Health Law Journal

A publication of the Health Law Section
of the New York State Bar Association

‘A SPECIAL EDITION:

PUBLIC'HEALTH LAW
AND VULNERABLE
POPULATIONS

-], |
| 7a 1!
A

o

1

n

a

| i)
{

-

fen o







HEALTH LAW JOURNAL

Spring 2019

Vol. 24, No. 1

THE HEALTH LAW SECTION
NEW YORK STATE BAR ASSOCIATION

© 2019 New York State Bar Association






Table of Contents

Message from the Section CRAIr ............cccooiiiiiiiiiiiii s 4
Robert Hussar
Regular Features

In the NeWw YOIk State COUITS......oiiiiiiieiiicieeieece ettt ettt et eete e e teeeteeereessseeseeseeeseensseeaseas 5
Leonard M. Rosenberg

In the Legislature..........cooviiiii e 13
James W. Lytle

In the New YOrk State AGeNnCIes..........ccccovvveieiiiiieiiiiieieiceecee e 15
Francis |. Serbaroli

New York State Fraud, Abuse and Compliance Developments .............cccooeveeiiieieeeceeeen 18
Edited by Melissa M. Zambri

IN the Law JOUTNAIS .....ccviiiiicieceeeeeee ettt et ettt ettt e e reeeareessaeeabe e teeeaseessseeaseesseeenseennes 22

Edited by Cassandra Rivais

FOT YOUT I OTIIIATION et e e e e e e e e e e e e e e e e e e e s e eeeeeeeeesaeaeneneeeeeeeeenannnane 23
Claudia O. Torrey

Special Edition: Public Health Law and Vulnerable Populations

Public Health Law and Vulnerable Populations: An Introduction...........ccccccococeviiiiiiiiinnnnn 25
Veda Collmer, Mary Beth Morrissey and Joyce Tichy

Framing the Public Health Problem of Maternal Morbidity and Mortality:

A Social Justice and Moral Imperative..........cccooiiiiiiiiii 27
Anna Burgansky, Camille A. Clare, Karen Bullock, Mary Breda Morrissey,

Ivelina V. Popova and Mary Beth Quaranta Morrissey

Giving New Yorkers a Voice in Oversight of Hospital Consolidation............ccccoeeiiiiiininnnnn. 34
Lois Uttley

Housing Rx: Policy Innovations and Opportunities for Action in New York State......................... 42
Madeline Morcelle and Leila Barraza

Health Information Technology and Vulnerable Populations:

AN OVETVIEW Of CUTTEINTE POLICIES c.eeeeeeeeeieeeeeeeeeeeeeeeeeeeeeeeeee ettt ee e eteeeeeseeeeeseeeseneeeeeeennnes 46
Veda Collmer

The Palliative Turn in Person-Centered Care: Public Health and

Human Rights-Based Approaches to Interdisciplinary Palliative Care ..........cccccccvviiiiiiiinnnnne. 52

Mary Beth Morrissey, Thomas Caprio and Cary Reid
Supervised Injection Facilities: A Collision Between Public Health Policy

and State and Federal Law ...........cccooiiiiiiiiiii 61
Joyce Tichy and Jerry Lynch
NIFLA and the Future of Health Warnings ............cccccocoooiiiiiiiiiccccccce 67
Thomas Merrill

Section Matters
Newsflash: What’s Happening in the Section ..............ccocoooiiiiiiie 71

Section COMMUITEEE ANA CAITS .. .ot e e e et e e e e e e e e e e e eeeeseeaesraeeeeeeeesaanans 72



Message from the Chair

Committee activity is the
lifeblood of our Section. Our
committees perform the real
work necessary to make our
Section function successfully.
Committees also provide an
opportunity for members to
interact with those who share
similar interests and passions.
Working on a committee and
rolling up your sleeves next to
your colleagues is a great way
to foster personal and profes-
sional relationships.

Our newest committee, the Health Care Litigation
Committee, held its inaugural meeting in January, prior to
our Section’s annual meeting. The enthusiastic response
from section members to this committee suggests that it
will be an energetic arm of our sections. Members of this
committee leverage their knowledge of the highly regu-
lated health care industry in administrative proceedings
before state agencies as well as in state and federal courts.
They are regularly engaged in litigation between health
care providers, government investigations, credential-
ing proceedings, and disciplinary proceedings, among
others. Members share their experiences with ever evolv-
ing regulations and standards that are a growing area of
concern for health care clients. If you find yourself prac-
ticing in DOH, OMIG, MFCU, OPMC or Justice Center

The wide variety of committees makes it likely that proceedings, you may want to consider participating on
you will find one that comports with your passion and this committee.
interests. The active Health Law Section committees are:

Our committees have become increasingly active over
¢ Continuing Legal Education the past couple of years. We continue to explore options
* Diversity Committee to increase participation and communication. I encourage
you to participate in one or more committees during the
upcoming year. Committee membership is a critical com-
ponent of our Section’s success and will also contribute to
® Health Care Litigation your success as a health care attorney. Not only will it be a
* Health Care Providers and In-House Counsel way for you to develop knowledge in your particular area
of interest, it may help you to find and develop a mentor
or mentee or other professional relationship for years to
come.

¢ Ethical Issues in the Provision of Health Care
* E-Health and Information Systems

e Health Professionals
¢ Legislative Issues

¢ Long-Term Care

& Please feel free to contact me or any of the officers
with any questions on how to become more involved with
* Membership any of our committees or other initiatives of our Section.

* Payment, Enforcement and Compliance

* Medical Research and Biotechnology

Best regards,

e Professional Discipline Bob Hussar
¢ Public Health Law RHussar@barclaydamon.com
* Young Lawyers (518) 487-8258

NEW YORK STATE BAR ASSOCIATION

Join the Conversation!

Access the Section’s Community today.
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In the New York State Courts

By Leonard M. Rosenberg

Federal Court Strikes Down
New York Opioid Stewardship
Act as Unconstitutional

Healthcare Distribution Alliance v.
Zucker, 2018 WL 6651682 (S.D.N.Y.
Dec. 19, 2018)

Plaintiffs are a national trade
association for pharmaceutical whole-
sale distributors; an association rep-
resenting manufacturers, distributors,
and suppliers in the generic pharma-
ceuticals industry; and a manufactur-
er and seller of generic opioid medi-
cations. Each of the Plaintiffs brought
a lawsuit in the United States District
Court, Southern District of New York
challenging the constitutionality of
the New York Opioid Stewardship
Act (OSA). The OSA, which became
effective July 1, 2018, seeks to create
a $600 million “stewardship fund” to
defray the costs that the state expends
in combating opioid addiction. The
fund is to be derived from annual as-
sessments on pharmaceutical manu-
facturers and wholesale distributors
licensed to sell or distribute opioid
products in New York (collectively,
“Licensees”). To ensure that the
burden of the assessments does not
fall on pharmacies and their custom-
ers, the OSA also contains provisions
prohibiting Licensees from passing
on the cost of the assessments to
downstream purchasers.

Each of the Plaintiffs moved
for summary judgment, arguing,
among other things, that the OSA’s
pass-through prohibition violates the
Dormant Commerce Clause. Two of
the three Plaintiffs also moved for
a preliminary injunction. The state
cross-moved to dismiss each com-
plaint, arguing that (1) the court is
barred from hearing the cases under
the Tax Injunction Act; (2) the court
should abstain from hearing the cases
under the tax comity doctrine; (3) the
court should abstain from hearing the
cases under the Pullman abstention
doctrine; (4) the dispute is not ripe
for review; and (5) two of the three

Plaintiffs lack
standing to
bring their
claims.

The court
first provided
an overview
of the OSA.
The statute
imposes six
annual as-
sessments in
the amount
of $100 mil-
lion, which are to be divided among
Licensees based upon their “ratable
share” of opioids sold or distributed
in New York during the prior calen-
dar year. The New York Department
of Health (DOH) is charged with both
calculating each Licensee’s ratable
share amount and collecting the as-
sessments. The stewardship fund is to
be held separately and not comingled
with the state’s general fund, and
the monies therein would be made
available only to support certain state
programs related to alcoholism and
substance abuse and prescription
monitoring. The OSA’s pass-through
prohibition provisions subject Li-
censees to penalties, not to exceed $1
million per incident, if they pass any
portion of their ratable share amount
to a purchaser.

