contraceptive coverage mandate.
New York has regulations in place

to protect contraceptive access, but
these regulations do not apply to
self-funded insurance plans governed
under federal law. The injunction
was sought following a federal
lawsuit filed by the same Attorneys
General earlier in November 2017.
https://ag.ny.gov/press-release/
attorney-general-schneiderman-files-
national-injunction-block-trump-
administrations.

Rochester Man Sentenced for
Stealing From and Defrauding
Medicaid—November 9, 2017—A
Rochester man pled guilty to
Falsifying Business Records in
the First Degree, a class E felony,
after submitting false timesheets
claiming that he provided home
care services to a disabled Medicaid
recipient when he never made
such home visits, resulting in over
$6,000 in payments improperly
billed to Medicaid. The Attorney
General'’s investigation, conducted
by the Medicaid Fraud Control Unit
(MFECU), revealed that the man
submitted false timesheets for at
least three months indicating he had
provided daily personal care services
to the Medicaid recipient in Geneva,
New York; in fact, he had been 40
miles away in Rochester, New York
when the services were supposedly
rendered. He was adjudicated as a
second felony offender due to two
prior felony convictions, and was
sentenced to 1%z to 3 years in state
prison. https://ag.ny.gov/press-
release/ag-schneiderman-announces-
sentencing-rochester-man-stealing-
and-defrauding-medicaid.

Registered Nurse Convicted
of Stealing Over $390,000 From
Medicaid Sentenced—November
2,2017—A private duty Registered
Nurse pled guilty to Grand Larceny
in the Third Degree, a class D Felony,
for submitting false claims for private

duty nursing services he never
provided to Medicaid recipients
over a nearly five-year period. The
nurse submitted claims for payment
to Medicaid between August 2010
and January 2015, resulting in over
$390,000 in improper Medicaid
payments. Claims were submitted
to Medicaid when recipients were
in the hospital, when another

nurse provided the care, when the
registered nurse was in Europe or
providing care to another recipient,
and for periods of time when an
unlicensed person provided care.
https:/ /ag.ny.gov/press-release/
ag-schneiderman-announces-jail-
sentence-registered-nurse-convicted-
stealing-over.

Former Nursing Home Resident
Who Sexually Abused Disabled
Resident at Same Facility Pleads
Guilty—November 1, 2017—A
former nursing home resident
and patient at a nursing home in
Cooperstown, New York, pled guilty
to Sexual Abuse in the First Degree, a
class D felony, for sexually abusing a
disabled resident at the same nursing
home facility. While the 79-year-old
patient was at the nursing home, he
subjected another elderly disabled
resident to unwanted sexual contact.
The former resident was sentenced
to two years in state prison, three
years’ post-release supervision and
will have to register as a sex offender.
https:/ /ag.ny.gov/press-release/
ag-schneiderman-announces-guilty-
plea-former-nursing-home-resident-
who-sexually-abused.

Settlement with Molina
Health Care to Address Language
And Communication Access
Deficiencies—QOctober 31, 2017—
Central New York health insurer,
Molina Health Care of New York
(“Molina”), formerly Total Care of
New York (“Total Care”), reached
a settlement with New York’s
Attorney General following claims
that the insurer failed to provide
legally required information
and notices to Limited English
Proficiency (LEP) enrollees. Under
federal and state law, health plans
are required to provide enrollment
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notices and information in an easily
understandable manner, translate
materials depending on the language
needs of enrollees, and provide free
interpretation services. As a result of
the settlement, Molina will need to
remove language and communication
barriers and pay a $25,000 civil
penalty to New York State. https://
ag.ny.gov/press-release/ag-
schneiderman-announces-settlement-
molina-health-care-address-language-
and.

Guilty Pleas and Convictions for
Owners of Albany Transportation
Companies for Stealing Thousands
in a Medicaid Transit Scam—
October 31, 2017—Two owners of
Albany transportation companies
pled guilty to grand larceny for
defrauding Medicaid by transporting
Medicaid recipients to fictitious
medical appointments. The Attorney
General’s undercover investigation
of the companies revealed over
$50,000 in improper Medicaid
payments for fraudulent claims for
transportation services that were
never provided. https://ag.ny.gov/
press-release/operation-ghost-ride-
ag-schneiderman-announces-guilty-
pleas-and-convictions-owners.

Nurse Arrested for Failing
to Give Critical Medications to
Nursing Home Residents—QOctober
26, 2017—A Brewster, New York
Licensed Practical Nurse was arrested
for failing to administer prescribed
medications to three disabled
residents. The nurse allegedly failed
to administer critical medications to
these three patients but made entries
into their medical records indicating
the medications were administered.
The nurse pled not guilty to three
counts of Endangering the Welfare
of an Incompetent or Physically

Disabled Person in the First Degree,
a class E Felony, three counts of
Falsifying Business Records in the
First Degree, a class E Felony, and
three counts of Willful Violation

of Health Laws, a misdemeanor.
https://ag.ny.gov/press-release/
ag-schneiderman-announces-
nurse-arrest-failing-give-critical-
medications-nursing-home.

Rochester Man Arrested for
Misusing Medicaid To Sell Opioid
Prescriptions—October 25, 2017—A
Rochester man was arrested for
allegedly using Medicaid benefits to
illegally fill Oxycodone prescriptions.
The pills were allegedly sold to drug
dealers in the Rochester area. The
man faces up to nine years in prison
for charges of Criminal Possession
and Sale of a Controlled Substance in
the Third Degree, both B felonies, and
Grand Larceny in the Third Degree, a
class D felony. The Attorney General
launched its investigation after the
Drug Enforcement Agency (DEA)
received an anonymous tip. The man
allegedly purchased 25 prescriptions
for Oxycodone, adding up to
12,500 pills, and costing Medicaid
$12,437.62. https:/ /ag.ny.gov/press-
release/ag-schneiderman-announces-
arrest-rochester-man-misusing-
medicaid-sell-opioid.

New York A.G., Coalition of AGs
Seek Emergency Injunction Over
Health Care Subsidies—October 18,
2017—Several Attorneys General,
including New York’s Attorney
General, filed a motion to compel
the President’s Administration to
pay health care subsidies after the
Administration refused to make
October cost-sharing reduction
payments required under the
Affordable Care Act. These payments

reduce co-payments, deductibles,
and other out-of-pocket expenses.
New York insurance plans face a
loss of millions of dollars budgeted
to come from these subsidies
destabilizing the health care market.
New York’s Attorney General called
the Administration’s decision to cut
these subsidies “reckless, dangerous,
—and illegal[.]” https:/ /ag.ny.gov/
press-release/attorney-general-
schneiderman-coalition-ags-seek-
emergency-injunction-over-health-
care.

New York State Office of the
Medicaid Inspector General
Update

Compiled by Eric Dyer

OMIG Plays Critical Role in
Multi-Agency Takedown of Massive
$146M Health Care Fraud Scheme—
December 8, 2017—https:/ /www.
omig.ny.gov /latest-news/1080-omig-
plays-critical-role-in-multi-agency-
takedown-of-massive-146m-health-
care-fraud-scheme.

OMIG Posts Webinar for 2017
Mandatory Compliance Programs
& Deficit Reduction Act of 2005
Certification Process—November 27,
2017—https:/ /omig.ny.gov /latest-
news/1077-omig-posts-webinar-
for-2017-mandatory-compliance-
programs-deficit-reduction-act-of-
2005-certification-process.

OMIG Posts 2017 Managed
Care Annual Program Integrity
Report Information and Submission
Instructions—November 27,
2017—https:/ /omig.ny.gov/
latest-news/1078-omig-posts-2017-
managed-care-annual-program-
integrity-report-information-and-
submission-instructions.
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For Your Information
By Claudia O. Torrey

Just a thought—I am sure by now you are aware that
Amazon, Berkshire Hathaway, and JPMorgan Chase an-
nounced in January 2018 that they are working together
to address rising health care costs for their employees
by attempting to take the “profit motive” out of health
care. When the initial announcement was made, the
thinking was that the sheer size of the companies would
introduce the resources and scaling needed to tackle the
issue via an independent company free from constraints
and profit-making incentives. Thus, one of the initial
goals will be to utilize technological solutions (probably
yet to be developed) to help lower health care costs and
“de-commercialize” the health insurance system. Such
partnerships could be a “new dawn” in other areas of the
healthcare arena; for example, Amazon has been selling
items such as thermometers and Tylenol for some time on
its website.

Berkshire Hathaway Chairman Warren Buffett calls
healthcare costs “a hungry tapeworm on the American
economy.” Although an excellent observation, the Ama-
zon, Berkshire Hathaway, JPMorgan Chase employee col-
lective will only benefit about 1.1 million people (maybe 1
percent of the total American population).! Thus, another
reason why our nation’s politicians should be looking at
universal health care (which I stated in a column a few
months ago) or a “Medicare for all” approach!

In February 2018, the Trump administration released
a proposed rule that would expand the availability of
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short-term, limited-duration health insurance plans.2
These policies tend not to have the Affordable Care Act
(ACA) protections, including such things as non-coverage
of pre-existing conditions and denial of coverage based
upon medical history. This type of “undercut” without

a meaningful replacement potentially undermines the
health of many people, as well as potentially destabilizing
the health insurance market.

The short-term “massacre” comes on the heels of
similar changes to association health insurance plans;?
together, these proposed rules would tend to take healthy
consumers from ACA plans and leave behind a sicker, po-
tentially older population for a costlier health care market.
Quoting Jamie Dimon, Chairman and CEO of JPMorgan
Chase, “[o]ur people want transparency, knowledge and
control when it comes to managing their healthcare,...our
goal is to create solutions that benefit our U.S. employees,
their families and, potentially, all Americans.”

Endnotes

1. https:/ /www.cnbe.com/2018/01/30/amazon-berkshire-
hathaway-and-jpmorgan-chase-to-partner-on-us-employee-health-
care.html.

Vol. 83 Fed. Reg. No. 35 (Feb. 21, 2018, pp. 7437-7447).
3. Vol. 83 Fed. Reg. No. 4 (Jan. 5, 2018, pp. 614-636).

CLAupIA TORREY is a Charter Member of the Health Law Section.

Already a NYSBA member with free access
to Fastcase legal research?

Upgrade now to also access NYSBA Online
Publications Library on the Fastcase database.
Visit www.nysba.org/fastcase

With a subscription to the NYSBA Online Publications Library, you can browse or search NYSBA legal publications, such as the complete
award-winning Practical Skills Series, and quickly link to the cases and statutes cited through Fastcase. In addition to traditional legal research,
attorneys will enjoy online access to over 60 practice-oriented professional publications covering many different areas of practice. The NYSBA
Online Publications Library is not available on any other online platform.

Get the complete NYSBA Online Publications Library and enjoy exclusive members-only savings that will more than cover your membership
dues. And, your annual subscription includes all updates during the subscription period to existing titles as well as new titles — at no extra cost!
Subscriptions to individual titles are also available.

A member subscription is a fraction of the cost of the complete hardbound library. For more information visit www.nysba.org/fastcase.

Not yet a NYSBA member?
) Join now at www.nysba.org/whynysba

NYSBA Health Law Journal | Spring 2018 | Vol. 23 | No. 1 27



Ethical Implications of Right to Try Legislation

By Lisa Kearns

Introduction

For decades terminally and seriously ill patients have
been able to use investigational drugs before they have re-
ceived FDA approval through the agency’s expanded ac-
cess program. In 2014, a libertarian organization launched
the “right to try” movement in an effort to speed up this
process. As part of that effort it has painted the FDA as
an unnecessary bureaucratic impediment that interferes
with patients” autonomy to decide whether to try an ex-
perimental drug. The group promoted model state legis-
lation that purports to remove the federal roadblock from
the expanded access process. Since the effort began, 38
states have enacted right to try laws. Ten more states have
bills pending, and federal legislation is currently under
consideration.

The constitutionality of the state laws has been called
into question, as they may violate federal regulations
governing the use and shipment of investigational drugs.
Abill that would remedy this is currently pending in the
Senate. Yet while a federal law might solve conflicts be-
tween state law and federal policy, it would do nothing to
address unethical provisions in state laws. These include
provisions that would allow access to agents with insuf-
ficient safety and efficacy data or ones that would permit
insurers to deny coverage for certain services—or deny
coverage altogether—to patients who avail themselves of
drugs under right to try.

Right to try is in flux, as the future of the Senate bill
is unclear. I discuss the current landscape and its history,
and raise practical and ethical concerns along the way. I
conclude with some best guesses about what the future of
right to try might be.

History of Right to Try

The U.S. Food and Drug Administration’s (FDA)
expanded access program allows patients, in certain cir-
cumstances, to use investigational drugs, devices, and
biologics before they have been approved by the agency.
They must have serious or life-threatening diseases or
conditions and be unable to participate in a clinical trial
for the drug being sought; there must be no satisfactory
alternative to the drug, and its use must not interfere
with its clinical development; and the FDA must have
determined both that the drug does not pose a greater
risk to the patient than does the disease or condition and
that there is satisfactory evidence that it is safe and effec-
tive for patients to use. The program allows individual
(single) patients, intermediate size groups (more than one
person but a maximum number is not defined), and larg-
er cohorts (“widespread” use) access to investigational
drugs, when permitted by the products’ developers.!

Very generally, this is the process for single patient
expanded access, also known as compassionate use: A pa-
tient’s physician requests an investigational drug from its
manufacturer. If the manufacturer agrees to provide the
drug, the physician submits the request to the FDA. Af-
ter the FDA has signed off, an institutional review board
(IRB) must approve the application (with exceptions for
emergency requests). Of note, the FDA allows 99% of re-
quests to proceed, and does so in a median of four days,
or in less than a day for emergencies.?

The right to try movement was launched in 2014 by
the libertarian Goldwater Institute to speed up this pro-
cess by eliminating FDA’s role in it. Goldwater and right
to try proponents frame the pre-approval access issue as
one of personal autonomy. Despite the fact that a drug’s
manufacturer must agree to provide the drug being
sought, and ignoring the FDA's proven track record of ap-
proving nearly all requests, they consistently portray the
agency as infringing on dying patients’ liberty to access
potentially lifesaving drugs. Eliminating FDA oversight,
they argue, would reduce the amount of time between a
patient requesting and receiving a drug.

Right to try began as a state legislative movement.
Goldwater drafted a model bill,® under which terminally
ill patients, through their doctors, could request access to
investigational products from pharmaceutical companies
without having to then secure FDA approval, and pro-
moted it to state legislators. The first right to try law was
enacted in May 2014 in Colorado. Currently 38 states have
laws,* 10 states have bills pending (New York among
them), and federal legislation is under consideration in
Congress. All hew closely to the Goldwater model.

Right to Try Legislation: Cons

All state laws and bills contain provisions that are
ethically troubling because of their potential to cause
harm to patients. One such provision stipulates that in-
surers are not required to pay for drugs obtained through
right to try. And although manufacturers are limited by
federal regulation in what they may charge for these
drugs,® no state law includes a mechanism to provide
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funding for costs attendant to using an investigational
drug, such as hospital, office, or physicians’ fees, the
cost to administer the drug, transportation and lodging
to procure/receive the agent, loss of work, and the like.
Thus, a right to try law may either be useless to patients
or could lead to considerable debt.

A second provision of all laws and bills allows pa-
tients to access drugs after they have passed only Phase
1 of clinical testing. At this point in drug development,
very little safety, much less efficacy, data is known.® Op-
ponents of right to try point to this provision to support
arguments that obtaining true informed consent is dif-
ficult, if not impossible, under right to try legislation. Sec.
1.(2)(d)(iv) of the model bill stipulates that informed con-
sent must include “a description of the potentially best
and worst outcomes of using the investigational drug...
and a realistic description of the most likely outcome....
The description shall be based on the physician’s knowl-
edge of the proposed treatment in conjunction with an
awareness of the patient’s condition.” Because of the
scant amount of data available after Phase 1, a realistic
description of outcomes is impossible. For the same rea-
son, a physician’s knowledge at this point would be quite
limited, particularly clinical insight about how an early
phase investigational agent would work in a very ill
patient, who may be taking other medications or whose
immune system may be weakened from treatments such
as chemotherapy. Consider, too, that information about
a company’s drugs in development is largely considered
proprietary. Any physician who was not part of a drug’s
clinical trials would likely not know enough about it to
have adequate knowledge of its effects.

Right to try critics note that FDA staff, given their
involvement in the clinical trials process, often have ac-
cess to exclusive information about investigational drugs
that physicians and patients do not, putting them in a
unique position to better evaluate the risks and benefits
of using such a drug. As neutral third parties, their only
role in the review process is to safeguard the interests of
patients. A survey published last year found that in more
than 10% of expanded access protocols submitted to
the FDA for approval, the agency recommended adjust-
ments—to dose, dosing schedule, or safety monitoring—
to the protocol. By eliminating this expertise from the ex-
panded access process, right to try removes an important
patient protection.

Even more troubling is the fact that no right to try
law or bill requires manufacturers to provide the inves-
tigational drug being requested. There are many reasons
why companies, especially smaller ones, may be reluc-
tant to do so, including insufficient supply, insufficient
personnel or resources to manage requests, fear of divert-
ing drugs from trials, and the like. This lack of a mandate
is why critics deem right to try “hollow” legislation that
lures dying patients with “false hope” of access to experi-
mental drugs.’

All 38 state right to try laws and the pending bills
mirror provisions in the model bill described above. Some
states and bills echo additional ethically concerning pro-
visions. Current bills in the New York State legislature
illustrate some of the more egregious provisions.

New York State Right to Try Bills

Right to try bills were introduced in New York in
2015. Assembly Bill 6889 was introduced on April 8,8 and
Senate Bill 4716 was introduced two days later.” Each was
referred to its respective Health committee, from which
neither advanced. Both ultimately died when the legisla-
tive session ended at the end of 2016. New bills were re-
introduced in January 2017: S2044 in the Senate,'® A3932
in the Assembly.!! The Senate bill’s text is identical to its
earlier version’s, as is the Assembly’s. They both are cur-
rently in their respective Health committees.

New York’s Senate bill contains three provisions that
right to try opponents consider to be especially harmful
to patients: one allows insurers to deny coverage for hos-
pice care for patients using drugs obtained under right to
try; a second allows denial of coverage for in-home health
care; and the third allows denial of insurance coverage
altogether while a patient undergoes treatment with an
investigational product and for up to six months after
treatment ends. (A3932 does not contain the in-home
health care provision.)

Nineteen state laws join New York in allowing insur-
ers to deny coverage for hospice care to patients using
drugs under right to try. As critics of the legislation have
noted, the FDA’s expanded access program was created
so that “terminal patients can legally seek access to inves-
tigational products outside of clinical trials (indeed, the
entire point of right to try is to make this quest faster and
easier), so there is no basis for subjecting these patients
to harsh consequences for their choice to try to live lon-
ger.”12 Goldwater representatives have responded to this
criticism by shifting blame for the provision to Medicaid
and other insurance regulations that require patients en-
tering hospice care to forgo all therapeutic treatment.!3
In response, critics have noted that there’s a difference
between the scenarios for hospice, in which terminally ill
patients voluntarily forgo further curative treatment, and
right to try, under which patients are actively trying to
save their lives.

Seven states share New York’s 52044 provision that
would allow loss of coverage for in-home health care.
Oddly, as patients battle the life-threatening diseases or
conditions that make them eligible for access to drugs
under right to try, these states would permit insurers to
deny coverage for a service that may give them a better
chance of success with those drugs. That the agents may
have completed only Phase 1 testing, when potential side
effects may be unknown, makes patients more at risk for
adverse events that could require medical assistance at
home.
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The provision that allows denial of insurance cover-
age altogether is perhaps the most patient-hostile provi-
sion in all right to try law and bills. Four states and three
bills, including 52044, have this provision, which could
leave patients treated under such a law liable for costs of
doctor visits for flu or sprained ankles, common surger-
ies, or diagnostic procedures.

Right-to-Try Legislation: Pros

All right to try legislation requires a fairly extensive
written informed consent form to be signed by patients
(or a guardian or surrogate). Which provisions must be
included differs by state, although most consent require-
ments, including those in both of New York’s bills, echo
the Goldwater model. As previously noted, using drugs
that have completed just Phase 1 testing poses challenges
to informed consent. Other concerns about the validity of
consent in this context include whether any patient facing
death can adequately weigh risks and benefits of a treat-
ment, and whether therapeutic misconception, or mises-
timation, is possible to overcome in terminal patients.!*
Setting aside those concerns, a provision in many laws
and bills that consent forms must state that “new, unan-
ticipated, different, or worse symptoms might result and
that death could be hastened by the proposed treatment”
is straightforward and appropriate.

Oregon’s law has several patient-centric provisions,
including one requiring physicians to refer any patient
who they suspect might be suffering from mental im-
pairment to an appropriate mental health expert. It also
stipulates that witnesses to informed consent must not
be eligible for a share of the patient’s estate. Oregon also
requires that certain information about patients accessing
drugs through right to try be reported to the state health
authority. (Calls and emails to determine whether such
reports had been filed were not returned.)

Perhaps the most beneficial, albeit unintended, con-
sequence of right to try legislation is the awareness it has
raised about the FDA'’s expanded access program—that
it has informed patients that drugs can be obtained from
developers before they have received FDA approval. Crit-
ics maintain that no patients have obtained drugs under
right to try that they could not have obtained via the FDA
program;15 those who claim to have done so in fact may
have accessed them through existing expanded access
channels and mistakenly considered it to be right to try.
Opponents of right to try who instead favor improving
the FDA program frequently recommend establishing
better education and outreach about the program.

Federal Right to Try Legislation

All state laws share what may be considered a fatal
flaw: they are subject to preemption by federal, in this
case FDA, regulation. Under Article VI of the Constitu-
tion, “the Laws of the United States...shall be the su-
preme Law of the Land; and the Judges in every State

shall be bound thereby, any Thing in the Constitution or
Laws of any State to the Contrary notwithstanding.” 16
Federal preemption could be one explanation for why no
one has accessed investigational products via the state
laws in the nearly four years since the first one was enact-
ed. (The lack of a requirement that companies provide the
drugs being sought is an obvious, and more likely, second
explanation.)

Since early July 2015, pro-right-to-try legislators have
attempted to neutralize the preemption threat by mak-
ing right to try the law of the land, not just of individual
states. Bills were introduced in both houses, although
none advanced very far. Then, in 2017, federal right to try
legislation finally gained traction. Wisconsin Republican
Ron Johnson introduced S20417 in January that year; it
was referred to the Committee on Health, Education, La-
bor, and Pensions, where it sat until summer. In August,
Johnson threatened to hold up a vote on a crucial FDA
funding reauthorization bill unless his right to try bill re-
ceived a unanimous consent vote, a legislative maneuver
through which no debate on a bill is allowed and a single
nay vote blocks it from advancing.!® His gambit succeed-
ed, and 5204 advanced out of the Senate on August 3 and
was referred to the House Energy and Commerce Com-
mittee, where it is now. Of note, S204 had been amended
since first introduced to allow for, among other things,
adverse event reporting requirements in some instances
and FDA use of this information under certain conditions.

Proponents of right to try got a forceful new ally in
January 2018, when President Trump endorsed the federal
legislation in his first State of the Union address. In Febru-
ary he was pressuring Energy and Commerce Chair Greg
Walden to advance 5204, according to news reports.1?
Critics did not keep silent: A group of health and ethics
academics sent a letter with more than 300 signatures
to Walden and Energy and Commerce ranking member
Frank Pallone, expressing their ethical concerns with
S204.20 The following day 38 patient advocacy groups
sent a letter expressing opposition to the bill to House
leadership.?!

The House was reported to be working on a compro-
mise version of S204 when, just before midnight on March
9, 2018, it instead issued HR5247.221t is similar to S204 but
includes a narrower definition of “eligible patient” and
stronger adverse event reporting requirements, among
other provisions. Speaker Paul Ryan brought HR5247
to a full floor fast-track “suspension of the rules” vote
four days later. Suspension of the rules votes, which are
usually reserved for non-controversial measures, require
a two-thirds majority to pass. The bill failed. On March
21, it was brought to another vote in the House, this time
under “regular order,” by which it would require a simple
majority to pass;?? it passed, 267-149, and, with House ap-
proval, right to try legislation was once again before the
Senate. During this all, critics and supporters continued
to passionately defend their positions. Finally, in the early
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morning of March 23, Johnson tried to pass the bill via
unanimous consent once again. This time the manuever
failed, and HR5247 has been put on the Senate legislative
calendar.

Conclusion: Current Right-to-Try Landscape

What will happen next is unclear. It is unknown if or
when the Senate will take up the House bill or to which
committee it might be referred for further deliberation.
The Senate could also decide to pass 5204, the original
Senate bill, as is, and send it to the president to sign. It is
also possible that nothing further will happen with right
to try in this legislative session, as both chambers turn
their attention to the midterm elections in November.

Critics of right to try remain concerned that a federal
law could mean that patients who use investigational
drugs would be subject to the harmful provisions in their
respective state laws. Others take comfort in the belief
that a federal law, for all the political posturing, would
have little effect on the expanded access landscape, since
the FDA already approves the vast majority of such re-
quests.?* Still others fear that, because right to try would
coexist alongside the FDA program,?® confusion over
how patients should access investigational products and
under which program a company should provide them
would result. Such confusion could lead companies to
decline to provide them altogether, even under the FDA
program. Meanwhile, advocates are optimistic that a
federal law will be enacted. At the same time they worry
that, after the extensive revisions it has been undergoing,
it would resemble too closely the existing FDA program.
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AN ACT

To authorize the use of eligible investigational drugs by
eligible patients who have been diagnosed with a stage
of a disease or condition in which there is reasonable
likelihood that death will ocecur within a matter of
months, or with another eligible illness, and for other

purposes.
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Be it enacted by the Senate and House of Representa-

twes of the United States of America in Congress assembled,
SECTION 1. SHORT TITLE.

This Act may be cited as the “Trickett Wendler,
Frank Mongiello, Jordan McLinn, and Matthew Bellina
Right to Try Aect of 2018”.

SEC. 2. USE OF UNAPPROVED INVESTIGATIONAL DRUGS BY
PATIENTS DIAGNOSED WITH A TERMINAL
ILLNESS.

(a) IN GENERAL.—Subchapter E of chapter V of the
Federal Food, Drug, and Cosmetic Act (21 U.S.C. 360bbb
et seq.) 18 amended by inserting after section 561A (21
U.S.C. 360bbb-0) the following:

“SEC. 561B. INVESTIGA;I‘IONAL DRUGS FOR USE BY ELIGI-
BLE PATIENTS.
“(a) DEFINITIONS.—For purposes of this section:
“(1) The term ‘eligible patient’ means a pa-
tient—
“(A) who has been diagnosed with an eligi-
ble illness;
“(B) who has exhausted approved treat-
ment options and is not ehgible to participate
In (for a reason such as the patient not meeting
melusion criteria) a elinical trial designed to

evaluate an imvestigational drug for the treat-

*HR 5247 EH
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ment. of such elig“iblel 1lness with which the pa-
tient has been diagnosed, ncluding one involv-
mg the clgible nvestigational drug, or for
whom participation i such a elinical trial is not
feasible (for a reason such as a lack of geo-
ographic proxamity to the chnieal trial), as cer-
tified by a physician, whe- -
“(i} 18 m good standing with the phy.
 sician’s licensing organization or board;
and
“(u) will not be compensated for go
certifying; and
“{C) who has provided to the treating phy-

giclan written informed eonsent, as deseribed m

part 50 of title 21, Code of Hederal Repolations

(or any sueeessor regnlations), regarding the el-

1gible mvestigational drug, or, as appheabie, on

whose hehalf a legally authorized representative
of the patient has provided such consent.

“(2) The term ‘eligible investigatwnal drog’
means an invegtigational drug (as sueh lerm is used
in seetion 561)—

“(A) for which a phuase 1 elindcal trial has

heen completed;

“HR 5247 EH
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“(B) that has not been approved or h-
censed for any use under section 505 of this
Act or section 351 of the Public Health Servies
Act;

C)() for which an application has been
filed under section H056(h) of this Act or section
351(a) of the Public Health Service Act, as ap-
pheable, that 18 active; or

“{1) that ig under investigation in a chin-
ieal trial that—

“(1} is mtended to form the primary
hasis of a claim of effectiveness In sapport

of approval or hcensure under seetion 505

of tlug Acl or sectaon 351 of the Pubhle

Health Sewi:?.e_ Act; and

“II) 18 the subject of an aclive mves-
tigational new dmyg application under sec-

{ton 505(1) of this Aet or scetion 351{a)(3)

of the Public Health Service Act, as appl-

cable; and

“(D) the active development or production
of which—

“(1) is ongoing;
“(1) hag not been discontinued by the

manufacturer; and

«HR 5247 EH

Continued on page 41
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Continued from page 36 .
1 “(iti) is not the subject of a clinical
2 hold wunder the vegulations implementing
3 section 505{1)} or section 301(u}{(8) of the
4 Public Health Serviee Act, as applicable.
h] “(3) The term ‘phase 1 trial” means a phasge 1
6 ehnieal investigation of a drug as deserbed in sec-
7 tion 312,21 of litle 21, Code of Federal Regulations
8 (or any suceessor regulations).
9 “{4) The term ‘eligible liness’ wicans- - -
10 “(A) a stage of a disease or conditlon in
11 which there 1g reasonable hkelihood that death
12 | will oceur within s matter of months; or
13 “(B) a digease or condition that would re-
14 salt m giemificant rreversible morbidity that is
15 likely to lead to severely premature death.
16 “(hY ALTERNATIVE PATHWAY Tor Erigmnn Pa-
17 TmNTS WITH A TERMINAL [LLNESS. - -
18 “{1) INn  ouNeraAT.—Hhgible  investigational
19 drugs provided to ehgble patients wn eomphianee
20 with Lthis section are exempl from seetions H02(f),
21 503(b)(4), and subscetions (a) and (1) of gection 505
22 of this Act, and section 351(a) of the Publie Heaith
23 Service Act so long as the eonditions speeified in
24 paragraphs (2), (3), and {4) are met with respeet to
25 the provision of sueh mvestigational drgs.

«HR. 3247 EH
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“{2) COMPLIANCE WITH CERTAIN RRGULA-
TIONS.—The condifions specified in this paragraph,
with respeel to an eligible investigational dmg re-
fer];'ed to in paragraph (1), are that—

“(A) the eligible investigational drug is la-
beled in accordance with section 312.6 of title

21, Code of Federal Regulations (or any suc-

cessor regulations); and

“{B) the provision of such eligible inves-

Ugailonal drug ccears in compliance with the

appheable requirements set forth in sections

312.7 and 312.8(d)(1) of title 21, Code of Hed-

eral Regnlations (or any suceessor regulations)

thal apply to investipational drmgs, subject to

paragraph (5).

“{3) NorwicaTion.—The econdition specified in
this paragraph, with regpeet to an chgible investiga-
tional drug referred to in paragraph (1), 18 that the
sponsor of sach eligible investigational drmg notifies
the Sceretary of the provision of such eligible inves-
figational drng for wse by an eligible patient pursu-
ant to this scclion. Such notification shall be sub-
mitted within 7 business days ol the provision of

such. eligihle wvestigational drg as correspondence

~TR 5247 WH
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to the tnvestigational new drug application deseribed
in subseetion (a)(2). |

“(4) ADVERSE EVENT REPORTING-The condi-
tion specified in this paragraph, with respeet to an
eligible investigational drug referred to in pn.fa.gra.ph
(1), is that the sponsor or manufacturer of snch eli-
sible mvestigational drug has rveqmred, as a condi-
tion of providing the drug to a physician for nse by
au cligible patient pursuant to this seclion, that such
physician will immediately 'L'ebort to such sponsor or
manufacturer any serious adverse events, as such
term g defined in section 312.32 of title 21, Code
of Federal Regulations (or any successor regola-
tions), associnted with the use of the ehgible inves-
ligational dmg by the cligible patient.

“(5) APPLICATION. -Hor purposes of thig sec-
Lor, the requirements set forth i secliony 312.7
and 312.8(d)(1) of title 21 of the Code of Tederal
Regulations  (or any suceessor regulalions)  are
deerned Lo apply to any person who manufactures,
dislributes, preseribes, dispenses, mtroduees or deliv-
ers for mtroduclion inte interstate eommerce, or
provides to an ehigible patient an ehgible mvestipu-
tiongl drug pursuant Lo Lhis scefion.

“(e) U oF CLINTCAL UUTCOMES —

«HE 5247 EH
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“(1) Lv GENERAL—Notwithstanding any other

provision of this Act, the Public Health Service Act,
or any other provision of Federal law, the Seeretary
may not use a clinieal cutcome associated with the |
use of an eligible investigational drug pursuant to
thas section o delay or adversely affect the review or
approval of such drug under seclion 505 of this Acl
or section 351 of the Public Health Service Act tn-
less—

“({A) the Secretary makes a determination,

m accordance with paragraph (2), thal use of

such elinical outcome 1s enmtical to determining

the safety of the ehigible invesligalional drug; or
“(B) the sponsor requests nge of such out-

COMES.

“(2) LmmrraTroN —IFf the Secretary makes a
determination under paragraph (13(A), Lhe Sec-
retary shall provide written notice of such deter-
mination to the sponsor, including a public health
justification for guch deferminafion, and such notice
shall be made part of the administrative record.
Sueh determination ghall not be delegated bhelow the
director of the agency cenler that is charged with
the premarket review of the eligible mwvestigational

drug.