The court noted that Plaintiffs of-
fered evidence that the pass-through
prohibition could significantly
impede the generic opioid market in
New York. One of the Plaintiffs indi-
cated that its ratable share payment
per unit of opioid medication sold in
New York exceeds its average profit
margin on that medication. Moreover,

at least one distributor indicated that
it would not ship opioid medications
to New York unless the manufac-
turer agreed to pay the ratable share
amount. At oral argument, Plaintiffs
all declared that the economic impact
of the OSA could force them to cease
their sales of generic opioids in New
York.

The court then addressed the
state’s motions to dismiss. First, the
court held that the OSA is not a tax
for the purposes of the Tax Injunc-
tion Act and the tax comity doctrine.
The court stated that under Second
Circuit precedent a tax must serve
general revenue-raising purposes, as
determined by the disposition of the
funds raised. The court found that
the OSA does not meet this standard,
as it creates a segregated fund, paid
by members of a regulated industry,
which is “directed toward specific
purposes closely intertwined with
the industry in question.” The court
also noted that other factors weighed
against finding that the OSA is a tax,
including that it is collected by the
DOH; that the category of persons
subject to the assessment were not
“defined by general and open-ended
criteria,” but were a “specific and
defined group”; and that the OSA
“studiously avoids the use of the
term “tax” throughout its provisions.”
Second, the court held that Pullman
abstention was not appropriate, as
it found no plausible reading of the
pass-through prohibition provi-
sions that is permissible under the
Dormant Commerce Clause. Third,
the court held that Plaintiffs” chal-
lenges were ripe for review because
the DOH had already sent payment
requests to the Licensees, which were

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 advis-
ing 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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due to be paid on January 1, 2019.
Finally, the court rejected the state’s
argument that two of the Plaintiffs
lack standing to challenge the OSA,
holding that they both stood to sus-
tain injuries as a result of the statute’s
pass-through prohibition.

Upon denying the state’s motions
to dismiss, the court turned to the
merits of Plaintiffs’ summary judg-
ment motions. The court explained
that the Commerce Clause contains
an “implicit or ‘“dormant’ limitation
on the authority of the states to enact
legislation affecting interstate com-
merce.” Such limitation, the court
observed, takes two forms: First, a
state cannot enact legislation that
affects commerce that occurs entirely
outside of its territorial borders. Sec-
ond, a state cannot enact legislation
that discriminates against interstate
commerce, such as by placing a
protective tariff on goods imported
from other states. The court held that
the OSA’s pass-through prohibition
provisions, under their most natural
reading, violate the Dormant Com-
merce Clause because they apply
broadly to all downstream purchasers
and provide no territorial limitation.
The court noted that under the plain
language of the statute, an out-of-
state opioid manufacturer could face
a million-dollar penalty for passing
its New York surcharge onto phar-
macies and opioid users outside of
New York. The court then held that
if the provisions were read narrowly
to apply only to in-state purchasers
then they would violate the Dormant
Commerce Clause’s prohibition on
discrimination against interstate com-
merce. The court stated that such a
reading would protect New York opi-
oid purchasers against price increases
resulting from the OSA while permit-
ting Licensees to pass off their costs
to out-of-state purchasers, which is
“antithetical to the idea of intra-na-
tional free trade.” The court thus held
that the OSA’s pass-through prohibi-
tion could not be applied in a consti-
tutional manner and, as a result, was
invalid.

The court then turned to whether
the pass-through prohibition provi-

sions were severable from the OSA.
The court reviewed the legislative
history and observed that the legis-
lature specifically intended for the
costs of the OSA to fall on Licensees
and not on pharmacies and their
customers. As such, the court con-
cluded that the OSA “clearly rests on
the twin pillars of a surcharge and

a pass-through prohibition,” and
that with “one pillar knocked out for
constitutional reasons, the OSA can-
not stand.” Because it found that the
pass-through prohibition was uncon-
stitutional, the court struck down the
statute in its entirety.

Finally, the court granted the
motions made by two of the three
Plaintiffs for a preliminary injunction.
First, the court noted that Plaintiffs
were likely to succeed on the merits
because it already held that the OSA’s
pass-through prohibition violates the
Dormant Commerce Clause. Second,
the court stated that the two moving
Plaintiffs presented credible evidence
that they would suffer irreparable
harm from the state’s enforcement
of the OSA, as the economic conse-
quences of the statute would cause
them to dramatically scale back, or
possibly even eliminate, their sales
of opioid medications in New York.
Third, the court found that a balanc-
ing of equities weighed in favor of
the injunction, as the state was not
permitted to achieve its policy goals
through unconstitutional means, and
because the OSA could have the unin-
tended consequence of reducing the
availability of opioid medications for
those who need them.

Appellate Division Holds

That Intellectually and
Developmentally Disabled
Persons Are Not Similarly
Situated to Once Competent
Persons Such That Disparate
Treatment With Regard to
End-of-Life Decisions Does Not
Violate Equal Protection Rights

Sloane v. M.G., 164 A.D.3d 158, 84
N.Y.S.3d 12 (1st Dep’t 2018)

Petitioner physician made an
application for authorization to

withdraw life-sustaining treatment
from Respondent, a developmentally
disabled patient, in accordance with
the decision of Respondent’s guard-
ian. On behalf of Respondent, Mental
Hygiene Legal Services objected that
a meaningful inquiry into the pa-
tient’s end-of-life wishes should have
been conducted, given that Respon-
dent had some capacity to make his
own health care decisions prior to his
catastrophic illness.

Respondent was an 80-year-old
man with a fullscale IQ of 47, who
was hospitalized on December 2,
2016. Although he was discharged
the next day, on December 5, 2016,
Respondent was admitted back to
the hospital, having suffered cardiac
arrest. He was diagnosed with anoxic
brain injury and admitted to the in-
tensive care unit, where he remained
in a permanent vegetative state,
dependent upon a ventilator, and
nonresponsive to verbal or noxious
stimuli. Respondent also suffered
from multiple failures of the lungs,
kidneys and brain. The physicians
treating him, including Petitioner,
determined that Respondent lacked
the capacity to make health care
decisions. Petitioner also opined that
there was no meaningful hope of re-
covery, and determined, along with a
second physician, that life-sustaining
treatment imposed an extraordinary
burden on Respondent.

Prior to this hospitalization,
Respondent had made health care de-
cisions independently and had lived
in a community residence for devel-
opmentally disabled individuals.
During Respondent’s December 2-3,
2016 admission, a “Full Code” order
had been entered per Respondent’s
directive. Although a Full Code order
does not address a patient’s wishes
regarding life-sustaining treatment, if
such an order is entered, it is gener-
ally presumed that the patient is
competent to make health care deci-
sions. Prior to his catastrophic illness
on December 5, however, no one at
the hospital had spoken with Respon-
dent regarding his preferences as to
life-sustaining treatment.

6
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On December 12, 2016, Re-
spondent’s guardian expressed her
decision to relocate Respondent to
hospice care and gradually withdraw
life-sustaining treatment pursuant to
the Surrogate’s Court Procedure Act.
SCPA 1750-b, known as the Health
Care Decisions Act for Persons with
Mental Retardation, sets forth the
terms for end-of-life decision-making
for individuals with intellectual and
developmental disabilities, provid-
ing that when it has been determined
that a mentally retarded individual
lacks the capacity to make health
care decisions, including the decision
to consent, or refuse to consent, to
health care, all such decisions must be
based “solely and exclusively on the
best interests of the mentally retarded
person and, when reasonably known
or ascertainable with reasonable
diligence, on the mentally retarded
person’s wishes, including moral and
religious beliefs.” The statute, enacted
in 2002, also sets forth procedures
intended to protect the mentally
retarded person and prevent improvi-
dent decisions by guardians, which
procedures must be followed before
a guardian’s decision to end life-sus-
taining treatment may be carried out.

MHLS objected to the guard-
ian’s determination, and moved
to summarily dismiss Petitioner’s
application to withdraw treatment.
MHLS argued that Petitioner should
proceed under Article 29-CC of the
Public Health Law, rather than SCPA
1750-b, because Respondent previ-
ously possessed capacity to request
life-sustaining treatment, warranting
a meaningful inquiry into his end-of-
life wishes, rather than merely a “best
interests” analysis. Article 29-CC of
the Public Health Law, known as the
Family Health Care Decisions Act,
enacted in 2010, sets forth the stan-
dards for end-of-life decision making
for non-disabled individuals. Pur-
suant to Article 29-CC, a surrogate
must make health care decisions “in
accordance with the patient’s wishes,
including the patient’s religious and
moral beliefs” or “if the patient’s
wishes are not reasonably known and
cannot with reasonable diligence be

ascertained, in accordance with the
patient’s best interests.” The stat-

ute also provides that, in all cases,
the surrogate’s assessment of the
patient’s wishes and best interests
shall be patient-centered, made on an
individual basis, and consistent with
the patient’s values.