AR 62347 TH
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“‘(d_) REPoRTING.—The manufacturer or spongor of
an eligible investigational drug that provides an chgible
investigational drug pursuanl to this section shall post on
the same publicly available internet websile used by the
manufaciurer for purposes of seetion SGTAU}) an anmal
gurmmary of any provision by the manufactorer or sponsor
of an eligible investigational drg under this seclion. The
summary shall imchade the number of requests veceived,
the nwmnber of requests granted, the number of patients
freated, the therapeutic arca of the drug made available,
and any kiown or suspected serious adverse evenls, as
such term s defined in scetion 312.32 of title 21, Code
of Ifederal Regnlations {or any snecessor regulations), as-
sociated with the use of the eligible mvestigational drug.
“e) RULE 0F CONSTRUCTION ~—Notiung in this see-
tion shall be consirued as limiting the anthority of the Sec-
retury Lo require mannfactirers or sponsors ol mvesliga-
tional drugs to review and report mformation relevant fo
the safely of such investigational drmge obtained or other-
wige received by the sponsor pursuant to part 312 of title
21, Code of Federal Regulations (or smecessor regula-

tions).”.
(1 No Liawinrry.—Section 56113 of the Federal
ood, Drug, and Cosmetic Act, as added by subsection

(), is amended by adding at the end the following:

=R 5247 EX
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“Uf) TIARILITY.—

“{1) ALLEGED ACTS OR OMISSIONS.-—

“(A) MANUFACTURER OR SPONSOR.—NO
manufaetnrer or sponser (or their agent or rep-
resentative) of an investigational drug shall be

liable for any alleged act or omission related to

the provision of such dmg to a single paticnt or

small gronp of patients for treatment nse in ae-
cordance with subsection (b) or (¢) of scction
561 or the prowvision of an eligible mvestiga-
tional drog to an cligible patient in aceordance
with this section, melnding, with respect to the
provigion of an mvestigational drug under sce-
tion H61 or an ebgible nvestigational drmg
under this section, the reporting of safety infor-
mation, [rom climeal lrials or any ofher source,
ag required by section 312.32 of tatle 21, Code
of Federal Regulalions (or any suceessor regu-
lations).
“(B) P1iySICIAN, CLINICAL INVESTIGATOR,
OR HOSPITAL.—
“(i} No licensed physician, clinical in-
vestigator, or hospital shall be liable for
any alleged act or omission related to the

provigion of an mvestigational drug o a

+«HR 5247 EH
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single patient or small group of patients
[or treatment use in accordance with sub-
section (Y or (¢) of scetion 561, ag de-
seribed in clauge (ii), or the provision of an
eligible investigational drug to an eligible
patient in accordance with this seebion, un-
less such act or omission constitutes on the
part of guch physictan, clinteal investigalor,
or hosgpital with respect fo such investiga-
tional dmg  or cligible invesiigational
drug—

“(1y  widlfal  or  crminal  mis-
conduct;

“(1I) recklcss miseonduct;

“(IIT) oross negheence relative to
the ‘(L_pplicdble standard of care and
practice with respeet to the adminis-
trativn or dispensing of snch inves-
tigational dmg; or

“(IVY an inlentional tort uwnder
applicable State law.

“(1) The requrements deseribed in
Lhig clause are the requurements under
subsection (b) or (e) of seetion 561, inelud-

ing—
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1 “(1) the reporiing of safely infor-
2 mation, from clinical trials or any
3 other source, as required by wmection
4 312.32 of title 21, Code of PFederal
5 Ragulations {or any suceessor regnla-
b tlons);

7 “(II) ensuring that the informed
8 consent, requirements ol parlt 50 of
9 title 21, Code of the Federal Regula-
10 - twns {(or any successor reculations) -
11 are met; and

12 “(111) ensuring that review by an
13 institutional review bosrd is obtained
i4 n a mamner consistent with the re-
[ quirements of part 56 of title 21,
16 Code of the Federal Regulations (or
|7 any suceessor regulations).

18 “(2) DETERMINATION NOT TO PROVIDE
19 DRUG—No mamfacturer, sponsgor, licensed physi-
20 cian, clinieal investigator, or hogpital shall be liabls
21 | for determining not to prowvide aceess to an nves-
22 tigational drog under this scetion or for dis-
23 continming any such access that it initially deter-
24 nuned to provide.

25 “03) LaMITATION.—

R 5247 TH
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Demonstrating the Need for Updated Gender
Affirmation Medical Care Policies for Insurers

By Kelly McBride Folkers

Abstract

Section 1557 of the Affordable Care Act prohibits dis-
crimination for health insurance coverage on the basis of
sex. In December of 2016, a federal injunction was placed
on this part of the law, ordering the U.S. Department of
Health and Human Services to temporarily stop enforc-
ing these protections. The Trump administration plans
to continue to roll back protections for transgender and
gender nonconforming (TGNC) individuals. As such,
state anti-discrimination laws and insurance policies will
become more important in order to protect access to gen-
der affirmation care and to prevent TGNC individuals
from being denied health insurance coverage on the basis
of their gender expression. New York is one of 16 states
plus the District of Columbia that prevents exclusions
for medically necessary care for the treatment of gender
dysphoria in both private insurance and Medicaid. How-
ever, many TGNC individuals report that they are denied
coverage for gender affirming services and non-transition
related care despite the existence of these policies. This
review describes federal and New York state law on cov-
erage for gender affirmation care and illustrates the need
for clear updated guidance for insurers so that these poli-
cies can be strengthened in practice.

Introduction

According to an estimate from Williams Institute at
the UCLA School of Law, there are approximately 1.4
million transgender adults living in the United States,
comprising 0.58% of the population. Approximately 0.7%
of youth, or 150,000 individuals aged 13 to 17, identify
as transgender. The largest populations of transgender
people live in California, Texas, New York, and Florida.!
Of these states, New York and California have adopted
formal policies banning insurance coverage exclusions for
gender affirming health care and other anti-transgender
insurance discrimination.? The Williams Institute esti-
mates that the number of adults identifying as transgen-
der has doubled from its previous figure in 2011, which
may be the result of greater public acceptance of trans-
gender and gender non-conforming (TGNC) individuals
in American society.’ Transgender individuals in the 18
to 24 age bracket were more likely than older adults to
publicly identify as such, which may be in part attributed
to an acceptance among young adults that gender is not a
binary concept. These estimates give weight to the TGNC
community’s call for equity in many policy areas, includ-
ing access to affordable healthcare that meets their dis-
tinct needs and refrains from discriminating against this
population on the basis of gender expression.

New York is one of 16 states and the District of Co-
lumbia that prohibits exclusions for medically necessary
care for the treatment of gender dysphoria in both private
insurance and Medicaid. However, TGNC individuals
report anecdotally that they are often denied coverage for
gender affirming services and non-transition related care
despite the existence of these policies.* According to an
open letter drafted by the Sylvia Rivera Law Project, “...
hundreds of transgender individuals in New York State
have sought gender affirming healthcare and services and
have been wrongfully denied coverage by their health
insurance plans. Denials are coming from commercial and
Medicaid managed care plans.” Social determinants of
health, like poverty, homelessness, and lack of education,
can present additional hurdles for TGNC individuals who
seek gender affirmation care and prevent them from being
able to access and afford health insurance.®

This review describes recent changes in federal and
New York state law on coverage for gender affirmation
care. Despite the existence of these regulatory changes,
there is a need for clear, updated guidance for insurers so
that these policies can be strengthened in practice. As the
Trump administration continues to roll back protections
for LGBTQ+ people, the role of state law in protecting
equitable access to health insurance coverage for gender
affirming care may be more crucial going forward.

Gender Dysphoria Diagnosis and Treatment

In the past decade, healthcare for TGNC people has re-
ceived increased attention as the medical community seeks
to establish evidence-based standards of care for this pop-
ulation. The current edition of the Diagnostic and Statistical
Manual of Mental Disorders (DSM-5) regards “gender dys-
phoria” as a mental health diagnosis, which is defined as
the distress or discomfort that one experiences as the result
of incongruence between experienced and assigned gen-
der.” Gender affirmation care may include mental health
evaluation and treatment, hormone therapy, and surgical
interventions; each of these treatments is individualized
to a specific patient’s needs. Medical and psychosocial
interventions that aim to positively affirm an individual’s
experienced gender identity have been demonstrated to
mitigate the negative psychological effects of gender dys-
phoria.® Without access to care, many TGNC people are at

KeLry McBRIDE FoLkEeRs, MA, is a research associate at the NYU Divi-
sion of Medical Ethics at NYU Langone Health. She is a member of the
the newly formed Gender Affirmation Project, a working group of clini-
cians and bioethicists that aims to identify ethical issues in and analyze
barriers to gender affirmation care.
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risk of self-harm and suicide.” The field of gender affirma-
tion care, however, is hampered by a lack of long-term
outcomes data, on which insurers rely to make decisions
regarding which treatments they will cover.

Federal Policy Landscape

Section 1557 of the Patient Protection and Afford-
able Care Act (ACA) prohibits health insurance coverage
discrimination on the basis of sex by any health program
receiving federal financial assistance.!? Section 1557 was
designed to prevent insurers from charging customers
higher premiums and from denying health insurance
coverage altogether to women or TGNC individuals,
though it did not create any anti-discrimination policies
that have not previously been asserted in court deci-
sions.!! Under Section 1557, the following practices are
illegal: 1) excluding gender affirming or transition related
care from coverage, 2) refusing to enroll an individual,
cancelling coverage, or charging higher rates because
an individual identifies as transgender, and 3) denying
coverage to a TGNC individual that is typically associ-
ated with one gender (i.e., prostate exams for transgender
women or gynecological exams for transgender men).

In December of 2016, a federal injunction was placed on
this part of the law that ordered the U.S. Department of
Health and Human Services (DHHS) to temporarily stop
enforcing these protections, concluding that Section 1557
violates the Administrative Procedure Act and likely vio-
lates the Religious Freedom Restoration Act.'?,!* TGNC
people who experience discrimination are still able to
sue insurance companies or healthcare providers or file a
complaint with DHHS if they face discrimination, but the
federal government is prohibited from enforcing Section
1557. At this time, it is unclear how insurers will respond
to the injunction on Section 1557.

The Trump administration plans to continue to roll
back protections for TGNC individuals, though these pol-
icies are thinly veiled as protecting conscientious objec-
tion rights for health care providers. For example, in Jan-
uary of this year acting DHHS secretary Eric Hargan an-
nounced the proposed creation of the department’s new
Conscience and Religious Freedom Office in the agency’s
Civil Rights Division, which would reverse Obama-era
rules that prohibited health care providers from refusing
to treat transgender people or perform abortions.'* Multi-
ple conscientious objection protections for healthcare pro-
viders have existed since the 1970s, and collectively, they
protect providers from legal repercussions if they object
to participating in any procedure that conflicts with their
religious or moral beliefs.'® The creation of this new of-
fice would serve to strengthen the enforcement of these
protections. According to a response from the Human
Rights Campaign, the creation of this office would protect
providers at the expense of providing healthcare to LG-
BTQ+ individuals and encourage discrimination against
them, thus creating an additional barrier to appropriate
and affordable gender affirmation care for TGNC peo-

ple.!® Conscientious objection protections are meant to
protect providers or entities who object to participating in
or performing certain medical services for an individual
patient that conflict with their moral or religious beliefs.!?
The creation of the Conscience and Religious Freedom Of-
fice would protect conscientious objectors under an even
broader religious refusal policy, allowing them to object
to treating a group of patients on the basis of a moral or
religious belief. DHHS’s Civil Rights Division has focused
on enforcing federal civil rights protections and health
privacy laws, but the creation of the new office would
shift the Division’s resources toward reviewing, respond-
ing to, and punishing organizations accused of prohibit-
ing health care providers from expressing their religious
or moral convictions.'® Broad conscientious objection
protections from the federal government open the door
for health care professionals to deny gender affirmation
or other medical care to individuals on the basis of their
gender expression. TGNC people, however, have few op-
tions for legal recourse if they are unfairly discriminated
against in the healthcare setting.

These changes to federal policy come at a time when
there are increasingly more individuals in the United
States publicly identifying as TGNC, so demand for gen-
der affirmation care is rising. In the current political and
social climate, state anti-discrimination laws and insur-
ance coverage policies may become more important in
order to protect access to gender affirmation care and to
prevent TGNC individuals from being denied health in-
surance coverage on the basis of their gender expression.
However, there is considerable variation in these state
policies, which may be a source of confusion for TGNC
individuals seeking gender affirmation care and for insur-
ers and providers who want to help. For example, New
York’s Medicaid policy allows for the payment of hor-
mone therapy, including puberty suppression and gender
affirming (commonly known as “cross-sex”) hormones,
for patients over the age of 16 with parental informed
consent. But, coverage for youth over the age of 16 and
under the age of 18 must be based on a “determination of
medical necessity by a qualified medical professional.”"
Colorado’s policy dictates that coverage for services for
any patient under the age of 21 will be determined on a
case-by-case basis, depending on the medical necessity of
the treatment.?’ Both of these states prohibit transgender
exclusions in Medicaid and private insurance, yet there
is considerable room for individual interpretation in
each policy as the definition of “medical necessity” var-
ies state-by-state.?! One insurer could conceivably cover
gender affirming treatment if its deemed necessary to
prevent mental illness in a TGNC youth, while another
could deny coverage if the treatment plan is not fully in
line with accepted standard of care practices. Addition-
ally, puberty suppression treatment can be indicated for
children as young as 9, depending on the age at which a
patient enters puberty.?? Depending on the severity of the
child’s gender dysphoria, it may be beneficial to begin
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puberty suppression treatment at the earliest sign of pu-
berty to prevent the development of secondary sex char-
acteristics that may cause the child to experience mental
distress. State Medicaid policies, then, may not reflect
clinical guidelines for the standard of care for gender
affirmation.

New York State Policy Landscape

Currently, New York state law prohibits transgender
exclusions in both private insurance and Medicaid and is
one of 16 states, plus the District of Columbia, with both
of these policies enacted.?®* These changes to New York
state policy have occurred in a series of incremental steps
over the past four years. In 2014, Medicaid and Medicare
policies previously denying transition-related care were
lifted. The change to Medicaid policy prohibited the
exclusion of some, but not all, gender affirmation care
services. In December 2014, the office of Governor An-
drew Cuomo issued guidance regarding health insurance
coverage for the treatment of gender dysphoria, with
the goal of ensuring that transgender New Yorkers have
equitable access to health insurance coverage. The De-
partment of Financial Services sent a letter to all private
insurers in New York state asserting that they could not
“...deny medically necessary treatment otherwise cov-
ered by a health insurance policy solely on the basis that
the treatment is for gender dysphoria.”?*

The letter argued that issuers of policies that include
mental health coverage cannot exclude medically neces-
sary treatments for gender dysphoria, as the condition is
explicitly described in the DSM-5 as a mental disorder.
Despite this policy’s step forward for equity for health
insurance coverage for TGNC people, its characterization
of “gender dysphoria” was open to misinterpretation.

It states, “The current, fifth edition of the DSM-5 recog-
nizes a diagnosis of gender dysphoria for people whose
gender at birth is contrary to the one with which they
identify.” While gender dysphoria is indeed a recognized
condition in the current edition of the DSM, the drafters
of the DSM-5 intended for the diagnosis to emphasize the
distress that a person experiences when natal gender and
experienced gender do not align.?> The definition of gen-
der dysphoria in this letter, by contrast, could be inter-
preted as classifying the experience of being transgender
to be a disorder in and of itself. While the intent of this
policy is to provide medical services to TGNC people,
this classification has been used in the past to deny medi-
cal treatment to this group.

Further changes have been made that explicitly lay
out which gender affirmation medical procedures and
services Medicaid will and will not cover; these changes
were enacted in December of 2016 and amended Section
505.2 of New York Codes, Rules and Regulations Title
18. First, the current law makes payment available for
medically necessary hormone therapy and/or gender
affirmation surgery (referred to as “gender reassignment

surgery”) for the treatment of gender dysphoria for adults
over the age of 18. Hormone therapy can include treat-
ment with GrNH agonists for puberty suppression and
treatment with estrogen or testosterone (among others)
for gender affirmation, under a set of necessary condi-
tions: 1) the patient must meet the diagnosis for gender
dysphoria; 2) the patient has at minimum experienced an
early stage of puberty that has resulted in an increase in
gender dysphoric feelings; 3) the patient does not suffer a
psychiatric co-morbidity that interferes with the diagnosis
of gender dysphoria; 4) the patient has adequate social
support while receiving transition-related services; and

5) the patient has the capacity to give informed consent.
Hormone treatment for patients above the age of 16 can
be covered by Medicaid upon a determination of medical
necessity by a health care provider when the above condi-
tions are met.

Surgical interventions are covered for individuals 18
or older under several conditions. First, the patient must
provide two letters from licensed medical profession-
als in New York state who have independently assessed
the individual, and one of these letters must be from a
provider with which the patient has an established and
ongoing relationship. The letter must describe the fol-
lowing: 1) the patient’s persistent gender dysphoria; 2)
the patient’s treatment with hormone therapy appropri-
ate to the patient’s gender expression goals; 3) that the
patient has lived for 12 months or longer in a gender role
congruent with the patient’s gender identity and has re-
ceived mental health counseling; 4) that the patient has no
other significant medical or mental health conditions that
would be a contraindication for surgery; and 5) that the
patient has the capacity to give informed consent. Breast
augmentation is only covered for individuals who have
completed a minimum of 24 months of hormone therapy
during which breast growth has been negligible, or for
patients for which hormone therapy is contraindicated.

Similar to the regulations for payment of hormone
treatment, insurers may pay for patients under the age of
18 but above the age of 16 in specific cases where medical
necessity is demonstrated. The regulatory impact state-
ment explaining these policy changes justifies the lack of
clear guidance on paying for hormone therapy for minors
by appealing to the lack of quality, longitudinal data on
outcomes associated with use of cross-sex hormones on
adolescents. The U.S. Food & Drug Administration has
not yet approved the use of these hormones in patients
under the age of 18, nor have they been indicated for ac-
ceptable off-label usage.

In general, the policy states that payment is not of-
fered for the following services: fertility preservation,
reversal of surgery, reversal of any procedure resulting in
sterilization, and procedures solely aimed at improving
an individual’s appearance, unless there is justification
that such a procedure is medically necessary.
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Demonstrating the Need For Updated Guidance

Though the existence of these policies is markedly
better than not having them at all, there are several ways
in which they could be improved and revised to further
increase equity in healthcare for TGNC people.

1. Update guidance to ensure that TGNC patients
are guaranteed equitable access to procedures and
services typically associated with one gender.