MHLS argued that to proceed
under SCPA 1750-b rather than Ar-
ticle 29-CC of the Public Health Law
would violate Respondent’s equal
protection rights under both the fed-
eral and state constitutions. Petition-
er, on the other hand, maintained that
the application was properly brought
under SCPA 1750-b, as Respondent
was in a permanent vegetative state,
lacked capacity to make health care
decisions, was developmentally
disabled, had no advanced directives
in place, and had never addressed his
end-of-life wishes with his guard-
ian or anyone at his community
residence.

MHLS'’s objection suspended
execution of the guardian’s decision
pending judicial review, pursuant to
SCPA 1750-b(5)(a) and (6). Following
a hearing that included testimony
from several medical profession-
als who treated Respondent at the
hospital, the supreme court, New
York County, granted Petitioner’s ap-
plication, authorizing the withdrawal
of life-sustaining treatment. The
supreme court rejected MHLS’s claim
that treating Respondent differently
from a previously competent, non-
disabled person violated his equal
protection rights.

The Appellate Division affirmed,
holding that, in promulgating SCPA-
1750-b, the legislature had not intend-
ed to situate intellectually and devel-
opmentally disabled persons with
previous health care decision-making
capabilities similarly to non-disabled
persons who were fully competent
prior to catastrophic illness.

Although Respondent died
within days of termination of his life-
sustaining treatment, the court held
that an exception to the mootness
doctrine applies regarding end-of-life
issues. Specifically, the court noted

that, due to the fact that intellectu-
ally and developmentally disabled
persons have varying capacity, this
issue would likely recur and would—
absent an exception to the mootness
doctrine—evade appellate review
given the likelihood of intervening
deaths pending appeals involving
withdrawal or withholding of life-
sustaining treatment.

The court engaged in a detailed
analysis of the statutory scheme for
persons with intellectual and de-
velopmental disabilities, as well as
the corresponding statutory scheme
applicable to competent persons ren-
dered incompetent by a catastrophic
event. Specifically, the court held that
competent persons are presumed
capable of communicating their
wishes regarding end-of-life medical
decisions through advance directives,
stating their preferences to others or
by designating a health care proxy to
make decisions for them should they
become incompetent. Conversely,
the court held that persons whose
competence never rose to the level
required for informed consent are
in a “different legal position” such
that any disparity in the treatment of
the two groups is rational. The court
acknowledged the legislature’s policy
decision that, although some intellec-
tually and developmentally disabled
persons may be higher functioning
than others, only mentally competent,
non-disabled individuals have full ca-
pacity to appreciate the consequences
of the decision to end their life,
rendering disabled and non-disabled
individuals not similarly situated for
equal protection purposes.

The court also held that MHLS's
equal protection argument “incor-
rectly assume[d]” that SCPA 1750-b’s
best interests standard was “entirely
separate from and independent from
a mentally disabled person’s wishes.”
To this end, the court underscored
that while the best interests analysis
remains paramount under SCPA
1750-b, the legislature also enumer-
ated factors to be applied in deter-
mining best interest, which allow the
uniqueness of each disabled person
to be taken into account, and require
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consideration of the person’s wishes,
values, interests, and ability to experi-
ence and enjoy life. The court held
that a guardian should, indeed, exam-
ine the patients’ subjective preferenc-
es in performing his or her obligation
to promote the patient’s well-being,
and that such examination inherently
necessitates determination of the pa-
tient’s functional capacity to under-
stand or deliberate about health care
decisions. In so holding, the court
emphasized that the reasonableness
of a guardian’s choice to stop or con-
tinue treatment should be evaluated
by considering the patient as a whole,
and also “so as to assure that intellec-
tually and developmentally disabled
persons are provided the right to die
with the comfort and dignity that
others cherish.”

Applying these principles to
Respondent, the court held that it
was “satisfied” that the Supreme
Court’s decision was consistent with
SCPA 1750-b, given that any medical
treatment administered would have
provided minimal, if any, benefit, and
would only have postponed Respon-
dent’s death rather than improve his
life. Noting that Respondent’s condi-
tion was irreversible and that further
treatment would be extraordinarily
burdensome for him, the court held
that Respondent’s best interests pur-
suant to SCPA 1750-b should embrace
not only recovery or the avoidance of
pain, but also a dignified death.

The court also rejected MHLS's
argument that the supreme court
made no effort to investigate Re-
spondent’s wishes and values more
thoroughly before resorting to his
perceived best interests. In particular,
the court held that there was a lack
of evidence regarding what Respon-
dent’s desires would have been had
he contemplated catastrophic injury,
as he had never executed an advance
directive, nor was there any evidence
that he had expressed any feelings or
opinions to anyone regarding life-
sustaining treatment.

Court Denies Claims
Administrator’'s Motion to
Dismiss Plan Participant’s Parity_
Act Claim for Denial of Mental
Health Benefits for Wilderness
Therapy

Gallagher v. Empire HealthChoice
Assurance Inc., 339 F. Supp. 3d 248
(S.D.N.Y. 2018)

Plaintiff, plan participant,
brought an action against his claims
administrator, Empire HealthChoice
Assurance Inc. (“Empire”), on behalf
of himself and other similarly situ-
ated individuals, alleging that Em-
pire’s categorical exclusion of mental
health benefits for wilderness therapy
violated the Mental Health Parity and
Addiction Equity Act (“Parity Act”).
Plaintiff also sought relief under the
Employee Retirement Income Secu-
rity Act (ERISA) for plan enforcement
and breach of fiduciary duty. Empire
moved to dismiss and to strike Plain-
tiff’s jury demand. Granting Empire’s
motion to dismiss in part, the court
held that Plaintift’s allegations were
sufficient to state a breach of fidu-
ciary duty claim based on Empire’s
Parity Act violation, but dismissed
Plaintiff’s plan enforcement claim,
holding that Empire was not a proper
defendant because it did not have
complete discretionary authority to
determine benefit claims.

The court first analyzed whether
Empire was a proper defendant for
purposes of Plaintiff’s plan enforce-
ment claim. Prior to the Second
Circuit’s decision in New York State
Psychiatric Ass’n, Inc. v. UnitedHealth
Grp, 798 E3d 125 (2d Cir. 2015), the
longstanding rule in the Second Cir-
cuit was that only a plan administrator
or trustee could be held liable in a
Section 1132(a)(1)(B) action for ben-
efits. Here, the parties concede that
Empire is the claims administrator,
not the plan administrator, a separate
party. In New York State Psychiatric
Ass'n, the Second Circuit held that,
“where the claims administrator had
‘sole and absolute discretion” to deny
benefits and makes final and binding
decisions as to appeals of those deni-
als, the claims administrator exercises

total control over claims for benefits
and is an appropriate defendant in a
Section 1132(a)(1)(B) action for ben-
efits.” The parties disputed whether
Empire exercised complete discre-
tion over benefit claims. The court
held that Empire did not have “total
control” over the determination of
benefit claims. While Empire makes
an initial determination as to a benefit
claim and resolves the first appeal
concerning a denial of benefits, the
Plan states that Plan participants and
beneficiaries “have the right to have
[their] Plan Administrator review and
reconsider [their] claim” if Empire
denies the claim “wholly or partly.”
Accordingly, the court dismissed
Plaintiff’s Section 1132(a)(1)(B) claim,
concluding that “there is no govern-
ing precedent for holding a claims
administrator with less than total
control responsible.”

The court next analyzed whether
Plaintiff plausibly pled a violation of
the Parity Act. The Parity Act re-
quires group health plans and health
insurance issuers to ensure that the
financial requirements and treatment
limitations applied to mental health
benefits be no more restrictive than
the predominant financial require-
ments and treatment limitations
applied to substantially all medical
and surgical benefits covered by the
plan or insurance. Although there is
no private right of action under the
Parity Act, portions of the law are
incorporated into ERISA and may be
enforced using ERISA’s civil enforce-
ment provisions. To state a Parity
Act violation, a plaintiff must allege
that (1) the insurance plan is of the
type covered by the Parity Act; (2) the
insurance plan provides both medical
benefits and mental-health benefits;
(3) the plan has a treatment limitation
—either quantitative or nonquan-
titative—for one of those benefits
that is more restrictive for mental
health treatment than it is for medical
treatment; and (4) the mental health
treatment is in the same classification
as the medical treatment to which it is
being compared.

Empire contended that Plaintiff
did not plead facts to plausibly make
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out the third element—that the plan
creates a disparity between medi-
cal/surgical treatment and mental
health/substance abuse treatment.
Rejecting Empire’s argument, the
court held that, at least at the motion
to dismiss stage, the relevant com-
parison is not whether benefits for
wilderness therapy are available for
medical/surgical patients, but rather
whether the Plan provides benefits
for skilled nursing facilities and reha-
bilitation centers for medical/surgi-
cal patients, but denies benefits to
those with mental health conditions
who seek coverage for a residential
treatment center offering wilderness
therapy. As Plaintiff alleged that Em-
pire’s “blanket exclusion for services
rendered at wilderness treatment
centers is a separate treatment limita-
tion applicable only to mental health
benefits,” and has identified skilled
nursing and rehabilitation facilities as
the relevant analogue in the medi-
cal/surgical context, the court found
Plaintiff’s allegations sufficient to
establish the third element of a Parity
violation.

Finally, holding that there is no
right to a jury trial in a suit brought
to recover ERISA benefits, the court
granted Empire’s motion to strike the
complaint’s jury demand.

Court of Appeals Broadens
Justice Center’s Oversight of
Provider Agencies

Anonymous v. Molik, 32 N.Y.3d 30,
31, 109 N.E.3d 563 (2018)

Petitioner operates an interme-
diate health care facility licensed
to provide services to people with
various cognitive and developmen-
tal disabilities. A resident engaged
in inappropriate sexual conduct
with another resident after two staff
members left a common room at
Petitioner’s facility. The assault was
the third incident in six months. The
New York State Justice Center for
the Protection of People with Special
Needs (the “Justice Center”) investi-
gated the incident, but did not sub-
stantiate a report of neglect against
the two individuals because “there

were no policies or requirements in
place prohibiting staff from leaving
the room unattended while residents
were gathered there.” However, since
the resident had previously engaged
in similar conduct, the Justice Center
substantiated a concurrent finding of
neglect against the Petitioner.

The Petitioner requested that
the Justice Center amend its filing
to unsubstantiated and to seal it. An
administrative law judge denied the
request. Petitioner brought an Article
78 proceeding seeking to annul the
Justice Center’s determination, con-
tending that Social Services Law § 493
did not authorize the Justice Center
to substantiate a finding of neglect
against Petitioner. The Third Depart-
ment unanimously overturned the
Justice Center’s concurrent finding.
The Court of Appeals reversed.

The Justice Center is an agency
empowered to receive, investigate,
and respond to allegations of abuse,
neglect, or other “reportable inci-
dents” involving disabled residents
receiving services in licensed facili-
ties or provider agencies. All report-
able incidents must be reported by a
facility to the statewide Vulnerable
Persons’ Central Register (VPCR).
The Justice Center is required to
investigate the allegations and submit
its findings to the VPCR.

Under Social Services Law §
493(3)(a), the Justice Center’s findings
are based on a preponderance of the
evidence and indicate:

(i) the alleged abuse or
neglect is substantiated
because it is determined
that the incident occurred
and the subject of the report
was responsible or, if no
subject can be identified
and an incident occurred,
that, the facility or provider
agency was responsible;

or (ii) the alleged abuse or
neglect is unsubstantiated
because it is determined
not to have occurred or the
subject of the report was
not responsible, or because
it cannot be determined

that the incident occurred
or that the subject of the
report was responsible.

Additionally, under Social Servic-
es Law § 493(3)(b), the Justice Center
can make “a concurrent finding...that
a systemic problem caused or contrib-
uted to the occurrence of the inci-
dent.” The statute also enumerates
the various consequences that are
triggered in the event of a “substanti-
ated report[] of abuse or neglect.”

Petitioner argued that Social
Services Law § 493(3)(a)(i) provides
the exclusive grounds for a “substan-
tiated” finding of abuse or neglect.
Under the plain language of that pro-
vision, the Justice Center’s authority
to find neglect against a facility—as
opposed to an individual employee—
is limited to those incidents where
“no [employee] can be identified.”
Thus, Petitioner argued that the
Justice Center lacked the statutory
authority to substantiate a finding
of abuse or neglect against a facility
where, as here, a subject employee is
identified but deemed not personally
responsible. Furthermore, since the
text of Social Services Law § 493(3)
does not specify whether a “concur-
rent finding,” by itself, authorizes the
Justice Center to substantiate a report
of abuse or neglect against a facility
or provider agency, Petitioner con-
tended that a “concurrent finding”
cannot amount to a “substantiated”
finding of neglect.

The Court disagreed with the
Petitioner and Third Department’s
narrow interpretation, which would
leave “the Justice Center powerless
to address many systemic issues,
defeating the purpose of the Act and
preventing the Justice Center from
protecting vulnerable persons where
it is most critical to do so.” In con-
trast, the Justice Center’s interpreta-
tion of the statute would allow for
a finding of neglect against a facil-
ity wherever “a systemic problem
caused or contributed” to an incident
regardless of whether the allegations
against an individual employee are
substantiated. This interpretation
would enable the Justice Center to

NYSBA Health Law Journal | Spring 2019 | Vol. 24 | No. 1



direct the facility to formulate a plan
to fix the systemic problem. The court
also noted that the broad construction
of the statute also furthers the Justice
Center’s intended role as the central
agency responsible for managing and
overseeing the incident reporting
system, and for imposing or delegat-
ing corrective action.

Federal Court Dismisses False
Claims Act Claim Retaliation
Claim Against Corporate
Defendant’s CEO

United States ex rel. Brumfield
v. Narco Freedom, Inc., 2018 WL
5817379 (Nov. 2018)

Plaintiffs brought a lawsuit
against defendant Narco Freedom,
Inc. and its former CEOQ, alleging they
were fired in violation of a federal
False Claims Act (FCA) provision
barring retaliation against employees
who act lawfully in furtherance of an
FCA claim against the employer.

The former CEO, Alan Brand,
moved to dismiss under Federal
Rules of Civil Procedure 4(m) for
improper service, 12(b)(6) for failure
to state a claim for which relief can be
granted, and that the complaint was
time barred under 31 U.S.C. § 3730(h)
(3). The court granted Defendant’s
motion on two of his three argu-
ments, finding that Plaintiffs failed to
state a claim for which relief could be
granted, and that the complaint was
time barred under 31 U.S.C. § 3730(h)

3).

With respect to Brand’s improper
service argument, the court found
that though the amended complaint
was never served on him, he was
clearly on notice of it, since he had
filed multiple motions and multiple
attorneys had filed notices of appear-
ance on his behalf. Moreover, the
defense of improper service was be-
ing raised for the first time nearly two
years after the amended complaint
was filed. As such, the court held he
forfeited this argument.

With respect to his 12(b)(6) argu-
ment, Brand argued thata 31 U.S.C. §
3730(h) retaliation claim could not be

brought against him as an individual.
Plaintiffs contended that they were
bringing the claim against Brand

not as an individual, but as an alter
ego of their employer, Narco Free-
dom. The court noted that while the
Second Circuit Court of Appeals has
not yet addressed the question, “an
overwhelming majority of courts...
have held that the current version of
§ 3730(h) does not create a cause of
action against supervisors sued in
their individual capacities.” As such,
the court dismissed the § 3730(h)
claim against Brand in his individual
capacity.

The court acknowledged, how-
ever, that whether a § 3730(h) claim
could be brought against Brand as
an alter ego of an employer corpora-
tion was less clear, and that several
cases in the Southern and Eastern
Districts of New York have sug-
gested that such a claim is viable.
Moreover, the court noted federal
judges in Washington D.C. have more
expressly stated that such a theory is
viable. Conversely, the court noted a
decision by a judge in the Northern
District of Georgia which held that an
individual cannot be held liable as an
alter ego of their employer corpora-
tion. The court, however, decided it
did not need to address whether an
individual could be liable under §
3730(h) because Plaintiffs failed to
allege that Brand was the alter ego of
his former employer, Narco Freedom.