Electronic medical record coding for screening pro-
cedures typically associated with one gender, like Pap
smears or prostate exams, often require that the provider
designate the patient as “male” or “female” without ad-
ditional options. Depending on an individual’s private
insurance provider’s policies, insurance claims for pre-
ventive screening may be denied if the patient’s gender
is not in accordance with the sex-specific nature of the
procedure.?® Though empirical data on these insurance
claims denials does not exist, anecdotal reports of such
denials should be taken seriously by policymakers con-
cerned with equity and with allowing all individuals
access to potentially life-saving screening procedures.
The New York State Cancer Services Program provides
breast, cervical, and colorectal cancer screenings and di-
agnostic services at no cost; however, its website does not
specify whether TGNC people are able to receive these
screenings under the program.?’ TGNC people in New
York have expressed hesitance about interacting with the
medical system, specifically regarding access to mental
and sexual health services.?®

It is not unreasonable to expect that this hesitance
will persist, even with the existence of anti-discrimination
legislation. Publicly available information regarding
preventive screening services should be updated to ad-
dress the needs of TGNC people in New York and should
ensure that they are able to receive free screenings.

These updates might allay the worries of TGNC people
that they will experience discrimination in a healthcare
setting.

2. Update guidance to define treatment that is
considered “medically necessary” and “for the
purpose of improving an individual’s appearance
(cosmetic procedures).”

Many procedures and services that TGNC people
desire are considered “cosmetic” or only serve the pur-
pose of improving an individual’s appearance. These
include facial feminization surgery, some reconstructive
surgeries, voice therapy, and hair electrolysis. While these
procedures may indeed be cosmetic for cisgender people,
they are crucial for TGNC people who want to change the
appearance of secondary sex characteristics that do not
match their experienced gender. Voice therapy, for ex-
ample, teaches TGNC people how to speak in a manner
consistent with their gender identity. The tone and sound
of one’s voice is a vital part of one’s identity, so voice
therapy may significantly improve quality of life for a pa-

tient that experiences mental or emotional distress when
speaking with other people in day-to-day activities. Thus,
these services are not merely to improve appearance; they
are to affirm one’s gender identity. Providers and poli-
cymakers ought to consider how these procedures may
positively impact the mental health of TGNC people.

Cost is, of course, an issue. Some reconstructive surgeries
have been deemed too expensive to be covered by insur-
ance. However, research shows that the cost in relation to
quality adjusted life years of providing gender affirming
and reconstructive surgeries to TGNC people is favorable,
as compared to the costs of not treating this population.?’
Federal law also guarantees that insurers cover reconstruc-
tive surgery to cisgender women who have had a mastec-
tomy to treat breast cancer, ensuring that every step of the
reconstruction is covered.?® The law states that surgery
and reconstruction must be covered so that breast ap-
pearance is symmetrical, which means that there could be
additional surgical procedures necessary to ensure that a
cisgender woman is satisfied with her appearance. If such
procedures are covered for cisgender women who have a
medically necessitated reason for reconstructive surgery,
transgender women should also receive the same cover-
age. Breast reconstruction surgery for cisgender women is
not life-saving, but the procedures can prevent depression
associated with body image and restore a critical sense of
identity, confidence, and productivity. The same is true for
transgender women who experience similar body im-

age distress. Furthermore, the medical need for surgery
must be documented by health care provider who deems
the procedure medically necessary for both populations,
ensuring that treatment is not superfluous or merely cos-
metic based on the patient’s individual medical history.

3. The New York State Assembly should pass SB3148A,
which would require health insurance providers to
provide coverage for in-vitro fertilization (IVF) and
other fertility preservation treatments for all New
Yorkers, regardless of gender expression.

Fertility preservation and IVF are not typically cov-
ered by insurance providers. This bill would require that
insurers cover fertility preservation treatments, with a
clause that specifically requires coverage for any indi-
vidual that suffers from an “...impairment of fertility by
surgery, radiation, chemotherapy or other medical treat-
ment affecting reproductive organs or processes.”*! It also
includes a clause that prevents insurers from discriminat-
ing against individuals on the basis of sexual orientation
or gender identity, meaning that TGNC people are explic-
itly recognized and covered by this bill. The New York
State Assembly should pass this legislation and send it to
the governor’s desk. Complications arise, however, in the
fact that surrogacy agreements and payments are illegal
under New York state law at this time. Thus, transgen-
der parents who cannot carry a child biologically must
seek out surrogacy agreements out of state.’? Despite this
hurdle, such a law would be a major step forward in re-
productive rights for TGNC individuals as the law leaves
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little ambiguity as to whether they should be included in
the interpretation of this bill.

4. Commission an expert group to analyze and to
address causes of insurance claims denials.

Despite New York’s prohibitions on transgender
exclusions, the Sylvia Rivera Law Project reports that
TGNC individuals have faced “...plans denying medi-
cally necessary procedures because of administrative
errors and non-medical policies that violate patients” dig-
nity and rights [and] plans developing and using criteria
to determine a patient’s eligibility for gender affirming
care based on outdated standards of care [that are] not
aligned with commonly accepted standards of care...”33

Indeed, some of the regulations codified in Title 18
are not in line with the World Professional Association
for Transgender Health’s (WPATH) standards of care. For
example, puberty suppression treatment can be indicated
for children as young as nine, if they have progressed to
a stage of puberty in which secondary sex characteristics
have begun to develop.3* The New York state guidelines
specify 16 as a minimum age for coverage for any hor-
mone treatment, with an exception for younger individu-
als who demonstrate the need for hormones based on
medical necessity. These guidelines should be updated
using progression into puberty combined with persistent
distress about the development of secondary sex charac-
teristics, as assessed by a qualified physician, as suppres-
sion. Additionally, WPATH guidelines address voice and
communication therapy and suggest that they “...may
help to alleviate gender dysphoria and be a positive and
motivating step towards achieving one’s goals for gen-
der expression.”3> New York’s policy explicitly does not
cover voice therapy or voice lessons.

An expert group, consisting of physicians, TGNC
advocates, health economists, and policymakers, should
be convened to analyze whether coverage exclusions for
specific procedures are unnecessarily restrictive and pre-
vent TGNC people from accessing treatments that may
be necessary for wellbeing. Bringing all relevant stake-
holders to the conversation can resolve some of these
inconsistencies.

Conclusion

Former Vice President Joe Biden has characterized
transgender discrimination as “the civil rights issue
of our time.”3¢ While New York is ahead of the major-
ity of states in ensuring that TGNC people can access
healthcare to meet their needs, state policymakers should
not be complacent with the status quo when there are
improvements that could be made. New York has an op-
portunity to lead the charge in this important civil rights
issue. With the multitude of excellent hospitals and clini-
cal research enterprises in New York City alone, the state
government should devote available scientific funding to
research on outcomes for gender affirmation care, which

are currently lacking. Funding clinical research on TGNC
populations will justify to insurance companies the im-
portance of covering costs of related procedures, as well
as convince legislatures of the value of healthcare protec-
tions for TGNC people.
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The Need to Foster and Protect Physician Group Practice
Malpractice Prevention Programs

By Robert N. Swidler

Larger physician group practices may be able meet
the same rigorous malpractice prevention program stan-
dards that hospitals must meet.! Those that do so should
be afforded the same malpractice prevention program
confidentiality and immunity protections that are afford-
ed to hospitals.? If the legislature were to implement that
simple principle, physician group practices across the
state would enhance their malpractice prevention efforts,
and thereby improve the quality and safety of patient
care.

Hospital Malpractice Prevention Programs

Every general hospital in New York is required “to
maintain a coordinated program for the identification
and prevention of medical, dental and podiatric mal-
practice.”? Such “Malpractice Prevention Program” must
include at least these elements:*

(a) A quality assurance committee.

(b) A medical staff> privileges sanction procedure to
check credentials, capacity and competence peri-
odically and when warranted.

(c) A procedure to check credentials, capacity and
competence in delivering health care of other per-
sons employed or associated with the hospital.

(d) A procedure for the prompt resolution of griev-
ances by patients;

(e) The collection of information concerning negative
health care outcomes and incidents injurious to
patients and other data.

(f) The maintenance of information gathered above
concerning individual practitioners;

(g) Education programs dealing with patient safety,
injury prevention, and other matters;

(h) Continuing medical education programs; and

(i) Policies to ensure compliance with the obligation
to report professional misconduct.

In other provisions, hospitals are required to conduct
investigations prior to the granting or renewal of privi-
leges® and to report adverse events to the Department of
Health.”

The law requires hospitals to maintain the confidenti-
ality of the information collected pursuant to PHL § 2805-
j and other provisions, “except as to the department.”8
It then goes on to protect from disclosure in litigation
records and information gathered pursuant to the Mal-

practice Prevention Program, with a focus on protecting
information discussed at quality assurance committee
meetings (which would include “peer review committees”
set up to review specific incidents):

2. Notwithstanding any other provisions
of law, none of the records, documenta-
tion or committee actions or records re-
quired pursuant to sections §2805-j° and
2805-k of this article, the reports required
pursuant to section 2805-1 of this article
nor any incident reporting requirements
imposed upon diagnostic and treatment
centers pursuant to the provisions of this
chapter shall be subject to disclosure un-
der article six of the public officers law
or article 31 of the civil practice law and
rules, except as hereinafter provided or as
provided by any other provision of law.
No person in attendance at a meeting of
any such committee shall be required to
testify as to what transpired thereat. The
prohibition relating to discovery of tes-
timony shall not apply to the statements
made by any person in attendance at such
a meeting who is a party to an action or
proceeding the subject matter of which
was reviewed at such meeting.!?

In addition, the law protects individuals who par-
ticipate on a quality assurance committee from liability
on account of the communication of information in the
possession of such person or entity, or on account of any
recommendation or evaluation, regarding the qualifica-
tions, fitness, or professional conduct or practices of a
physician.!!

These twin protections—the protection of QA infor-
mation from disclosure, and the protection of participants
in the QA process from liability, are not a reward or politi-
cal trade-off to hospitals. Rather they are essential com-
ponents of an effective quality assurance program. More
generally they are a necessary part the public policy to
promote quality of care. As the Court of Appeals stated in
Logue v. Velez:

...The purpose of the discovery exclusion
is to “enhance the objectivity of the re-

RoBert N. SwiDLER is VP Legal Services for St. Peter’s Health Partners, a
not-for-profit health care system in New York's Capital Region that has
a large affiliated physician practice—St. Peter's Health Partners Medi-
cal Associates, P.C.
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view process”, and to assure that medical
review committees “may and objectively
analyze the quality of health services ren-
dered” by hospitals....!2

Education Law § 6527.3 offers protections similar to
those in PHL § 2805-m but, as discussed further below, it
is not clear whether the provision protects the confiden-
tiality of medical group practice quality assurance and
peer review activities unrelated to a hospital.

In 2011, the Legislature granted accountable care
organizations similar authority by deeming them to be a
“hospital” solely for purposes of malpractice prevention
programs under PHL § 2805-m and Education Law
§ 6527.3.13

Physician Group Practices in New York

For decades, health care services have been moving
from inpatient settings to ambulatory settings including
physician practices. In a related development, physician
practices have grown exponentially in size and sophisti-
cation. For example, Beckers Hospital Review reports that

PHL § 2805-m protection for events that have no connec-
tion with a hospital.

Consider these two scenarios: A radiologist fails to di-
agnose a tumor, causing a delay in treatment that results
in a patient death.

If the imaging was performed in a hospital or a hospi-
tal operated extension clinic, the hospital would conduct
a root cause analysis and/or convene a peer review com-
mittee.!® The goal is to determine what happened, and to
identify steps that should be taken to avoid a recurrence,
and to review physician performance. Due in part to the
confidentiality protection for these activities, physicians
and staff are willing to engage in a full and frank discus-
sion of the case. The result is that the hospital might take
corrective actions with regard to the radiologist, or imple-
ment changes in processes in the department to improve
patient safety.

If the same error occurred by a physician in a
1,000-person physician group practice, the practice cer-
tainly has the “bandwidth” to convene a peer review
committee, determine what occurred, take corrective

“These twin protections—the protection of QA information from disclosure,
and the protection of participants in the QA process from liability, are
not a reward or political trade-off to hospitals. Rather they are essential
components of an effective quality assurance program.”

Northwell Health Physician Partners in Syosett, N.Y. has
2,700 physicians; Physician Affiliate Group of New York
(PAGNY) has 1,511 physicians.!* Many other physician
groups have hundreds of physicians.

Some of these groups are associated with hospitals,
others are not. In either case, large group practices can
dwarf independent community hospitals in size, revenue,
infrastructure, sophistication. Many could implement
malpractice prevention program activities on par with
those implemented by hospitals. Patient safety and qual-
ity of care would benefit if they did so.

The Inapplicability of PHL § 2805-m Protections
to Events Outside the Hospital

The twin protections in PHL § 2805-m—the protec-
tion of QA information from disclosure, and the protec-
tion of participants in the QA process from liability—are
afforded only to general hospitals, not to physician prac-
tices. To be sure, physicians in group practices fall under
the protections of PHL § 2805-m when there is a review
of an event that occurred in a hospital, including a hos-
pital-operated extension clinic. And they have immunity
under PHL § 2805-m when they sit on or testify before
a hospital peer review committee. But they do not have

steps if warranted with respect to the physician, and take
steps to prevent a recurrence. But the effort would be
impeded by the lack of confidence in confidentiality and
immunity protections. Physicians and staff—including
investigators, witnesses and peer reviewers—would be
less willing, or unwilling, to participate, and the discus-
sion would be less frank and full.

It is hard to identify a policy rationale for affording
such protections to the hospital quality assurance process,
but not to an equivalent physician practice process.

Notably, in both instances, a malpractice plaintiff
would retain full access to evidence necessary to make his
or her case: i.e., the medical record, the pre-trial and testi-
mony of fact witnesses, expert testimony, policies, etc. But
the plaintiff would not have access to the records of activ-
ities that were conducted specifically to improve quality.

N.Y. Education Law § 6527

N.Y. Education Law § 6527.3 offers liability immunity
to individuals who engage in certain quality assurance
activities, and protects from disclosure in litigation in-
formation about certain medical and quality assurance
review activities.
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The immunity protection is limited to individuals
who serve on specified types of committees, including
hospital quality assurance committees, hospital utiliza-
tion review committees, medical review committees of
professional societies, professional standards review
organizations, other hospital malpractice prevention
program related committees. It does not specify or ap-
ply to physician group practice quality or peer review
committees.

The reach of the § 6527.3’s confidentiality provision
is more debatable.!® It states in relevant part:

Neither the proceedings nor the records
relating to performance of a medical or
a quality assurance review function or
participation in a medical and dental
malpractice prevention program nor any
report required by the department of
health pursuant to PHL § 2805-1 of the
described herein, including the inves-
tigation of an incident reported pursu-
ant to MHL § 29.29, shall be subject to
disclosure under CPLR Article 31 except
as hereinafter provided or as provided
by any other provision of law.

On one hand, the opening clause plainly appears to
protect physician practice quality assurance and peer re-
view activities:

Neither the proceedings nor the records
relating to performance of a medical or
a quality assurance review . . . shall be
subject to disclosure under CPLR Article
31 except as hereinafter provided or as
provided by any other provision of law.

Accordingly, physician practices can and should
point to the clause above to protect their quality assur-
ance activities. But on the other hand it is unsettling that:

¢ The clause does not define the phrase “medical
or quality assurance function,” and the preceding
clause, relating to immunity, uses these terms in
the context of hospital or professional organization
functions;

* Arguably the phrase is linked to “... required
by the department of health pursuant to PHL
§2805-1,”

¢ Westlaw shows 193 decisions construing EL § 6527
as of April 19, 2018. It appears that none of those
reported court decisions apply EL § 6527.3 to a
physician group practice quality assurance or peer
review activity; and

* Numerous court decisions describe the purpose of
EL § 6527, as stated by the NYS Court of Appeals
in Logue v. Velez, “to assure that medical review

committees ‘may objectively analyze the quality of
health services rendered’ by hospitals.”\’

In these circumstances, physician practices are de-
terred from instituting quality assurance programs and
conducting peer review activities.

A Legislative Proposal

In 2017, Senator Kemp Hannon and Assemblymem-
ber Richard Gottfried, the respective chairs of the Senate
and Assembly health committees, introduced identical
bills to address this issue.'® The bills provide that a medi-
cal, dental or podiatric group practice that operates a mal-
practice prevention program that meets largely the same
standards of a hospital malpractice prevention program (a
“qualified group practice”) will have the same confidenti-
ality and immunity protections as a hospital.

The bill is short, and is reproduced below:

Section 1. The public health law is amended by
adding a new section 2998-f to read as follows:

§ 2998-f. Qualified group practice. 1. For the
purposes of this section, “qualified group
practice” means a medical, dental or podiatric
group practice or other lawful combination
of such health care practitioners, licensed or
certified pursuant to title eight of the educa-
tion law, that meets the standards set forth in
paragraphs (a) through (h) of subdivision one
of section twenty-eight hundred five-j of this
chapter, other than the governing board re-
quirements of such paragraph (a).

2. A qualified group practice may oper-
ate a malpractice prevention program inde-
pendently, or through an otherwise lawful
collaborative arrangement with a hospital or
accountable care organization program oper-
ated pursuant to section twenty-eight hundred
five-j or twenty-nine hundred ninety-nine-r of
this chapter, in which case the qualified group
practice and the hospital or accountable care
organization may share, confidential infor-
mation with each other for purposes of such
practice without waiving confidentiality with
respect to others.

3. A qualified group practice shall be
deemed a hospital, and its malpractice pre-
vention program shall be deemed a medical,
dental and podiatric malpractice prevention
program, for the purposes of subdivision two
of section twenty-eight hundred five-j, subdivi-
sion four of section twenty-eight hundred five-
k and section twenty-eight hundred five-m of
this chapter, and subdivision three of section
sixty-five hundred twenty-seven of the educa-
tion law. Such provisions of law shall apply to
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its information, records, documentation and
committee actions, and to participants in com-
mittee proceedings.