In order to reach this decision,
the court analyzed New York law
on corporations, noting how courts
in New York are often reluctant to
disregard the corporate entity. The
court explained that in order to pierce
the corporate veil in New York, a
plaintiff is required to show that: (1)
the owner exercised complete domi-
nation of the corporation in respect
to the transaction attacked and (2)
such domination was used to com-
mit a fraud or wrong against the
plaintiff(s) which resulted in their
injury. The court added that there is
a list of factors that courts consider
when determining whether to pierce
the corporate veil, factors such as
whether there was: an absence of

formalities that are part and parcel
of the corporate existence, adequacy
of the corporation’s capitalization,
use of corporate funds for personal
use, overlap in corporate ownership,
common office space, address, and
phone numbers of corporate entities,
business discretion displayed by the
allegedly dominated corporation,
closeness of the dominated company
and related corporation, guarantees
of payment of debts of dominated
corporation by other corporations,
and shared use of property.

However, the court noted that the
amended complaint did not contain
sufficient factual allegations that
Brand dominated Narco Freedom
sufficiently to pierce the corporate
veil, or that Narco Freedom’s corpo-
rate form was a fraud or sham. The
court took issue with the fact that
the complaint merely highlighted
Brand’s tenure as CEO and that he
authorized and instructed others to
commit alleged fraud and unlawful
retaliation against other employees.
Additionally, the court found that a
plea allocution taken by Brand, his
committing fraud crimes for finan-
cial gain, and his operation of Narco
without an independent board of
directors were not enough to meet the
“heavy burden” of establishing that
he dominated Narco Freedom or that
the corporate form was a sham. Thus,
the court dismissed Plaintift’s retalia-
tion claim under 31 U.S.C. § 3730(h).

Next, the court found that the
three-year statute of limitations set
out in 31 U.S.C. § 3730(h)(3) barred
the suit against Brand. The court
found that the Plaintiffs did not suf-
ficiently plead a retaliation claim in
their original complaint filed in May
2012. The court also found that the
original complaint only mentioned
damages suffered by the United
States, and not the Plaintiffs, who
were the victims of the alleged retali-
ation. As such, according to the court,
the bare allegations in the original
complaint could not “plausibly” put
Brand on notice of a § 3730(h) re-
taliation claim against him. Because
of Brand’s lack of notice, the court
held that the Plaintiffs’ claim in the
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amended complaint, filed in June
2016, alleging retaliation against
them in December 2011, did not relate
back to the original complaint, as the
touchstone of relation back under
Federal Rule of Civil Procedure 15(c)
is notice.

Court Holds Unenforceable
Patient’s Pre-Operative
Agreement Limiting Right to
Sue for Medical Malpractice

Mercado v. Schwarz, 2019 WL
167050 (Sup. Ct., Suffolk Cty., Jan.
10, 2019)

Plaintiff, a patient who had
undergone surgical procedures, com-
menced a medical malpractice action
against the physician who performed
the surgery, his medical practice at
the time, and the hospital where the
surgery was performed.

Prior to the surgery, plaintiff
signed a form, at defendant physi-
cian’s direction, that limited her
ability to bring a malpractice claim
in several ways. First, the agreement
prohibited the plaintiff from bringing
a “meritless” or “frivolous” claim.
The determination whether the suit
was meritless or frivolous was to be
made not by the court in which the
claim was brought, but by an un-
named “specialty society affording
due process to an expert.” Second, if
plaintiff sued, the agreement limited
her to using an expert witness who
was “board certified by the Ameri-
can Board of Medical Specialties in
Obstetrics and Gynecology with a
subspecialty certification in Gyne-
cologic Oncology.” Third, the agree-
ment provided that the parties would
have the opportunity to depose each
other’s experts in advance of trial.
The agreement also provided that its
breach may cause irreparable harm to
the physician’s reputation, and would
entitle him to seek specific perfor-
mama and/or injunctive relief.

Plaintiff moved for an order
declaring the agreement void and
unenforceable, arguing that it was a
contract of adhesion, was unconscio-
nable, contravened public policy, was

ambiguous, had been waived, and
deprived her of rights conferred by
statute. The defendants cross-moved
for an order declaring the agreement
valid and enforceable, arguing that it
is permissible to contractually define
how disputes will be resolved, that
the agreement was not against public
policy, and that the agreement was
neither unconscionable nor a contract
of adhesion, and its terms had not
been waived.

The court found that the agree-
ment was entirely unenforceable.
Regarding the restriction on expert
witness selection, the court observed
that although parties are generally
free to dispose of their statutory and
constitutional rights by stipulation,
“such deference is limited where
a question of public policy is in-
volved.” Here, the court found that
this provision could prevent plaintiff
from selecting an otherwise quali-
fied expert for lack of an unrelated
certification, and potentially force
her to choose from a group of experts
who lack experience relevant to her
claims. The court also discussed how
such a provision, in limiting the pool
of potential experts to those with
specific qualifications shared by the
defendant physician, would increase
the chances that defendant and his
associates would discourage potential
experts from testifying on plaintiff’s
behalf. Accordingly, the court found
that this provision was against public
policy, as it conflicted with New
York’s interests in “the health and
welfare of its citizens,” the “special
relationship between physician and
patient,” and preventing defendant
physicians from deterring other doc-
tors from serving as expert witnesses
for plaintiffs, as embodied in CPLR
3101 (d)(1), which permits a party to
withhold the expert’s name.

Next, the court found that the
provision specifying when the parties
could depose expert witnesses had
been superseded by a stipulation
the parties signed at a preliminary
conference, in which they agreed to
conduct expert disclosure pursuant to
CPLR 3101.

Finally, the court found the
provision preventing plaintiff from
bringing “meritless” claims to be
unenforceably vague, ambiguous,
and against public policy. Specifically,
the court observed that the agreement
failed to designate a specific “society”
that would evaluate the claim and
failed to specify what procedures
the “society” would use to make its
determination. The court also found
the provision to violate public policy,
as CPLR 3102-a seeks to address the
issue of frivolous malpractice suits by
requiring a certificate of merit.

Appellate Division Rules
Restrictive Covenant That
Effectively Barred Surgeon From
Practicing Surgery in New York
Metropolitan Area Is Invalid

Long Island Minimally Invasive
Surgery, P.C. v. St. John's Episcopal
Hospital, 164 A.D.3d 575 (2d Dep‘t
2018)

Plaintiff, a medical practice
specializing in weight-loss surgery,
operated out of seven offices through-
out the New York metropolitan area
and was affiliated with a hospital
in Rockville Center. In June 2010,
Plaintiff hired Defendant Dr. Javier
Andrade to perform weight-loss and
other types of surgery pursuant to a
three-year employment agreement.
The employment agreement con-
tained a restrictive covenant, barring
Dr. Andrade from performing any
type of surgery for two years within
ten miles of any of Plaintiff’s seven
offices and affiliated hospital(s), (the
“restricted zone”). After the threeyear
term of the employment agreement
ended, Dr. Andrade continued to
work for Plaintiff until Plaintiff termi-
nated his employment without cause
effective April 2014.

Some five months later, Dr.
Andrade accepted a position with De-
fendant St. John’s Episcopal Hospital,
a hospital located in the restricted
zone. His new office, which was his
only office for his new employer, was
located outside the restricted zone.
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Plaintiff sued Dr. Andrade and
his employer, seeking damages and
injunctive relief for alleged breach of
the restrictive covenant in the em-
ployment contract. Dr. Andrade and
his employer moved for, inter alia,
summary judgment dismissal on the
grounds that the restrictive covenant
was invalid as a matter of law. The
Supreme Court of New York, Nassau
County granted summary judgment
dismissal against them, and Plaintiff
appealed.

The Appellate Division affirmed
the supreme court’s order. The court
found, as a threshold matter, that
restrictive covenants are not favored
and can only be subject to specific en-
forcement where they are reasonable
in time and area, necessary to protect
the employer’s legitimate interests,

not harmful to the public and not
unreasonably burdensome to the em-
ployee. The court further found that
a restrictive covenant is only reason-
able if the restraint (a) is no greater
than is required to protect the le-
gitimate interest of the employer, (b)
does not impose an undue hardship
on the employee, and (c) is not injuri-
ous to the public. In this instance, the
court held that Defendants made a
prima facie showing that the restric-
tive covenant was geographically
unreasonable because it effectively
barred the doctor from performing
his chosen field of medicine, surgery,
in the New York metropolitan area.
The court further held that Plaintiff
failed to raise a triable issue of fact as
to whether the broad geographical
restriction was necessary to protect its
interests.