§ 2. This act shall take effect immediately.
The bill has these notable features:

® To be a “qualified group practice” the group, like a
hospital, would need (a) a quality assurance com-
mittee;'? (b) sanction procedures for medical staff
members; (c) review of credentials and competence
for all; (d) prompt resolution of patient grievances;
(e) collection of information about negative out-
comes, premiums, settlements, awards, etc.; (e)
procedural recordkeeping; (g) education programs
on patient safety, injury prevention, etc.

¢ The qualified group would not be subject to the
hospital-specific requirement to report adverse
events to the Department of Health.

* The qualified group would be subject to the same
limitations in confidentiality protections that apply
to hospitals, i.e.:

¢ the Department of Health would have access
to the materials, as they do with hospital QA
materials;

¢ the protection from discovery would not apply
to” the statements made by any person in at-
tendance at such a meeting who is a party to an
action or proceeding the subject matter of which
was reviewed at such meeting.”

Importantly, the bill is an option for group practices,
not a mandate. A group could opt to continue as is, with-
out implementing the elements of a malpractice preven-
tion program, and forgoing the protections described
above. Or it could choose to become a qualified group
practice and avail itself of those protections. This option
is necessary because not all physician groups will have
the ability to “measure up” to these standards.

New York would not be inventing a protection for
quality assurance activities by physician groups. Indeed,
about half the states have some form of protection for
physician group quality activities.?! But with this bill,
New York would be imposing perhaps the most detailed
and rigorous standards for groups that wish to earn

confidentiality and immunity protection for their QA
activities.

As a result, the qualified group practice bill, if enacted
in New York, will prompt larger group practices to adopt
malpractice prevention program standards, and thereby
enhance quality of care by physician practices and greatly
benefit patients and the public.

Endnotes

1.  NY Public Health Law (PHL) § 2805j.
2 PHL § 2805-m.

3. PHL § 2805-j.
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@

All references in this article to “medical staff” should be
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PHL § 2805-k.
PHL § 2805-1.
PHL § 2805-m.1.
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here for readability.
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12, 92N.Y.2d 13 (1998).
13.  PHL§ 2999-r.

14. SKA&A: 20 medical groups with the most physicians — The Permanente
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15. A "root cause analysis” is a quality assurance investigation
focused on improving systems and processes. “Peer review” is
a review of a practitioner’s performance in one or more cases,
conducted by other qualified practitioners.

16.  For readability, cross-referenced statute sections are expressed in
numerals. In Section 6527.3, these cross references are spelled out.

17.  Seen.12. Emphasis added.

18.  Senate Bill 3662 (2017)(Hannon), Assembly Bill (A.8556) (2017).

19. Hospitals are required to have a member of their governing
board on their quality assurance committee. PHL § 2805-j.1. The
“Qualified Group Practice” proposal would omit that requirement.

20. PHL §2805-m.2. An unrelated bill would repeal this exception.
Senate Bill 3661 (2017)(Hannon); Assembly Bill 2460 (2017)
(Gottfried).

21. E.g., Florida, Fla. Stat § 766.101; Idaho, Idaho Code § 39.1392;
Michigan, MCLS. § 331.531; Oregon, Oregon Ann. 2305.25.
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Reflections on “Aid in Dying” and the Paradox of
“Achieving Death”: Avoiding the Confluence of
Language and Ideology at Life's End

By Joseph J. Fins and Mary Beth Morrissey

1. Introduction

The subject of aid in dying has been front and center
in New York for several years in the context of legaliza-
tion debates that have been spearheaded principally by
two advocacy organizations, End of Life Choices New
York and Compassion & Choices. These debates have
intensified in light of activity in other states and high-
profile media attention to individual cases, such as that
of Brittany Maynard. New York has seen the introduction
of an aid in dying bill,' as well as litigation in the case of
Myers v. Schneiderman.> The New York Court of Appeals
handed down its decision in the case in September 2017,
ruling that there is no fundamental constitutional right
to aid in dying in New York as defined by the plaintiffs.
A recent article in this New York State Bar Association
Health Law Journal reviewed in detail legislative efforts in
New York to establish medical aid in dying as a right.?

The focus of our particular commentary is to address
in a non-ideological manner bioethical, clinical, and pub-
lic policy issues about aid in dying that have not received
sufficient attention in public forums to date, or have
perhaps been given an ideological and libertarian slant.
Drawing on interdisciplinary perspectives, the authors
seek to reframe the debate about a complicated problem
not amenable to technical or simplistic fixes that will not
meet the need of most patients and families.

Il. From Ideology to Understanding

Proponents of aid in dying have framed the goals of
the movement as an extension of patient self-determina-
tion that would encompass a right to aid in dying, also
known as physician-assisted suicide (PAS).* In this article,
we address ethical issues related to the practice known as
physician or medical aid in dying. Under either term, this
practice involves physician-prescribed lethal medication
to a terminally ill, competent patient for the purposes of
such patient’s self-administration of such medication to
end his or her own life as he or she chooses. (Other prac-
tices that would involve intentional acts by a third party
to bring a physically or mentally ill person’s life to an end
through administration of lethal medication or injection,
such as euthanasia, are legally permitted in some coun-
tries, but are not legal or under active consideration in the
United States at this time and will not be discussed here.)’

Often motivated by libertarianism or neoliberal ide-
ology,® 7 ® which may be less progressive than it seems,
this expansion of patient autonomy represents an illusory
desire to control the timing and manner of death. But it is

a hollow quest. Physician aid in dying will neither negate
the dread of death nor its sad aftermath. As the bioethicist
Daniel Callahan has wisely written, no matter the desire
for control, we cannot escape our mortality.’ It is simply
out of our hands.

Moreover, death is not an atomistic event affect-
ing only the patient taking her/his own life. Most of us
are embedded in families and larger social and cultural
contexts, and there can be consequences for complicated
bereavement when aid in dying occurs and there is unre-
solved conflict over the action.

All this complexity is obscured by the language of
those who favor aid in dying. At a conference held at the
Sandra Day O’Connor Law School focusing on dementia,
brain injury and disorders of consciousness, a national
proponent of aid in dying spoke rather eloquently and
convincingly not about dying, but rather what was de-
scribed as “achieving death.”!? It was not clear what this
meant, and whether the speaker intended to frame death
and dying as a type of accomplishment.

Efforts to reduce aid in dying to an individual
achievement or “good death” fail to account for the com-
plexity in experience of suffering and death, dying, and
bereavement. Dying is not a usual sort of achievement,
but a passage with consequences. Changing the language
leads to conflations that obscure differences with seri-
ous implications both for professional practice and for
patients. For example, PAS is represented as aid in dying,
seeking to conflate the multiple ways in which doctors
help patients die, such as withdrawal or withholding of
life-sustaining therapies (LST) and DNR orders. Indeed,
language in the New York State Bill on “Medical Aid in
Dying” suggests that PAS is no different from other ways
that patients receive care at life’s end. This obscures im-
portant differences that we need to explicate.

Previously, each one of us has argued that there is a
valid distinction between PAS and decisions to withhold
or withdraw life-sustaining therapies.'"> 12 While this itself
warrants an essay-length explication and is not the subject
of our article here, suffice it to say that the argument hing-
es on causality and intent. Consider the example of two
patients on a ventilator. The first has Acute Respiratory
Distress Syndrome (ARDS) and respiratory failure. The
second had general anesthesia for an operative procedure.
If the ventilator is removed from both patients, once the
second patient has recovered from anesthesia, death will
occur in the first but not the second case. In this case, the
mere removal of a ventilator is necessary for the first pa-
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tient to die but insufficient in the second. In the first pa-
tient, extubation removes an impediment to death, allow-
ing a natural process (ARDS) to proceed to its biological
conclusion. The same action in the second patient leads
to the recovery room because there was no longer a need
for ventilation once the patient’s level of arousal returned
to normal. Thus, a withdrawal of LST only leads to death
in patients who continue to need LST. A similar argument
can be made for decisions to withhold LST. Only patients
who are having a cardiac arrest need resuscitation.

Contrast these actions, whose outcomes are predi-
cated upon specific biological realities (ARDS and cardiac
arrest), with assisted suicide. When a patient is given a
lethal dose of medication to self-administer, the medica-
tion, versus an underlying disease process, is the proxi-
mate cause of death. While one could argue that medica-
tion is only provided to patients who have a terminal
illness, this stipulation does not address the causality
question, which is further compounded by the challenge
of accurate prognostication at the end of life as carefully
explicated by Nicholas Christakis.!3

Another key distinction is that of intention. In the
context of intending to treat pain with escalating doses
of medication necessary to achieve analgesia versus a
fixed dosage that is known to cause death, the former
action may have a double effect, a foreseeable but not
intended consequence of death, but the latter is meant to
unambiguously cause death. In sum, both causality and
intentionality distinguish PAS from decisions to withhold
or withdraw LST and the provision of high doses of pain
medication to alleviate significant patient distress.

There also is an attempt here to say that the public
needs aid in dying because we have no other remedy to
“achieve death,” as many proponents would assert. In-
deed, the New York State Bill suggests that medical aid in
dying is an alternative to palliative care. This seems to un-
dermine the importance of palliative care and its known
efficacy. Such conflations only breed fear, and prompt
people to support desperate measures because they wor-
ry that they will be abandoned and die in pain.

We can mitigate these fears with good palliative care
by teaching it well in New York State!*!5 and not under-
mining its legitimacy as the New York State Bill seems to
do by casting PAS as an equal alternative. Medicine is not
powerless. We can control the pain and symptom burden
that may occur at life’s end. We can temper the use of ag-
gressive, but disproportionate, medical technology. We
can talk with patients and families about forgoing resus-
citation and opting for comfort measures.

We can even withdraw LST when it no longer serves
a patient-centered purpose. And, if the pain is too great,
we can sedate patients with strong medications to ease
their passage. These palliative care interventions are dis-
tinct from deliberately ending one’s life and consistent
with long-established medical and ethical norms. In a

moral universe where intent and intentionality matter, these
decisions must be distinguished from physician-assisted
death.

lll. Vacco v. Quill and Washington v. Glucksberg

This concern about intent was notable in the 1997
U.S. Supreme Court assisted suicide cases, Vacco v. Quill'¢
and Washington v. Glucksberg.!” In rejecting a constitu-
tional right to assisted suicide, the Court—Chief Justice
Rehnquist himself—affirmed a right to palliative care,
including pain medications, which might secondarily
hasten death. Notably, it was asserted that pain manage-
ment efforts were not intended to cause respiratory ces-
sation, but that because this outcome was secondary to
the goal of pain management, it was morally acceptable.
This became known as the doctrine of “double effect,”
which clarifies that such instances are not assisted suicide
but appropriate palliative care. The late Robert Burt, then
Sterling Professor of Yale Law School, made this point in
a New England Journal of Medicine at the time.!®

Quill v. Vacco'® was also important because the liti-
gants sought to conflate withholding and withdrawing
LST (which law and ethical consensus support) with
PAS. Invoking the Equal Protection Clause of the Four-
teenth Amendment, litigants in the Second Circuit Quill
v. Vacco® case asserted that if there were a right to with-
hold or withdraw LST, there should also be a right to PAS.
The Second Circuit agreed and SCOTUS reversed, rightly
noting that the Equal Protection Clause only guaranteed
equal protection to folks who were similarly situated.?! As
noted, patients on a ventilator that might be withdrawn,
or those who are in imminent need of LST that might be
withheld, are in quite a different position than those who
need an affirmative action to end a life with PAS.

There is another potential consequence to conflat-
ing PAS with LST. Should the political tides change, one
could see the rejection of PAS extending in a retrograde
fashion to decisions to withdraw or withhold LST. Here
the false invocation of the Equal Protection Clause would
have a regressive effect. It would paradoxically erode lib-
erties by bringing additional scrutiny to decisions at life’s
end that are now more routinely approached.

An expansion of rights to include assisted suicide
could also undermine well worn rights at the end of life
by forcing a more critical examination of motivations
for acts that might either be construed as falling under
“double effect” or a proper withdrawal of LST or as as-
sisted suicide. This concern is more than hypothetical if
we consider arguments made by Supreme Court Justice
Neil Gorsuch in his volume, The Future of Assisted Suicide
and Euthanasia.?? In the book’s final chapter, arguments
are made that might either be construed as falling under
double effect or as relitigating well-established rights of
surrogate decision makers at the end of life. While Gor-
such accepts the right to refuse LST, he does so with the
provision that these refusals are only acceptable when
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death is not the goal, that is, when it is not sought. He
argues that any decision or action that would involve the
intentional taking of human life would contravene what
he describes as “the inviolability-of-life principle.” Those
who seek to expand rights to include assisted suicide
should be careful not to engender regressive responses
that would undermine the liberties that have been hard
won at life’s end.??

The risk of constricting rather than expanding rights
in the current environment is further complicated by the
tragedy of the current opioid epidemic. We already see
how access to opioid pain relief for people with chronic
pain and at the end of life has been adversely affected
by the national epidemic of opioid abuse and how this
has been politicized. Those who live by the proverbial
ideological sword can also have their arguments under-
cut when the same logic is applied in reverse. Hannah
Arendt called this the error of logicality, in which ac-
ceptance of a first false premise can lead to logical con-
clusions that are wrong because of the initial predicate
being erroneous.?* Here the false conflation of PAS with
other end-of-life choices leads to the potential error of
logicality.

The best remedy to avoid such errors is to be sure
that the application of these principles fits the eviden-
tiary predicate in the first place. Patients receiving or in
need of LST are different from patients who are fearful of
future distress and want to invoke a negative right to be
alone. Those who would forgo treatment in order to die
are in a fundamentally different position than those who
want, and request, an affirmative action so as to die.

IV. The Language of Good Intentions

The ideological manipulation of language at life’s
end to achieve political goals has important clinical re-
percussions because it recasts how doctors think about
their obligations. It will become easier to jump to un-
examined conclusions about patient wants and needs,
sometimes distorting the very autonomy that “death
with dignity” seeks to protect. While this is speculation,
this is an arena for potential abuse.

Consider the case of a patient with endocarditis sec-
ondary to intravenous drug abuse who was hospitalized
in the intensive care unit with a spinal cord abscess in-
volving cervical spine level ¢3-c5.2° He had septic emboli
to his brain and lungs, compromising both his level of
arousal and his respiration. Because of cervical cord com-
pression at the origin of the phrenic nerve, the patient
needed to be ventilated.

Unconscious and in critical condition, the patient’s
mother consented to a DNR order. A few weeks later the
patient regained consciousness. Essentially locked in be-
cause of his spinal cord lesion, he began to communicate
with his eyes. His doctors called for an ethics consult
because he had indicated that he wanted to die and have

his endotracheal tube removed. They asked for an ethics
consultation to validate this request so that they could
honor his wishes and allow a “dignified death.”

When the consultant met the patient, he was alert
and clearly able to signal yes and no with his eyes. After
some preliminary questions to ensure that he could fol-
low instructions and answer consistently by blinking his
response, and after some additional neutral queries, he
was asked if he wanted to die as had been indicated by
the clinical team.

He answered, No.

The consultant sought to confirm that this was his
answer and continued to ask about his endotracheal tube.
Do you want the tube out?

Yes, he responded with his eyes.

You would like the tube out?

Yes, again with his eyes.

You know that if I take the tube out you could die?
Yes, he said looking directly at the consultant.
So you still want it out?

Yes.

So you want to die?

No, he responded.

The consultant repeated the sequence several times
and in different ways and came to the conclusion that the
patient wanted the tube out, understood that taking it out
would cause him to die, and that he did not want to die.

There was an inconsistency and the consultant felt
obliged to offer an explanation. After all, all the patient
could do was to respond to his questions. He could nei-
ther generate his own questions nor explain himself. He
was voiceless and at the mercy of others.

So, let me summarize. You don’t want to die, but you want
the tube out? Correct?

Yes.

And then the consultant’s hypothesis, Does the tube
hurt you?

The question was met with a massive swooshing of
downward gaze of his eyes and even something of a gri-
mace, which would be fair to translate as an emphatic,
Yes.

So, the consultant suggested, You want the tube out be-
cause it hurts?

Another expressive, Yes.

Adopting a more prudential stance, the consultant
suggested that if he wanted to live, then the tube would
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be kept in place until it was safe to take it out or place a
more comfortable tracheostomy tube. That option was not
currently possible because he was on a significant amount
of pressure support so the procedure could not be done
safely.

The patient and consultant agreed to a number of
things now that his goals were clear. First, the DNR or-
der would be rescinded as he wanted to live. Second, he
would be put under general anesthesia for a week to see if
his lungs would heal thereby making tracheostomy place-
ment possible. If that became an eventuality, he would be
awakened to obtain his consent for that procedure. On
the other hand, if his condition worsened and he were un-
able to come off the tracheostomy tube he asked that the
DNR order be reinstated and that a terminal extubation be
performed.

For comfort relief, the patient was placed under gen-
eral anesthesia and continued to receive antibiotic treat-
ment for his systemic endocarditis. He emerged a week
later as a candidate for tracheostomy placement. This was
done and he eventually went to rehabilitation.

A fortuitous outcome, but whatever had occurred it is
important to return to how the case was too easily framed
as a right to die case and how this changed. Over the
course of 40 minutes of “discussion” with this patient, a
“routine” withdrawal of care—presented by the patient’s
medical team with much self-satisfaction—had become
something quite different. Through a deeper explora-
tion of the patient’s narrative, the consultant was able to
clarify that the patient never wanted a withdrawal of life
support and did not desire death. His request to have his
tube removed, too easily interpreted as a euphemism,
“like pulling the plug,” was actually a call for pain relief
in a patient who had become voiceless due to his paralysis
and intubation.

The desire to provide this patient a “dignified death”
also suffered from a lack of credible evidentiary informa-
tion about the patient’s prognosis. His fate was presumed
by the treating team to be far worse than his actual prog-
nosis. After additional consultation, it was estimated that
he had a 50% chance of independent respiration after the
abscess was drained and treated with antibiotics. Why the
“treating” team so quickly saw the patient’s situation as
terminal can only be surmised. We might speculate that it
may be related to prejudicial views towards his substance
abuse and the “self-inflicted” nature of illness or be a cog-
nitive bias stemming from a framing about paralysis and
disability. Whatever the explication, unexplored attitudi-
nal biases were working upon this case in a manner that
distorted decision making to the point of almost sacrific-
ing a patient’s life.

We view these possibilities as antithetical to the ori-
gins of palliative care as means of providing comfort and
relief, an evolving tradition dating back to the Irish Sisters

of Charity who opened Our Lady’s Hospice in Dublin in
1879.26

According to an account by Dame Cicely Saunders,
herself the founder of the modern palliative care move-
ment, the Sisters’ sole focus was on the care of the dy-
ing.?’” Describing their hospice, it has been said that the
Sisters observed, “It is not a hospital, for no one comes
here expecting to be cured. Nor is it a home for incurables,
as the patients do not look forward to spending years in
the place. It is simply a ‘hospice” where those who are re-
ceived have very soon to die, and who know not where to
lay their weary heads.”?8 Here the Sisters capture the dis-
tinction between the balance of cure and care, the epitome
of hospice and palliative care as contrasted with hospital
acute care.

That phrase, “lay their weary heads,” lingers in the
heart and mind, embodying that empathy, that compas-
sionate care that had so informed the palliative care move-
ment as it marched through the 1990s fighting for legiti-
macy in clinical circles and fighting off those who more
narrowly sought to use the movement as an ideological
means to advance the case for PAS.

As practiced by its most thoughtful proponents, pal-
liative care originated from a patient/family-centered
stance that focused on relief of distress and closure, as
well as an appreciation that patients and families came to
their decisions in their own way and in their own time.
Each patient’s trajectory would be unique, and the key to
formulating a smooth glide path to a peaceful death was
to help articulate goals of care. Decisions to withhold or
withdraw care were never goals in that framework. They
were the means, meant to be derivative of a prior articula-
tion of goals, desires and aspirations, some of which could
be satisfied in other ways.

In the intervening decade, much has changed. In
too many cases, the clinician’s angst of an impending
death and sense of causality, or even responsibility, for
a patient’s demise has been replaced by the consolation
that those who withhold or withdraw LST are acting in
a progressive fashion, invariably in the right, acceding to
patient or family wishes. And if such consolation is want-
ing, then the default is clinical decision-making based on
the superior judgment on such matters that is expected to
come with medical practice. There is a certainty to these
decisions replacing the ambiguity of clinical intentions
and the moral angst that used to be felt. In short, this ideo-
logical belief becomes a prescriptive way to die that has
taken some of the gravitas out of dying, and not in a man-
ner that either benefits or consoles patients and families.

No longer is it just about securing a right to die. Prac-
tices and beliefs have morphed so that a timely death has
become proper and prescriptive. When patients don’t
die as expected, or on time, one hears house staff using
the phrase, “failure to die”—an echo of the earlier geri-
atrician’s, “failure to thrive”—to describe terminally ill
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patients who lingered and refused to die. A failure to die
... we used to call that survival. Now that is being seen as a
failure, a strange twist since Wanzer wrote of death as a
medical failure back in 1989.2° That classic essay will cel-
ebrate its jubilee in 2019, but so much has changed. From
death as medical failure to a failure to die: Everyone is in
such a hurry. The risk of rushing to judgment at life’s end
could be further accelerated by having a PAS option.

V. Fears of Abuse: Oregon

Some will counter and say that the New York State
Task Force’s unanimous reservations about the legaliza-
tion of assisted suicide articulated in its 1994 When Death
Is Sought*® have not been realized. The evidence in states
where it has been legal has not shown tremendous abuse.

There is much to say here, but let us focus on one
clinical and epidemiological issue. First is the question
of how we would determine that a patient has the capac-
ity to make a voluntary decision about PAS. This hinges
on the dual questions of capacity and voluntariness. In
Oregon, capacity is not the threshold—instead they use a
vaguer term about being capable. The statute reads:

(3) “Capable” means that in the opinion
of a court or in the opinion of the pa-
tient’s attending physician or consulting
physician, psychiatrist or psychologist, a
patient has the ability to make and com-
municate health care decisions to health
care providers, including communication
through persons familiar with the pa-
tient’s manner of communicating if those
persons are available.’!

There is the need for a concurring physician. Also,
there is no mandate for a psych referral unless a psych
disorder is suspected. “Capable” is the threshold and not
formal decision-making capacity, which is usually the
predicate for competence to make medical decisions. A
decision to willfully end one’s life would seem to require
legal competence, not mere capability, which seems to be
a term of art. This is a rather low threshold.

How applicable would this be to our highly regulated
context in New York State? This was a point recently
made by the Bar Association of the City of New York in
its examination of the proposed legislation.* Tellingly,
New York State regulates surrogate decision-making more
rigorously than Oregon regulates PAS.

All kinds of questions arise about the regulation of
PAS. We presume the law would continue to be limited
to adult competent patients. But beyond that are several
important questions: What illnesses would qualify? Who
would evaluate patients for their ability to make deci-
sions and determine their medical eligibility? What sort
of training would these practitioners require? Would they
need to be certified or credentialed? Could a hospitalist
just meeting a patient make this judgment? Would these

assessments require that a patient have an ongoing doctor-
patient relationship? Would that limit this service to those
without access to primary care? Speaking of the poor,
would this further limit their equitable access to care or
make them more vulnerable?

Let us return to what exactly can be inferred from
Oregon’s experience and examine the epidemiological evi-
dence. There has not been a high incidence of cases in Or-
egon. No matter how normative proponents of PAS want
to make the act out to be, it is still but a small fraction of
cases. From 1998-2017, only 1,967 patients obtained a pre-
scription for lethal medication under Oregon’s Death with
Dignity Law. This is against the backdrop of 30-35,000
adult deaths per year in Oregon over this 20-year span.*?
That would equal approximately 0.28 to 0.32% of all adult
deaths in the state. These data suggest that assisted sui-
cide remains an exceptional action, chosen by a very small
minority of dying patients, with an even smaller number
bringing their decision to completion. And of the 1,967
who obtained a prescription since 1997, only 1,275 patients
died from a legal ingestion, just under two thirds of pa-
tients who obtained medication.

This experience suggests that the needs of most dy-
ing patients cannot be addressed by pharmacology alone.
Legalization of PAS is not a remedy for the vast majority
of patients who will never consider, much less avail them-
selves of, this option. In Oregon, 99.7% of patients did not
take advantage of the law. These data suggest that the fo-
cus on PAS is misplaced and constitutes a distraction from
more compelling clinical need. Good end-of-life care is
more complicated than having a stash of pills in the medi-
cine cabinet. Patients need comprehensive palliative care,
including psychological support to address their suffering
and fears.

Whatever one thinks of PAS, it is not a population-
based public health remedy for the vast majority of
patients. Nonetheless, it consumes a disproportionate
amount of our attention, at the expense of more produc-
tive conversation. This begs the question, why?

VI. Brittany Maynard and the Need for Better
Palliative Care

If we think of the Brittany Maynard case, we can begin
to understand assisted suicide’s appeal.3* The images are
heart-wrenching: A young woman, newly married, in her
prime, dying of a glioblastoma multiforme. She decided not
to seek treatment for her tumor, convinced it would be
burdensome, if not futile. Moving to Oregon where physi-
cian-assisted suicide is decriminalized and regulated, she
bravely expressed her desire to die. She wanted to end her
life on her own terms before the tumor made a free choice
impossible. But at the end she wavered, taken over by am-
bivalence. It is hard not to admire Ms. Maynard’s courage
and to mourn this tragic loss.
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Yes, we feel for Ms. Maynard, but does that make her
choice a good one? Does her compelling narrative make
for good public policy?

The great jurist Oliver Wendell Holmes, Jr. once said
that, “hard cases make bad law.” He worried about the
misinterpretation of facts and the miscarriage of judicial
reasoning, “... because of some accident of immediate
overwhelming interest which appeals to the feelings and
distorts the judgment.”*’ Such is true in the Maynard case.
Her youth, the tragedy of her circumstances, and yes, the
media appeal of her story, can distort judgment and lead
us to conclude that what seems right for her is good for
others.

But it is not so simple. The care of the dying is a chal-
lenge that American medicine has yet to fully embrace.
In 2014, the Institute of Medicine (IOM) of the National
Academies of Sciences issued a report, Dying in America:
Improving Quality and Honoring Individual Preferences Near
the End of Life,*® which outlined the clinical, financial and
cultural barriers to good palliative care and made con-
structive recommendations for reform. An endorsement of
physician-assisted suicide was not one of them.

In the 19 years since the last IOM report,’’ progress
at the end of life has been spotty. Although medical edu-
cation has improved and palliative medicine became a
nascent medical specialty, we have a long way to go to
ensure that all Americans die well, or as well as can be
expected. We remain wedded to ever-more medical tech-
nology, often in the face of futility.’® Intensive care has be-
come more intense fueled by a medical arms race, unthink-
able even a decade ago.

We still have inadequate access to hospice and pallia-
tive care. Referrals are difficult and length of stay an is-
sue.’ Families may be insensitively asked about discharge
plans upon arrival to in-patient hospice even when death
is imminent.*’ Such callousness is prompted by CMS
regulation of in-patient hospice length of stay with fiscal
claw-backs.*! These policies make hospice hard to access
substantively and in a timely fashion. This becomes more
complicated as most hospice care is provided at home,
and that requires a home and an unpaid caregiver. So
what happens if you're dying and single, or homeless,
how do you get hospice care?

It shouldn’t be that way, and as long as it remains so
difficult to get competent and accessible palliative care,
people will be susceptible to easy answers like assisted
suicide, which now sounds so much more appealing
when dressed up with polished phrases like “achieving
death.” It is also cheaper, creating a perverse conflict of
interest in times of scarcity.

V. Conclusion

In the aggregate, these tensions illustrate the true
complexity of end-of-life care, a complexity not subsumed
by a solitary position on PAS. More fundamentally, Amer-

ica remains deeply divided. We remain a country that
denies death.*>* Instead of planning for end-of-life care
with sensible interventions such as advance care planning
and goals of care discussions, we become enmeshed in
ideological debates about so-called (and fictional) “death
panels.” The force of denial is also part of the appeal of
assisted suicide. By pursuing this agenda, we gain psycho-
logical reassurance that somehow we can avoid life’s final
chapter.* It will provide the illusion of solace, but if the
Oregon demographics are dispositive about utilization,
this change in law will do little more for the vast majority
of New Yorkers, and as noted potentially will have unin-
tended consequences for decisions at the end of life.

Dr. Joseph ]. Fins presented remarks on aid in dying to the
New York City Bar Association Bioethical Issues Committee on
December 5, 2016. The City Bar issued a commentary on aid in
dying in June 2017, citing Dr. Fins’ remarks before the Bioethi-
cal Issues Committee. This article draws on Dr. Fins’ presenta-
tion to the Bioethical Issues Committee. Both Dr. Fins and Dr.
Morrissey gratefully acknowledge the comments of members of
the Bioethical Issues Committee for their fruitful dialogue.
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Sexual Harassment in the Health Care Workplace

By Francis J. Serbaroli

In recent months, many prominent persons have had
career-ending allegations of sexual harassment brought
against them. Those accused in these high-profile cases
have come from media and entertainment, sports, gov-
ernment, finance, the arts, and other areas. The organiza-
tions with whom they were affiliated are scrambling to
investigate these allegations, to do damage control, and
to implement new policies and processes to demonstrate
their zero-tolerance for such harassment. Questions are
being raised as to whether the leadership of these orga-
nizations and their governing boards knew about the ha-
rassment, and if so, why appropriate action was not taken
to stop it and prevent its recurrence.

Sexual harassment has had a long and unfortunate
history in the health care sector. Many female physicians,
nurses, technicians, supervisors and other employees of
medical schools, hospitals, nursing homes, clinical labo-
ratories, pharmacies, and other health care institutions
have been victims of harassment and abuse for decades.
That has included being pressured to engage in sexual
relations, rude remarks about their physical features
and personal lives, abusive language and behavior, even
throwing scalpels and other items in the operating room,
and derogatory remarks about women in general. In a
study published in the Journal of the American Medical
Association (315 JAMA No. 19, May 17, 2016) a team of
researchers headed up by Dr. Reshma Jagsi, deputy chair
of radiation oncology at the University of Michigan Medi-
cal School, conducted a survey of clinician researchers in
which 30 percent of the female responders reported hav-
ing experienced overt sexual harassment compared with
4 percent of the male respondents.

In a Now. 20, 2017 post entitled “Not Just the Rich and
Famous,” Jocelyn Frye, a senior fellow at the Center for
American Progress, analyzed sexual harassment charges
filed with the EEOC from 2005 to 2015 and found that the
Health Care and Social Assistance category had the fourth
highest instance of complaints—11.48 percent—following
Accommodation and Food Services (14.23 percent), Retail
Trade (13.44 percent) and Manufacturing (11.72 percent).

Sexual harassment in any workplace is both illegal
and intolerable. It is intolerable in institutions caring for
patients where harassment can disturb and distract care
givers and threaten patient and employee safety. The
problem is not limited to male abuse of females. There
have been many cases of same-sex harassment and abuse,
as well as some instances of female abuse of males. And
abuse has occurred in the spectrum of health care, from
small physician offices, to hospitals and clinics, to the
hallowed halls of some of our most prestigious medical
schools.

Nor are the perpetrators of sexual harassment limited
to those working together in the same organization. It can
also come from patients, family members or friends of
patients, third party vendors and service providers, and
others who have dealings with the organization but are
not employees.

Laws

Title VII of the Civil Rights Law of 1964 prohibits,
inter alia, discrimination on the basis of sex, and sexual
harassment is regarded as a form of sexual discrimina-
tion. Title VII applies to all employers with 15 or more
employees. The federal Equal Employment Opportunity
Commission (EEOC), which enforces the provisions of
Title VII, explains that harassment can include:

... “sexual harassment” or unwelcome
sexual advances, requests for sexual fa-
vors, and other verbal or physical harass-
ment of a sexual nature. Harassment does
not have to be of a sexual nature, how-
ever, and can include offensive remarks
about a person’s sex.

... Both victim and the harasser can be
either a woman or a man, and the victim
can be the same sex.

... (H)arassment is illegal when it is so
frequent or severe that it creates a hostile
or offensive work environment or when
it results in an adverse employment de-
cision (such as the victim being fired or
demoted).

The EEOC’s position is that illegal harassment is not
limited to other employees:

The harasser can be the victim’s super-
visor, a supervisor in another area, a
co-worker, or someone who is not an em-
ployer of the employee, such as a client
or customer.

New York State’s Human Rights Law (NY Exec. Law
Article 15), which applies to all employers, similarly out-
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laws sexual harassment and includes harassment based
on gender identity and transgender status. Various mu-
nicipalities, including New York City (New York City
Admin. Code Ch. 1, § 8-107), have their own staturoy
prohibitions on sexual harassment; indeed, the legal stan-
dard for establishing harassment under the New York
City Human Rights Law is lower than that under the fed-
eral or state laws.

These laws also have strict prohibitions on any
kind of retaliation against individuals who notify their
employers that they have been the victims of, or partici-
pated in investigations of, sexual harassment. Yet despite
so many legal protections, many instances continue to go
undetected because of the hierarchical nature of many
health care institutions, and the victims’ fear that their al-
legations will not be given credence, or may in fact result
in their losing their jobs or hurting their careers.

* Employers may be strictly liable for harassment by
a lower-level manager, or by a supervisor if that su-
pervisor has a sufficient degree of control over the
working conditions of the victim. This means that
the employer may be legally responsible for such
harassment, even if no owner or manager knew
about it.

¢ Employers may be liable for the harassment of
an employee coworker, if the employer knew or
should have known about the harassment and
failed to take action. This means the employer will
be liable if the employer was negligent about pre-
venting or stopping harassment.

¢ If an employee complains of harassment to any su-
pervisor or manager, the knowledge of the supervi-
sor or manager will be considered to be the knowl-
edge of the employer.

“A health care organization that does not take the problem seriously may end up
experiencing highly public downfalls of prominent physicians or health care executives,
incurring potentially large damage awards and government enforcement actions, and

damaging its reputation among patients, donors, regulators, and the community it serves.”

Moreover, cases of sexual harassment have either
been the subject of a cover-up, or they have been quietly
settled with some amount of compensation paid to the
victim in return for a confidentiality agreement, and the
re-assignment or resignation of the victim. But in these
situations the underlying problem remains, and the per-
petrator of the abuse not only may go unpunished, but is
enabled to continue his predations.

It is a sad fact that, in the past, some hospitals would
take extraordinary steps to protect a sexually abusive
physician because he brought in a high volume of patient
admissions, or was in a senior management position, or
was responsible for obtaining substantial research grants,
philanthropic gifts, or other significant income. Times are
changing, however, and more people are not only more
aware of their rights but also prepared to assert them.