In addition, the court rejected
Plaintiff’s argument that the supreme
court should have modified the re-
strictive covenant rather than invali-
dating it. Citing to BDO Seidman, the
court explained that partial enforce-
ment of a restrictive covenant may be
justified if an employer demonstrates,
in addition to a legitimate business
interest, an absence of anticompeti-
tive misconduct or coercion. How-
ever, the court held Plaintiff failed
establish an absence of anticompeti-
tive conduct on its part. Rather, the
broadness of the covenant cast doubt
on Plaintiff’s good faith in imposing
it. The court also noted it was undis-
puted that Plaintiff held a superior
bargaining position when Dr. An-
drade signed the employment agree-
ment and it had refused to negotiate
the covenant.
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In the Legislature
By James W. Lytle

Health care lawyers, along with
other New Yorkers, may have been
justifiably curious about how the 2019
legislative session would unfold, now
that both houses
of the legislature
and the Gover-
nor’s mansion
were all occupied
by Democrats.
Would there be
an unusually
productive and
positive legisla-
tive process that
would enact long-delayed health
care-related legislation that would
put New York State in the forefront?

Well, it seemed that way at first.

When Governor Andrew Cuomo
released his $175.2 billion executive
budget proposal for the 2019-20 fis-
cal year on January 15, 2019, along
with his State of the State address, he
outlined an ambitious list of policy
priorities for 2019—many of which
were enacted in very short order.
Those quickly passed policy initia-
tives included many of his “First 100
Days” proposals (an homage to his
predecessor, Franklin Roosevelt),
which included the following:

e the Child Victims Act (extend-
ing the statute of limitations for
child sexual abuse claims);

¢ the Reproductive Health Act
(codifying Roe v. Wade);

¢ the Comprehensive Contracep-
tive Care Act (enacting in state
law and expanding upon the
ACA’s coverage of contracep-
tives); and

e the Dream Act (allowing un-
documented students access to
state financial aid and scholar-
ships for higher education) and

e the so-called “Red Flag” gun
control bill (granting law
enforcement officials, family
members or school officials the

authority to petition to seize
the guns of people that pose a
danger to themselves or others.)

In addition, as part of his budget
proposal, the Governor proposed to
legalize adult use of cannabis, a pro-
posal slated to generate $300 million
in revenue by 2021. He also advanced
a new middle class tax cut for those
with incomes up to $300,000, a 3.6
percent increase in both education
and health spending over last year’s
funding levels (including an addition-
al $200 million in spending to combat
the opioid epidemic), a climate action
plan to reduce greenhouse emissions
and a new Maternal Mortality Review
Board to undertake a systematic re-
view of New York’s maternal deaths,
which occur at a higher rate than
the national average. While he had
advanced a number of Medicaid cost
containment proposals—including,
most notably, a series of proposals to
rein in the growth of the Consumer
Directed Personal Assistance Pro-
gram—the budget seemed otherwise
reasonably non-controversial and
even included a proposal to establish
a commission to examine universal
health care—undoubtedly intended
to respond to growing support in the
Legislature for the New York Health
Act, a single payor proposal.

And then reality hit. After the
initial budget had been proposed,
the Governor and the Comptroller
announced that the state was likely to
receive $2.3 billion less in tax rev-
enues than previously projected, on
top of the $500 million less in col-
lections it took in at the end of last
year—a shortfall Governor Cuomo
attributed to federal tax changes,
including the substantial reduction
in the deductibility of state and local
taxes, which may have prompted
high income New Yorkers either to
delay tax payments or to avoid them
by establishing residency elsewhere.

As a result, after hearings had al-
ready been held on most elements of

his initial budget proposal, the Gov-
ernor submitted budget amendments
that would, among other things,
authorize the Division of the Budget
to implement a plan for reducing ap-
propriations by up to 3 percent if the
annual estimate for tax receipts for
the fiscal year 2019-20 are reduced by
$500 million or more. The plan would
be required to be submitted to the
Legislature and the state comptroller
before being implemented and if the
tax receipt shortfall does not occur by
the end of the fiscal year, any reduc-
tions made pursuant to the plan must
be restored to the affected agencies as
soon as possible. The proposal would,
in the event of further shortfalls and
the failure of the legislature to make
other necessary budget changes,
allow the budget director to unilat-
erally reduce certain appropriation
authority and disbursements to bring
the budget back into balance.

On the Medicaid front, the Gov-
ernor proposed an across-the-board
reduction of all Medicaid payments
of $190 million beginning on April
1, 2019 and then again the following
year—reductions that result in $380
million annual hits to health care
plans and providers in each of these
next two years with the concomitant
loss of the federal share. The payment
reductions would reflect a 0.8 percent
reduction in payments to providers
and health plans but would exempt
certain providers, such as federally
qualified health centers or hospices,
who are protected from these reduc-
tions by federal law and certain direct
payments authorized under the Men-
tal Hygiene Law.

The Governor also proposed to
revamp the hospital indigent care
pools, reducing payments to general
hospitals (other than major public
hospitals) from $994 million per year
to $719 million per year.

JAMES LYTLE is a partner in the Albany office
of Manatt, Phelps & Phillips, LLP.
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In addition, the budget amend-
ments would eliminate the Health
Care Transformation Fund, which had
been created last year with monies
from the Fidelis-Centene transaction.
The fund was supposed to support
health care capital investment, debt
retirement or restructuring, hous-
ing and other social determinants of
health, or transitional operating sup-
port to health care providers and was
the source of a planned increase of 2
percent in Medicaid hospital rates and
1.5 percent in nursing home rates.

After both houses of the Legisla-
ture rejected these massive Medicaid
cuts, calculated to approach $1 billion,
including the federal share, even the
Governor more or less took them off
the table. At the end of the process,
$440 million in Medicaid cuts re-
mained, including reductions in pay-
ments to pharmacy benefit managers
through the elimination of “spread
pricing” and significant reforms of
the Consumer Directed Personal As-
sistance Program (CDPAP) through
limits on the numbers of fiscal inter-
mediaries to manage the program
and a new reimbursement methodol-

ogy for CDPAP administrative costs,
among other cost containment initia-
tives. The budget also slashed $59
million in state support for New York
City public health programs, just as

a measles epidemic reminded New
Yorkers of the fragility of public health
efforts and otherwise was relatively
stingy in advancing new initiatives in
the health care arena.

Moreover, even though the across-
the-board Medicaid cuts were not in-
cluded in the budget, the Legislature
did provide the Governor with stand-
by authority to cut Medicaid fund-
ing by as much as $190 million (state
share) in each of the next two fiscal
years—dependent on the success of
other cost containment initiatives and
the resilience of the state budget’s
revenues. The prospect of reviving
the Medicaid Redesign Team—which
had been convened at the dawn of
the Cuomo Administration—has been
raised as a means to identify other
ways to restrain the growth of the
Medicaid program.

Another health care-related
proposal included in the budget

amendments would establish a new
excise tax on the sale of opioids. Last
year’s “Opioid Stewardship Act” had
imposed a tax on the sale and distri-
bution of opioids, which was struck
down in federal court on interstate
commerce grounds. The new tax
would apply to a broad spectrum

of both natural and synthetic opi-
ate, narcotic and similarly scheduled
substances, but would not include
buprenorphine, methadone or mor-
phine. To avoid the legal challenges
faced by the prior tax, there would
be no prohibition on passing the

cost of the tax down to pharmacies
and hospitals that are dispensing the
opioids—which has prompted strong
opposition from pharmacies, hospices
and other providers.

With the budget now in place, the
Legislature will now be turning to a
range of proposals that were not en-
acted as part of the budget, including
legalization of adult use of cannabis,
an “aid in dying” proposal (endorsed
by Governor Cuomo), nurse staffing
ratios and single payor legislation or
other proposals to expand access to
health care. Stay tuned.
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In the New York State Agencies

By Francis J. Serbaroli

Controlled
Substances

Notice of
Emergency
Rulemaking.
The Depart-
ment of Health
amended sec-
tion 80.3 of Title
10 N.Y.C.R.R.
to reclassify
cannabidiol (CBD) from a Schedule I
controlled substance to a Schedule V
controlled substance. Filed Date: Oc-
tober 30, 2018. Effective Date: October
30, 2018. See N.Y. Register November
14, 2018.

Sale of Electronic Cigarette
Flavored Liquids

Notice of Withdrawal. The De-
partment of Health withdrew its
notice of proposed rulemaking, I.D.
No. HLT-45-18- 00006-P. The notice of
proposed rulemaking was published
in the State Register on November 7,
2018. See N.Y. Register November 14,
2018.

Medical Staff — Sepsis Protocols

Notice of Adoption. The De-
partment of Health amended sec-
tion 405.4 of Title 10 N.Y.C.R.R. to
update definitions and guidelines
of sepsis and associated protocols
for treatment to align with the latest
evidence-based practices. File Date:
October 26, 2018. Effective Date: No-
vember 14, 2018. See N.Y. Register
November 14, 2018.