Liability

The New York State Division of Human Rights, in
its “Guidance on Sexual Harassment for All Employers
in New York State,” summarizes the liabilities of an em-
ployer for sexual harassment in the workplace:

¢ Employers are strictly liable for harassment of an
employee by an owner or high-level manager. This
means if one owner or manager harasses an em-
ployee, even without the knowledge of the other
owners or managers, the employer is nevertheless
legally responsible.

Sexual harassment may result in a lawsuit or class ac-
tion by the victim(s), a lengthy, costly, reputation-harming
exercise for which the losing employer may not only be
liable for a significant financial verdict or settlement, but
also potentially for the plaintiff’s legal costs. It can also
trigger an enforcement action by the EEOC, the New York
State Division of Human Rights or the State Attorney
General, or other agencies. Of course, any kind of physi-
cal assault or coerced sexual relations can also be a crime.

Damages

In 2012, a jury awarded a female cardiac surgery
physician assistant nearly $168 million in a case in which
she alleged that she had been sexually harassed and
physically abused by cardiac surgeons at Mercy General
Hospital in Sacramento, California, and had lost her job
after repeatedly complaining to the hospital about the ha-
rassment. The hospital countered that she had been fired
for not showing up for an on-call shift, and for allegedly
sleeping on the job.

The trial judge later reduced the award to approxi-
mately $82 million, and then vacated the award in its en-
tirety when the parties entered into a confidential settle-
ment. Chopourian v. Catholic West et. al, Case No. 2:09-cv-
02972-KJM-K]JN (E.D. Calif.).

In 2003, the former Lutheran Medical Center in
Brooklyn agreed to pay $5.425 million to settle an enforce-
ment action commenced by the EEOC after a physician
was accused of sexually harassing at least eight female
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employees in the course of employment-related physical
examinations. According to the EEOC complaint, the ha-
rassment included invasive touching and intrusive ques-
tions about the female employees’ sexual practices.

Last month, the Second Circuit Court of Appeals,
in MacCluskey v. University of Connecticut Health, Case
No. 17-0807-cv. (2d Cir. Dec. 19, 2017), upheld a district
court verdict that found the University of Connecticut
Health System liable for sexual harassment of a dental
assistant, who alleged that she had been repeatedly ha-
rassed and physically touched by a dentist over a period
of months. The dentist had a past record of harassing at
least one other dental assistant, and had been disciplined
and threatened with termination after the prior incident.
The appeals court also upheld the $125,000 in damages
awarded to the dental assistant.

Policies

An employer protects itself and its employees first
and foremost by having a comprehensive set of policies
and procedures defining and prohibiting sexual harass-
ment, and setting forth the process for an employee to
lodge a complaint, and how the complaint is to be han-
dled internally. It also involves educating (and periodi-
cally re-educating) every person in the organization—in-
cluding board members and senior management—about

Free to members of the NYSBA.

sexual harassment policies and procedures. It involves
timely and thorough investigation of an employee’s com-
plaint, and enforcement and remediation as needed and
as appropriate. Education and enforcement of a health
care organization’s sexual harassment policies are impor-
tant compliance functions.

Conclusion

It is hard to know whether and to what extent the
recent spate of high-profile downfalls will have a salutary
effect on sexual harassment in health care workplaces.
The problem has been widespread, and has gone on for
so long, that it seems that only a major change in the
underlying culture will mitigate the problem. A health
care organization that does not take the problem seri-
ously may end up experiencing highly public downfalls
of prominent physicians or health care executives, incur-
ring potentially large damage awards and government
enforcement actions, and damaging its reputation among
patients, donors, regulators, and the community it serves.

Unlike some unfortunate medical complication in a
patient’s care that could not have been foreseen, sexual
harassment can and should be detected and addressed.
Everyone from board members to executives, to physi-
cians, to supervisors has a stake in maintaining a safe and
professional workplace for all employees.
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Consumer Pre-Dispute Arbitration Clauses:
The Manifestation of Mutual Assent?

By Joan D. Hogarth and Marcia Adelson

What constitutes an “agreement” in the context of
consumer agreements that contain a pre-dispute arbitra-
tion clause?

This issue is being litigated in court, including the U.S.
Supreme Court, because pre-dispute arbitration clauses
are routinely included in standard-form contracts for
goods and services and, for health care, in nursing home
admissions agreements. After purchasing a cell phone, the
consumer may be unpleasantly surprised to learn that she
has agreed to resolve disputes in arbitration. In 2015, the
New York Times ran a series of articles! expounding weak-
nesses in using arbitration as a means to resolve consumer
disputes. The articles characterized arbitration clauses as
being buried in contracts, thereby depriving Americans of
their constitutional right to “a day in court.” The matter
remains unsettled despite the U.S. Supreme Court’s clear
holdings on the status of arbitration agreements. The re-
sultant debate among consumer advocates and arbitration
proponents have led to some regulatory agencies, e.g., the
Consumer Financial Protection Bureau (CFPB) and the
Centers for Medicare and Medicaid Services (CMS), pro-
posing and promulgating regulations limiting the use of
pre-dispute arbitration clauses.

However, in December, 2016, the CMS rules were sus-
pended and in November 2017 the CFPB rules were void-
ed. Recently, the Second Circuit Court of Appeals clari-
fied the conditions for a binding arbitration agreement
in website and online transactions when in Meyer v. Uber
Technologies, Inc.? it reversed the lower court and held that
(1) the Uber App provided reasonably conspicuous notice
of its Terms of Service, and (2) “Although Meyer’s assent
was not express, we are convinced it was unambiguous in
light of the objectively reasonable notice of the terms.” In
classic contract law terminology, the issue is whether there
is a manifestation of mutual assent to pre-dispute arbitra-
tion and thus the formation of a contract.

Arbitration Agreements Are Contracts

“[Alrbitration is simply a matter of contract between
the parties; it is a way to resolve those disputes—but only
those disputes—that the parties have agreed to submit
to arbitration.”® The U.S. Supreme Court has repeatedly
held that arbitration contracts are to be interpreted and
enforced according to the same standards of contract law,
no more, no less. It has held that the Federal Arbitration
Act of 1925 (FAA)* preempts state statutory schemes
that aim at prohibiting arbitration or imposing limits on
arbitration clauses; rather, arbitration agreements must
be placed on equal footing to that of all other contracts.®
For example, the Supreme Court held that a state-law
contract rule that singles out arbitration by requiring a

power of attorney to expressly refer to arbitration agree-
ments before the attorney in-fact can bind her principal

to an arbitration agreement is not valid and is preempted
by the FAA.® As another example, in AT&T Mobility” the
Court overruled the California Supreme Court, which
had held that class waivers and mandatory arbitration in
consumer agreements were generally unconscionable and
unenforceable because, the Court stated, they stand “as an
obstacle to the accomplishment and execution of the full
purposes and objectives of Congress.”® The U.S. Supreme
Court consistently favors arbitration and despite the best
efforts of state courts sympathetic to consumers, parties
opposing any type of arbitration, including those of con-
sumer contracts, will find it improbable that arbitration
agreements will be afforded a lesser treatment than other
contracts. Even consumer contracts are enforceable under
the FAA, save where contract defenses are available.

The Question of Assent

The question of assent directly addresses the very
existence of a contract. In the commercial environment,
the decision as to the terms and conditions, including
arbitration clauses, is a natural part of the negotiations.

In the consumer environment, there is minimal or no ne-
gotiations of the terms and conditions, including that of
arbitration clauses. The arbitration clause is not negotiated
but is stated as a condition of doing business when be-

ing admitted to a nursing home, when purchasing a cell-
phone, when first using an internet application, or when
opening a bank account. Unlike negotiated agreements in
the commercial environment, agreements in the consumer
environment generally lack negotiations and when con-
flict arises, debate ensues regarding whether the consumer
assented to arbitration.

Contracts such as the admissions agreement for a
nursing home, or the “in the box” warranty for the pur-
chase of a cell phone, or the standard agreement in obtain-
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ing a credit card, require assent, which means parties
approve of and agree to the terms. The arbitration clauses
within those agreements, like all the other clauses within
the contract, are subject to the requirement of manifesta-
tion of assent. In Specht v. Netscape® the issue being argued
was whether the plaintiff before downloading and using
software had reasonable notice of and manifested assent
to the license agreement which contained the arbitration
clause. The Second Circuit Court of Appeals found that
the plaintiffs neither received reasonable notice of the
terms of the license nor did they manifest “unambiguous
assent” to such terms.

“This principle of knowing consent applies with par-
ticular force to provisions for arbitration.”? Citing other
cases, the court pointed out that clarity and conspicu-
ousness of arbitration terms are important in securing
informed assent. “If a party wishes to bind in writing
another to an agreement to arbitrate future disputes, such
purpose should be accomplished in a way that each party
to the arrangement will fully and clearly comprehend
that the agreement to arbitrate exists and binds the par-
ties thereto.”!! While the court cited California law, it
could have been citing classic contract law. The meaning
of assent is clear—it is an objective standard that evalu-
ates the totality of the contract negotiation—what the of-
feror and the offeree said, wrote and did.1?

Similarly, the New Jersey Supreme Court held that
“[a]n arbitration provision—like any comparable con-
tractual provision that provides for the surrendering
of a constitutional right must be sufficiently clear to a
reasonable consumer.” The opinion added that mutual
assent requires that the parties have an understanding
of the terms to which they have agreed. And, the party
must agree clearly and unambiguously.'® To distinguish
the holding in this case from the U.S. Supreme Court’s
holdings'* that reject state law schemes aimed at protect-
ing consumers from being bound by mandatory arbitra-
tion clauses, the New Jersey Supreme Court cited other
instances where New Jersey disallows the waiver of
constitutional or bargained-for rights without knowing
consent.™

The Question of Assent in Nursing Home
Admissions

In nursing home admissions, often there are disputes
surrounding “meeting of the minds” and whether the
patient, otherwise known as a nursing home resident,
gave assent to the terms and conditions of the admission
agreement. The admission to a nursing home is invari-
ably a time of stress for the patient and for those assisting
in the decision-making process. The person being admit-
ted often lacks capacity and accompanying friends or
family members may not have the proper authority to act
on the patient’s behalf. Capacity is necessary for assent to
a contract. In the case of the patient, that person is often
entering the nursing home from a hospital stay or from

home after an emergency. The person is in need of skilled
medical services or has physically or mentally declined to
the point of requiring substantial assistance. The person
may be suffering from dementia or another form of cogni-
tive decline. The nursing home admissions process is a
lengthy and complex one requiring both an understand-
ing of and signatures on multiple forms. These forms may
include a medical history, a list of drugs, treating physi-
cians, financial and banking forms, health care proxy
forms and do-not-resuscitate forms. Nursing homes
require and are permitted to have third party facilitators
sign on behalf of the incapacitated patient to ensure there
is some accountability for the patient. However, these
“designated representatives” cannot bind the patient, and
therefore cannot assent to contractual provisions without
further authorization that is provided through such in-
struments as are available at law, e.g. a power of attorney
or a health care proxy, or through affirmative patient
designation.

In a recent case involving nursing home admissions,
the New York Supreme Court heard from experts on both
sides and held that the patient was cognitively impaired
and was not competent to sign the arbitration agreement
that was included as part of the admissions agreement.
As such, there could be no assent to the admissions agree-
ment let alone the arbitration clause.’® This was a matter
of a lack of capacity. However, in Friedman v. Hebrew Home
for the Aged,*” another New York case, the lower court
refused to enforce the arbitration contract holding that
it was unconscionable and against public policy in light
of Public Health Law §2801-d that declares any waiver
of the right to a trial by jury, prior to an action, as being
null and void. The lower court stated that the mandatory
admissions agreement was unconscionable where the
patient was effectively deprived of his ability to assent to
the agreement because the patient either could sign the
agreement, which included the arbitration clause, or not
be admitted to the nursing home. There was an imbal-
ance of bargaining power between the parties such that
the patient could not have assented to terms of the agree-
ment. In keeping with the U.S. Supreme Court holdings,
the Appellate Division reversed the lower court, finding
that the agreement was not unconscionable either on
procedural or substantive grounds because the signatory,
the patient’s son, was an attorney. Attorneys are more
sophisticated than the average consumer and was at no
disadvantage in the bargaining. As for PHL § 2801-d, the
court found that the nursing home was engaged in inter-
state commerce and as such was subject to the FAA that
preempts state law affecting arbitration clauses. The New
York Supreme Court upheld the arbitration agreement.

In Bair v. Manor Care of Elizabethtown,® the Pennsyl-
vania Superior Court affirmed the lower court’s order,
ruling that the arbitration agreement was unenforceable
because there was no meeting of the minds. In 2009, the
same parties had entered into an agreement to admit the
patient to the nursing home. The 2009 admission agree-
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ment was completed for all the essential terms and
signed by all the parties. In the instant case, the court
found that the admissions agreement was incomplete as
to its essential terms; i.e., the names of the contracting
parties and the dates were missing. Moreover, the agree-
ment referred to a brochure that explained arbitration,
yet that brochure was never attached to the agreement.
Finally, while the patient’s representative had signed the
admissions agreement, the nursing home’s representa-
tive had not. The court noted that there was no meeting
of the minds where these essential details were absent. It
noted that the “absence of signatures is not fatal unless
required by law or by the intent of the parties....” The
parties intended that signatures should be affixed to ac-
knowledge the statement in caps (right above the signa-
ture line) that both parties were aware that the required
arbitration would mean they had waived their right to a
jury trial.

The assent to arbitration was held against the nurs-

ing home. The court wrote that a contract must be inten-
tional and sufficiently definite in its terms and that no
offer will be found to exist where its essential terms are

unclear.

Where a patient is accompanied by a third party, the
issue becomes whether that person has been granted the
power to assent on behalf of the patient. In Extendicare v.
Whisman,*® a consolidation of three nursing home cases,
the Supreme Court of Kentucky refused to enforce the
parties’ arbitration agreements because it held that the
attorneys-in-fact who signed those agreements lacked au-
thority to enter into the agreements, despite broad pow-
ers of attorney, including the power to make “contracts.”
The Kentucky court concluded that because those agree-
ments waive a “divine God-given right” to a jury trial,
only an express mention of arbitration agreements in the
power of attorney permits an attorney-in-fact to bind the
principal to an arbitration agreement. In fact, Kentucky
law does not require such an express mention of any
other types of contracts.

On February 22, 2017, the United States Supreme
Court heard this case and the question presented was
“Whether the FAA preempts a state-law contract rule
that singles out arbitration by requiring a power of at-
torney to expressly refer to arbitration agreements before
the attorney in-fact can bind her principal to an arbitra-
tion agreement.”?° On May 5, 2017, the Supreme Court
held that “the Kentucky Supreme Court specifically im-
peded the ability of attorney-in-fact to enter arbitration
agreements.” Arbitration agreements are like any other
contracts and by singling them out, the Kentucky Su-
preme Court had failed to place arbitration agreements
on equal footing with other contracts and had discrimi-
nated against them. The U.S. Supreme Court reversed the
Kentucky Supreme Court and held that the standard is to
be found in the specific powers granted to the attorney-
in-fact. If it should be a broad general power that permits

the attorney-in-fact to enter into contracts, then the attor-
ney-in-fact can enter into any contract including, arbitra-
tion agreements.

State law regulates the validity of contracts through
generally applicable contract defenses such as the lack of
assent, the lack of capacity or unconscionability. Kentucky
attempted to protect the right to a trial for what it saw as
its “vulnerable citizens.” However, this ran afoul of the
Supreme Court’s holding that the FAA pre-empts states
from singling out arbitration agreements and requiring
more stringent or different requirements for arbitration
contract formation.

The Issue of Assent in Other Consumer
Arbitration Agreements

To be an enforceable contract, whether the agreement
is provided in person, in a box or over the internet, the
rules of contract formation still apply. Thus, as the Second
Circuit stated in Meyer,?! there must be both “reasonably
conspicuous notice of the existence of contract terms and
unambiguous manifestation of assent to those terms to
find that a contract has been formed.” In Meyer, the Sec-
ond Circuit found that Terms of Service which contained
the arbitration agreement were reasonably conspicuous
since the “entire screen was visible at once and although
the sentence is in a small font, the dark print contrasts
with the white background, and the hyperlinks are under-
lined.” The court distinguished the screen in Meyer with
the screen in Nicosia v. Amazon?? in which the court found
that the privacy notice and conditions of use were on the
left side of the screen and the user placed an order by
clicking on a button on a different part of the page. Meyer
unambiguously manifested his assent to the Terms of
Service by clicking on the register button. By doing this,
not only was an account created but the Terms of Service
were accepted. Meyer was allowed to review the Terms
of Service prior to creating an account and the text on
the payment screen not only included a hyperlink to the
Terms of Service but warned the user that by creating the
account, the user agreed to be bound by the linked terms.

The outcome of this case was unfavorable for Meyer.
Yet, the requirement to read the terms and conditions of a
contract has not changed because it is an online contract.
It is the placement of the notice on an otherwise busy
page that was in question here. The court wanted to en-
sure those terms were visible and accessible to the user. It
found that they were, even if Meyer did not unambigu-
ously assent to them. Many consumers are like Meyer and
where there are “boiler plate” terms and conditions, may
not take the time to ensure to what they are agreeing, in-
cluding agreeing to arbitrate a dispute.

In Specht v. Netscape Communications,?® the court held
that “reasonably conspicuous notice of the existence of
contract terms and unambiguous manifestation of assent
to those terms by consumers are essential if electronic bar-
gaining is to have integrity and credibility. We hold that a
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reasonably prudent offeree in plaintiffs’ position would
not have known or learned, prior to acting on the invita-
tion to download, of the reference to SmartDownload’s
license terms hidden below the Download button on the
next screen.” The Specht court is noting that contract for-
mation requires assent and that it would not be possible
for the consumer to assent to terms of which they were
not aware. In these online agreements where the consum-
er has no role in the negotiation of the terms, there has to
be a way of bringing those essential terms front and cen-
ter; in other words, they must be conspicuously placed

to give the consumer the opportunity to access them. For
Meyer, that notice was conspicuously placed and his as-
sent, though not unambiguous, was given the moment he
clicked on the “terms” button. On the other hand, Specht
had no opportunity to give assent where placement of the
terms was so inconspicuous that he never had an oppor-
tunity to access them, never mind giving assent to them.

In Guadagno v. EXTRADE,* the arbitration agreement
was enforceable. Here the Court found that “a highlighted
underlined link to the Agreement was directly above the
acknowledgment box, along with notice that “[t]he follow-
ing contain important information about your account(s).”
The court stated that a reasonably prudent offeree would
have noticed the link and felt compelled to review the
terms to be found in this section before acknowledging.

In addition to the aforementioned statement, the intro-
duction of the agreement had in all caps “YOUR ATTEN-
TION IS DRAWN TO THE ARBITRATION PROVISION
OF THIS AGREEMENT.” And at the start of the arbitra-
tion clause it had in bold caps IT IS IMPORTANT THAT
YOU READ THIS ARBITRATION CLAUSE. The court
therefore concluded that the terms of this arbitration
clause were clear, reasonably conspicuous, and because
the consumer accepted the terms of the agreement, she
essentially assented to the arbitration clause.

By contrast Noble v. Samsung,* where the arbitration
agreement was only in the shrink-wrap, the court found
that it was not reasonable for Samsung to expect the ordi-
nary user to find an arbitration contract on page 97 of the
148-page booklet entitled “Health and Safety Warranty
Guide.” The use of bold font to bring the attention of the
clause to the user was worthless since it was hidden in
the booklet and the consumer would have had no reason
to know that it was there.

Arbitration Agreements for Consumer Cases?

The cases cited here remain good law in the respec-
tive states. Relying on the basics of contract formation,
the cases have demonstrated that parties must have the
opportunity to assent to the terms of the contract regard-
less of its contents, i.e., if it contains an arbitration clause
or not; or whether there is an objective or subjective
manifestation of assent to the contract; or whether there
is an unambiguous assent by a writing, clicking, words
or acts. There can be no assent if the consumer never saw

the terms on the computer screen. There can be no assent
if the nursing home patient does not have the capacity

to agree to a contract; neither can the family member as-
sent to a contract on behalf of the patient, without legal
authority to bind the patient. In the online transactions or
the purchase of a boxed telephone, there can be no assent
if the terms are hidden and not conspicuously brought to
the attention of the consumers.

Care has to be taken by the drafters of such agree-
ments to ensure the essential terms and conditions are
brought to the attention of the consumer. Consumer advo-
cates have be sure that the case law on which they rely is
good law that will prevail in the highest courts. The pros
and cons of arbitration must be shared with the average
consumers who are bound by all the terms within the con-
tract. Efforts must be made by arbitration administrators
and courts to educate consumers about arbitration. ADR
practitioners must be aware that the U.S. Supreme Court
favors arbitration and disfavors state law schemes that at-
tempt to prefer consumers. Parties who seek to eliminate
the pre-dispute arbitration clauses are left only with the
contract defenses that are applicable to the basic contract.

The authors offer that arbitration can be good for
consumers who need a fast and inexpensive resolution to
the dispute. There are several benefits to be derived for
the consumer. Arbitration is faster than litigation in that
a court case could take years to be resolved. Arbitration
could take a few months, and less, if discovery is carefully
managed. Arbitration has been touted as inexpensive.
Opponents of arbitration point to its costs: The daily rate
of the arbitrator(s), and the expense associated with the
forum and the organization that manages the process. Yet,
when this is compared to the costs of litigation, extensive
discovery, and court scheduling delays, arbitration is less
costly. The rules and procedures are informal and less
adversarial than those in a court proceeding. A well-man-
aged arbitration process could avoid hostilities that may
take place in the courtroom. Finally, where trade secrets
or embarrassing information may be implicated, arbitra-
tion is a confidential and private proceeding not subject
to the scrutiny of the press or the public. Parties may then
memorialize the arbitration agreement in a confidentiality
agreement.

As practicing arbitrators, the authors recognize the op-
posing views of arbitration and the numerous articles and
cases regarding pre-dispute arbitration clauses that make
this article possible. Yet, as it may seem to be settled law in
some states, in others and during the Obama presidency,
there were continued efforts to effect changes for consum-
ers in the judiciary and administrative branches. Oppo-
nents to pre-dispute mandatory arbitration have consis-
tently called for steps to be taken to allow consumers to
voluntarily make the choice of arbitrating or litigating.
The answer may not be the court cases. Rather, the answer
may come through legislative amendments to the FAA or
the introduction of new legislation to reform arbitration.
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Conclusion

Mutual manifestation of assent, whether written,
spoken, or by conduct, is the touchstone of contract for-
mation. “The conduct of a party is not effective as a man-
ifestation of his assent unless he intends to engage in the
conduct and knows or has reason to know that the other
party may infer from his conduct that he assents.”?

Arbitration was developed by businessmen to re-
solve disputes quickly, efficiently and privately. The use
of arbitration then expanded into other areas such as
consumer agreements. In these authors” minds, there is
a distinction between the pre-dispute arbitration clauses
that are the product of commercial parties and those con-
sumer pre-dispute arbitration clauses. In the commercial
setting, the parties actively negotiate and enter into the
agreement and thus, there is hardly a question of con-
tract formation. However, in consumer contracts, there
are often questions of whether or not the consumer had
reasonably conspicuous notice and then unambiguously
assented to the terms of the contract.

The issue is compounded in the nursing home set-
ting when the patient might not have full capacity. Each
transaction should undergo a fact-intensive review of the
conditions of each transaction to determine whether the
consumer was aware and did indeed manifest assent. As
an additional safeguard, the patient or the patient’s rep-
resentative should be given the option of re-affirming the
arbitration clause. Such providers as the AAA (Ameri-
can Arbitration Association) and the American Health
Lawyers Association refuse to administer nursing home
arbitrations where there was a mandatory pre-dispute
resolution clause in the admissions agreement.

Arbitration has many benefits and as Alternative Dis-
pute Resolution (ADR) practitioners who espouse those
benefits, the authors believe that many criticisms of ar-
bitration are unjustified. However, in order to ensure the
integrity and sustainability of the process, there should
be education as to arbitration’s benefits. Then, reasonable
and conspicuous notice should be given in the contract as
to whether fundamental rights such as the right to a jury
trial are being waived. It is fundamentally important that
consumers are not mandated to participate in a process
to which they did not intentionally agree.

Arbitration has continued to evolve into a favorably
recognized process, where the parties can select their
own “nonjudicial tribunal that will arrive at a private
and practical determination [of their dispute] with maxi-
mum dispatch and minimum expense.”?” Thus, parties
choose to use arbitration to resolve their disputes because
they want expediency, confidentiality, cost efficiency and
finality and not because they have been compelled to
arbitrate. In the long run, arbitration provides benefits if
consumers are adequately informed and if negative ar-
ticles and misunderstanding of the process are reduced.
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tion on March 28, 2018 for colleagues to connect, advance
their careers and enhance their practices. Attendees met
other health law attorneys, as well as leaders in the Sec-
tion. The event was sponsored by the Health Law Section,
with special thanks to Albany Law School for being the
host. Thanks to Health Law Section Membership Com-
mittee Co-Chairs Mishka Woodley, Esq., Shenker Russo
Clark LLP, Albany, and Lisa D. Hayes, Esq., Brookdale
Hospital Medical Center, Brooklyn, for their work on the
reception.

Upcoming Events
Emerging Liability Issues for the Health Care Industry

Thursday, April 26th | 9:00 a.m. - 12:00 p.m. |

NYC & Webcast

New York State Society of CPA’s | 14 Wall St., 19th Fl. |
NYC | 3.0 MCLE Credits: 3.0 Skills

NYSBA Member: $135

General Practice Section Member: $110
Co-Sponsoring Section Member: $135
Non-Member: $235

This half-day practical seminar will familiarize you
with many of New York’s laws regulating claims against
health care facilities and will help you develop the skills
necessary to prepare and review the claim, navigate dis-
covery, and advocate through arbitration or in court.

Who Should Attend: Attorneys who represent
health care facilities, especially nursing homes; attorneys
representing patients of residential health care facilities;
attorneys interested in the burgeoning field of health care
liability.

Sponsors:

Health Law Section
Torts, Insurance and Compensation Law Section
Committee on Continuing Legal Education

Visit www.nysba.org to register.

Save the Date: October 26—Health Law Section
Fall Meeting—NYSBA, Albany

Mark your calendars and save the date, the Health
Law Section will hold its Fall Meeting on Friday, October
26, 2018. Join more than 100 health law attorneys from
around the state for this full-day CLE on hot topics.

Recorded Programs Now Available Online

The Section has three recordings available to purchase
and view for CLE credit, any time that is convenient for
you:

1. Legal Issues Surrounding Eye, Organ and Tissue
Donation

CLE: 1.5 credits in professional practice, non-transi-
tional and accredited for MCLE credit in New York State
only.

Cost: Free to Health Law Section Members.

Presented by the Health Law Section in partnership
with the New York Alliance for Donation (NYAD), and co-
sponsored by the Health Law Committee and Bioethical
Issues Committee of the New York City Bar.

New York State is facing a health care crisis: the need
for transplantable organs far exceeds the availability.
While a single donor can help save the lives of up to eight
people, potential donors are rare. It is crucial that all of the
participants in the process, legal, clinical, administrative
and governmental are knowledgeable about the law and
the process surrounding organ and tissue donation.

2. Health Law Section Fall Meeting: Disrupting the
System: Innovation and Collaboration in Health
Care in New York

CLE: 7.0 MCLE credits, 6.5 Professional Practice, 0.5
Ethics. (This program is for experienced attorneys only, is
non-transitional, and accredited for MCLE credit in New
York State only.)

Cost: Health Law Section Members: $175

This program offers a look at innovative programs
that are designed to facilitate access to comprehensive,
coordinated care to improve patient satisfaction and clini-
cal outcomes. These programs and the use of the technol-
ogy necessary to support them do not come without legal
barriers and challenges. A diverse panel of speakers will
describe initiatives that are disrupting the health care
system, and the practical ways to overcome the real and
perceived barriers to sustained implementation. This pro-
gram is relevant for attorneys representing all provider
types, health systems, in-house counsel, insurance/payor
plans and governmental attorneys involved in health care
regulation.
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Topics:
¢ In-House General Counsel: Hot Topics
¢ Medical-Legal Partnerships in Health Care

¢ Collaborative Affiliations Among Large Systems
and Physician Practices: Tales from the Trenches

¢ Medical-Legal Implications and Sustainability of
SHIN-NY Regulations in Health Care Delivery
System

¢ Concierge Medicine/Telemedicine/Direct Primary
Care

¢ Ethics of Health Information Technology Privacy

3. E-Health Clinical Records and Data Exchange II: Live
and Webcast

CLE: This program is accredited for 2.0 MCLE credits
in the area of Professional Practice, and is non-transition-

al and accredited for MCLE credit in New York State only.

Cost: Health Law Section Members: $50

The NYSBA’s Health Law Section, in collaboration
with Albany Law School and Fordham Law School, is

holding the second program of a two-part series explor-
ing the state of population health initiatives for improv-
ing the public’s health and the law affecting: Electronic
Health Records (EHRs) across provider types and payor
systems; Health Information Exchanges (HIEs) and Re-
gional Health Information Organizations (RHIOs), includ-
ing the State Health Information Network of New York
(SHIN-NY) and e-MOLST; data collection and integration;
and research and ethics.

Topics:

¢ Expanding Public Policy Goals for EHR to Improve
the Public’s Health: Utilizing Integrated Medical
and Social Data for Designing Care Systems and
Population-Level Interventions—Issues in Law,
Research and Ethics

* E-Health Licensure Standards—Gaps in Law and
Regulations at the State Level

Part I of this series is available for free, and does not
offer CLE credit. Visit www.nysba.org/ehrs.
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Section Committees and Chairs*

The Health Law Section encourages members to participate in its programs and to volunteer to serve on the Committees
listed below. Please contact the Section Officers or Committee Chairs for further information about these Committees.

Continuing Legal Education
Sandra C. Maliszewski

67 Florence Avenue

Oyster Bay, NY 11771
maliszewskis@acpny.com

E-Health and Information Systems
Daniel Meier

Benesch Friedlander Coplan & Aronoff
Continental Plaza II

411 Hackensack Avenue, 3rd Flr.
Hackensack, NJ 07601-6323
dmeier@beneschlaw.com

Nathan Garrett Prystowsky
Janet H. Prystowsky, M.D., PC
110 East 55th Street, 7th Floor
New York, NY 10022-4554
ngp@janetprystowskymd.com

Ethical Issues in the Provision

of Health Care

Brendan Sidney Parent

NYU School of Professional Studies
7 East 12th Street, Suite 825b

New York, NY 10003
brendan.parent@gmail.com

Health Care Providers and
In House Counsel

Carolyn B. Levine
Memorial Sloan Kettering
1275 York Ave., 20th Floor
New York, NY 10065-6094
levinec@mskcc.org

Margaret J. Davino

Fox Rothschild LLP

101 Park Avenue

New York, NY 10271-1699
mdavino@foxrothschild.com

Anoush Koroghlian Scott
Jackson Lewis, PC

677 Broadway, 9th Floor

Albany, NY 12207
Anoush.scott@jacksonlewis.com

Health Professionals

Jay B. Silverman

Ruskin Moscou & Faltischek PC
1425 RXR Plaza

East Tower, 15th Floor
Uniondale, NY 11556-1425
jsilverman@rmfpc.com
Legislative Issues

James W. Lytle

Manatt, Phelps & Phillips, LLP
30 S Pearl Street

Albany, NY 12207
jlytle@manatt.com

Long-Term Care

Jane Bello Burke

Hodgson Russ LLP

677 Broadway, Suite 301
Albany, NY 12207
jbburke@hodgsonruss.com

Medical Research and Biotechnology
Alex C. Brownstein

BioScience Communications

250 Hudson Street, 9th Floor

New York, NY 10013
alex.brownstein@bioscicom.net

Samuel J. Servello

205 East 10th Street, #5D

New York, NY 10003
samservello.barmail@gmail.com

Membership

Lisa D. Hayes

Assistant General Counsel

The Brookdale Hospital Medical Ctr.
321 Katz, 1 Brookdale Plaza
Brooklyn, NY 11212-3198
Ihayes@bhmceny.org

Mishka Woodley

488 Broadway, Apt. 502
Albany, NY 12207
mawoodley@gmail.com

Nominating
Salvatore J. Russo
573 West 4th Street
Brooklyn, NY 11204
sjr747881@aol.com

Professional Discipline
Joseph L. DeMarzo

41 Hathaway Lane

White Plains, NY 10605-3609
jdemarzo@optonline.net

Douglas M. Nadjari

Ruskin Moscou Faltischek, PC
1425 Rxr Plaza

Uniondale, NY 11556
dnadjari@rmfpc.com

Public Health

Veda Marie Collmer
WebPT, Inc.

625 S. 5th Street
Phoenix, AZ 85004
vedacollmer@yahoo.com

State Constitutional Convention—Focus
on Health

Hermes Fernandez

Bond, Schoeneck & King, PLLC

22 Corporate Woods, Suite 501

Albany, NY 12211

hfernandez@bsk.com

Young Lawyers

Nicole R. Ozminkowski

Harris Beach P LLC

99 Garnsey Road

Pittsford, NY 14534
nozminkowski@harrisbeach.com

Cassandra Rivais

80 B Weis Rd.
Albany, NY 12208
gjrivais@buffalo.edu

* To update your information, contact
NYSBA's Member Resource Center at
1-800-582-2452.
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Publication and Editorial Policy

Persons interested in writing for this Journal are wel-
comed and encouraged to submit their articles for con-
sideration. Your ideas and comments about the Journal
are appreciated as are letters to the editor.

Publication Policy:
All articles should be submitted to:

Brendan Parent, JD
Phone: 212-998-7065
Email: brendan.parent@nyu.edu

Submitted articles must include a cover letter giving
permission for publication in this Journal. We will as-
sume your submission is for the exclusive use of this
Journal unless you advise to the contrary in your letter.
Authors will be notified only if articles are rejected.
Authors are encouraged to include a brief biography
with their submissions.

Editorial Policy: The articles in this Journal represent
the authors’ viewpoints and research and not that of
the Journal Editorial Staff or Section Officers. The accu-
racy of the sources used and the cases cited in submis-
sions is the responsibility of the author.

Subscriptions

This Journal is a benefit of membership in the Health
Law Section of the New York State Bar Association.

The Journal is available by subscription to non-attor-
neys, libraries and organizations. The subscription rate
for 2018 is $150.00. Send your request and check to
Newsletter Dept., New York State Bar Association, One
Elk Street, Albany, NY 12207.

Accommodations for Persons with Disabilities:

NYSBA welcomes participation by individuals with disabili-
ties. NYSBA is committed to complying with all applicable
laws that prohibit discrimination against individuals on the
basis of disability in the full and equal enjoyment of its goods,
services, programs, activities, facilities, privileges, advantag-
es, or accommodations. To request auxiliary aids or services
or if you have any questions regarding accessibility, please
contact the Bar Center at (518) 463-3200.

Copyright 2018 by the New York State Bar Association.
ISSN 1530-3926 ISSN 1933-8406 (online)
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