Prescription Contraceptive Drugs

Notice of Adoption. The Depart-
ment of Health amended section
505.3(d) and (e) of Title 18 N.Y.C.R.R.
to allow for a written order of pre-
scription contraceptives for family
planning purposes to be filled 12
times within one year. File Date:
October 26, 2018. Effective Date: No-
vember 14, 2018. See N.Y. Register
November 14, 2018.

Food Service Establishments

Notice of Proposed Rulemak-
ing. The Department of Health pro-
posed amending Part 14 of Title 10
N.Y.C.R.R. to restrict the use of liquid
nitrogen and dry ice in food prepara-
tion. See N.Y. Register November 21,
2018.

Establish Standards for Providers
Who Wish to Become Licensed
Children’s Mental Health
Rehabilitation Programs

Notice of Proposed Rulemak-
ing. The Office of Mental Health
proposed amending Part 511 of Title
14 N.Y.C.R.R. to provide a vehicle
for implementing the new State Plan
services. See N.Y. Register November
21, 2018.

Early Intervention Program

Notice of Adoption. The Depart-
ment of Health amended Subpart
69-4 of Title 10 N.Y.C.R.R. to conform
existing program regulations to fed-
eral regulations and state statute. File
Date: November 14, 2018. Effective
Date: December 5, 2018. See N.Y. Reg-
ister December 5, 2018.

Update Standards for Adult
Homes and Standards for Enriched
Housing Programs

Notice of Emergency Rulemak-
ing. The Department of Health
amended sections 486.7, 487.4, 488.4,
490.4 and 4944 of Title 18 N.Y.C.R.R.
to prohibit residential providers from
excluding an applicant based solely
on the individual’s status as a wheel-
chair user. See N.Y. Register Decem-
ber 12, 2018.

Criminal History Record Checks and
Advanced Home Health Aides

Notice of Emergency Rulemak-
ing. The Department of Health
amended Parts 402, 403, 700, 763,
765,766, 793, 794 and 1001 of Title 10
N.Y.C.R.R. to implement statutory
changes related to criminal history
records checks and advanced home
health aides. See N.Y. Register Decem-
ber 12, 2018.

Children’s Mental Health
Rehabilitation Services

Notice of Withdrawal. The Office
of Mental Health withdrew its notice
of proposed rulemaking, I.D. No.
OMH-47-18- 00003-P from consider-
ation. The notice of proposed rule-
making was published in the State
Register on November 21, 2018. See
N.Y. Register December 12, 2018.

Telehealth

Notice of Adoption. The Office
for People With Developmental Dis-
abilities amended Subpart 635-13
and Part 679 of Title 14 N.Y.C.R.R. to
authorize telehealth as a new modal-
ity for the delivery of clinical services.
File Date: November 26, 2018. Effec-
tive Date: December 12, 2018. See N.Y.
Register December 12, 2018.

Proposed Rule Consolidates and
Updates Regulatory Requirements
Regarding HIV/AIDS for Patients
Admitted to OASAS Programs

Notice of Adoption. The Office
of Alcoholism and Substance Abuse
Services repealed Parts 309, 1070,
1072; and added Part 807 to Title 14
N.Y.C.R.R. to clarify the statutory
and regulatory obligations of OASAS
programs pertaining to HIV/AIDS.

Compiled 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 NYSBA's Health Law Section. The assistance of Caroline B. Brancatella, of
counsel of Greenberg Traurig's Health and FDA Business Group, in compiling this summary is

gratefully acknowledged.
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File Date: December 4, 2018. Effective
Date: December 19, 2018. See N.Y.
Register December 19, 2018.

General Provisions

Notice of Proposed Rulemak-
ing. The Office of Alcoholism and
Substance Abuse Services pro-
posed amending Part 800 of Title
14 N.Y.C.R.R. to update provisions
consistent with treatment develop-
ments; definitions; technical gender
language. See N.Y. Register December
19, 2018.

Substance Use Disorder
Withdrawal and Stabilization
Services

Notice of Proposed Rulemak-
ing. The Office of Alcoholism and
Substance Abuse Services proposed
repealing Part 816; and adding a
new Part 816 to Title 14 N.Y.C.R.R.
to update provisions consistent with
treatment developments; definitions;
technical gender language. See N.Y.
Register December 19, 2018.

Substance Use Disorder Residential
Rehabilitation Services for Youth

Notice of Proposed Rulemak-
ing. The Office of Alcoholism and
Substance Abuse Services proposed
repealing Part 817; and adding a
new Part 817 to Title 14 N.Y.C.R.R.
to update provisions consistent with
treatment developments; definitions;
technical gender language. See N.Y.
Register December 19, 2018.

Substance Use Disorder Inpatient
Rehabilitation

Notice of Proposed Rulemak-
ing. The Office of Alcoholism and
Substance Abuse Services proposed
repealing Part 818; and adding a
new Part 818 to Title 14 N.Y.C.R.R.
to update provisions consistent with
treatment developments; definitions;
technical gender language. See N.Y.
Register December 19, 2018.

Patient Rights

Notice of Proposed Rulemak-
ing. The Office of Alcoholism and
Substance Abuse Services pro-
posed amending Part 815 of Title

14 N.Y.C.R.R. to update provisions
consistent with treatment develop-
ments; definitions; technical gender
language. See N.Y. Register December
19, 2018.

General Service Standards for
Substance Use Disorder Outpatient
Programs

Notice of Proposed Rulemak-
ing. The Office of Alcoholism and
Substance Abuse Services proposed
repealing Part 822; and adding a
new Part 822 to Title 14 N.Y.C.R.R.
to update provisions consistent with
treatment developments; definitions;
technical gender language. See N.Y.
Register December 19, 2018.

HIV Uninsured Care Programs

Notice of Proposed Rulemaking.
The Department of Health proposed
amending of Subpart 43-2 of Title 10
N.Y.C.R.R. to amend the HIV Unin-
sured Care Programs to align pro-
gram eligibility elements with other
health care access programs. See N.Y.
Register December 19, 2018.

Hospital Policies for Human
Trafficking Victims

Notice of Proposed Rulemaking.
The Department of Health proposed
amending Part 405 and section 751.5
of Title 10 N.Y.C.R.R. to establish
policies and procedures for the iden-
tification, assessment, treatment, and
referral of human trafficking victims.
See N.Y. Register December 19, 2018.

Nursing Home Weekly Bed Census
Survey

Notice of Proposed Rulemaking.
The Department of Health proposed
adding section 415.32 to Title 10
N.Y.C.R.R. to require nursing homes
to electronically submit weekly bed
census data to the DOH through the
Health Commerce System. See N.Y.
Register December 19, 2018.

Clinical Laboratory Directors

Notice of Proposed Rulemak-
ing. The Department of Health pro-
posed amending Part 19 of Title 10
N.Y.C.R.R. to recognize additional
accrediting boards for qualification of

clinical laboratory directors to obtain
a certificate of qualification. See N.Y.
Register December 19, 2018.

New Requirements for Annual
Registration of Licensed Home Care
Services Agencies

Notice of Proposed Rulemaking.
The Department of Health proposed
amending sections 766.9 and 766.12(c)
(4) of Title 10 N.Y.C.R.R. to amend the
regulations for licensed home care
services agencies for the annual reg-
istration requirements of the agency.
See N.Y. Register December 19, 2018.

Eligibility of Services

Notice of Adoption. The Office
for People With Developmental Dis-
abilities added Part 629 to Title 14
N.Y.C.R.R. to include eligibility for
individuals applying for OPWDD au-
thorized services. File Date: Decem-
ber 4, 2018. Effective Date: December
19, 2018. See N.Y. Register December
19, 2018.

Medical Use of Marihuana

Notice of Emergency Rulemak-
ing. The Department of Health
amended Section 1004.2 of Title 10
N.Y.C.R.R. to add addjitional serious
conditions for which patients may be
certified to use medical marihuana.
Filing Date: December 7, 2018. Effec-
tive Date: December 7, 2018. See N.Y.
Register December 26, 2018.

Emergency Medical Services (EMS)
Initial Certification Eligibility
Requirements

Notice of Adoption. The Depart-
ment of Health amended sections
800.6 and 800.12 of Title 10 N.Y.C.R.R.
to reduce the EMS certification eli-
gibility minimum age from 18 to 17
years of age. File Date: December 24,
2018. Effective Date: January 9, 2019.
See N.Y. Register January 9, 2019.

Patients’ Bill of Rights

Notice of Adoption. The Depart-
ment of Health amended sections
405.7 and 751.9 of Title 10 N.Y.C.R.R.
to require general hospitals and di-
agnostic and treatment centers to
update their statements of patient
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rights. File Date: December 18, 2018.
Effective Date: January 9, 2019. See
N.Y. Register January 9, 2019.

Expansion of Telemental Health
(Telepsychiatry) Services to
Additional OMH-Licensed Settings
and Programs

Notice of Proposed Rulemak-
ing. The Office of Mental Health
proposed amending Part 596 of Title
14 N.Y.C.R.R. to implement Public
Health Law section 2999-dd and
address current shortages in psy-
chiatrists and nurse practitioners in
psychiatry. See N.Y. Register January
23,2019.

Inpatient Psychiatric Services

Notice of Adoption. The Depart-
ment of Health amended section 86-
1.39 of Title 10 N.Y.C.R.R. to enhance
reimbursement mechanisms for inpa-
tient psychiatric services. File Date:
January 11, 2019. Effective Date: Janu-
ary 30, 2019. See N.Y. Register January
30, 2019.

Statewide Planning and Research
Cooperative System (SPARCS)

Notice of Adoption. The Depart-
ment of Health amended section
400.18 of Title 10 N.Y.C.R.R. to revise
the SPARCS regulation related to data
intake. File Date: January 11, 2019.
Effective Date: January 30, 2019. See
N.Y. Register January 30, 2019.

Midwifery Birth Center Services

Notice of Proposed Rulemaking.
The Department of Health proposed
amending Parts 69, 400 and 405; and
adding Part 795 to Title 10 N.Y.C.R.R.
to set the standards for all birth cen-
ters to follow the structure of Article
28 requirements. See N.Y. Register
January 30, 2019.

Medicaid Reimbursement of
Nursing Facility Reserved Bed Days
for Hospitalizations

Notice of Revised Rulemaking.
The Department of Health revised the
amendment of section 505.9 of Title
18 N.Y.C.R.R. ; and amendment of
section 86-2.40 of Title 10 N.Y.C.R.R.
to make changes relating to reserved

bed payments made by Medicaid to
nursing facilities. See N.Y. Register
January 30, 2019.

Telehealth

Notice of Withdrawal. The Office
for People With Developmental Dis-
abilities withdrew its notice of pro-
posed rulemaking, .D. No. PDD-45-
18- 00001-EP. The notice of proposed
rulemaking was published in the
State Register on November 7, 2018.
See N.Y. Register January 30, 2019.

Update Standards for Adult
Homes and Standards for Enriched
Housing Programs

Notice of Emergency Rulemak-
ing. The Department of Health
amended sections 486.7, 487.4, 488.4,
490.4 and 494 4 of Title 18 N.Y.C.R.R.
to prohibit residential providers from
excluding an applicant based solely
on the individual’s status as a wheel-
chair user. File Date: January 18, 2019.
Effective Date: January 18, 2019. See
N.Y. Register February 6, 2019.

Controlled Substances

Notice of Emergency/Proposed
Rulemaking. The Department of
Health amended section 80.3 of Title
10 N.Y.C.R.R. to reclassify cannabidi-
ol (CBD) from a Schedule I controlled
substance to a Schedule V controlled
substance. File Date: January 28, 2019.
Effective Date: January 28, 2019. See
N.Y. Register February 13, 2019.

Newborn Screening for
Phenylketonuria and Other
Diseases

Notice of Adoption. The Depart-
ment of Health amended Subpart
69-1 of Title 10 N.Y.C.R.R. to support
timely collection and submission of
specimens for the detection of dis-
eases in newborn infants in New York
State. File Date: January 28, 2019. Ef-
fective Date: February 13, 2019. See
N.Y. Register February 13, 2019.

Charges for Professional Health
Services

Notice of Withdrawal. The De-
partment of Financial Services with-
drew its notice of proposed rulemak-

ing, L.D. No. DFS-26-18- 00002-EP.
The notice of proposed rulemaking
was published in the State Register
on June 27, 2018. See N.Y. Register
February 20, 2019.

Charges for Professional Health
Services

Notice of Proposed Rulemaking.
The Department of Financial Services
proposed amending Part 68 (Regula-
tion 83) of Title 11 N.Y.C.R.R. to delay
the effective date of the Workers’
Compensation fee schedule increases
for no-fault reimbursement. See N.Y.
Register February 20, 2019.

Medical Use of Marihuana

Notice of Emergency Rulemak-
ing. The Department of Health
amended section 1004.2 of Title 10
N.Y.C.R.R. to add additional serious
conditions for which patients may be
certified to use medical marihuana.
See N.Y. Register February 20, 2019.

Voluntary Foster Care Agency
Health Facility Licensure

Notice of Adoption. The Depart-
ment of Health added Parts 769 and
770 to Title 10 N.Y.C.R.R. to license
Voluntary Foster Care Agencies to
provide limited health-related servic-
es. File Date: February 5, 2019. Effec-
tive Date: February 5, 2019. See N.Y.
Register February 20, 2019.

Establish Standards for Providers
Who Wish to Become Licensed
Children’s Mental Health
Rehabilitation Programs

Notice of Proposed Rulemaking.
The Office of Mental Health proposed
renumbering of Part 511 to Subpart
511-1; and adding Subpart 511-2 to
Title 14 N.Y.C.R.R. to establish stan-
dards for providers who wish to
become licensed Children’s Mental
Health Rehabilitation programs. See
N.Y. Register February 20, 2019.
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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 Maggie Surowka Rossi

Pediatric Dental Associates, P.C. and
Elan Kaufman, DMD (DOH Decision
on Motion January 28, 2019, Jean T.
Carney, Administrative Law Judge
(AL)))

The New York State Office of the
Medicaid Inspector General (OMIG)
requested reargument and reconsid-
eration of ALJ Carney’s June 14, 2018
Decision to allow a hearing to go
forward. AL] Carney denied OMIG’s
motion to reargue as untimely since
it was made nearly five months
after the June 14, 2018 Decision, well
beyond the 30 days allowed under
CPLR § 2201(d)(3). As to its motion
to renew, AL] Carney denied that
motion as well, finding that OMIG’s
attempt to submit the Final Audit
Report, which it had omitted in its
original submission, was improper
as it was known at the time of the
original submission and OMIG
presented no reasonable justification
for its prior omission. As such, the
provider’s request for a hearing was
honored as timely.

Tamar Transportation Corp.,
Aleksandr Berezovskiy and Eduard
Borovskoy (DOH Decision after
Hearing January 16, 2019, Jean T.
Carney, ALJ)

The providers challenged a
Notice of Final Agency Action that
sought restitution and censure for
providing services for a period of
time while its license with the Depart-
ment of Transportation (DOT) was
revoked. Tamar Transportation Corp.
is an ambulette and transportation
provider owned by the individual
appellants. The issue in this matter
involves the Insurance Company fil-
ing Certificates of Liability coverage

with the DOT.
The provider
showed evi-
dence that there
was no lapse

in insurance
and the insur-
ance company
confirmed and
noted that it
could not sub-
mit proof of insurance because of an
issue with the fax number provided.
Appellants had no control over
whether the certificates were submit-
ted to DOT and contended that they
did not receive DOT’s Notice of Sus-
pension or Notice of Revocation of its
DOT license. The evidence produced
by DOT noted that the provider was
served the Notice of Revocation by
regular mail to the address of the pro-
vider. As such, ALJ] Carney found that
service was effective despite the testi-
mony by appellants that they had not
received the notice and that their mail
was often received by other tenants
in their building. ALJ Carney found
that appellants failed to implement
adequate internal controls to prevent
the incident. Since it is an unaccept-
able practice to provide services
when a DOT license is revoked, even
though there was no actual lapse in
the liability insurances, OMIG was
entitled to reimbursement but only
from the date of the revocation to
reinstatement. Moreover, despite the
fact that appellants had no previous
record of such violations and there
was no negative impact on Medicaid
recipients, the determination to cen-
sure appellants was upheld.

DTS, Inc. (DOH Decision December
21, 2018, Matthew C. Hall, ALJ)

The Decision involves the time-
liness of a provider’s request for a
hearing from a Revised Final Audit
Report dated July 19, 2018. OMIG
requested the decision without hear-
ing and Appellant was given the

opportunity, but failed to submit any
documents to be considered. The
evidence showed that there was a
Final Audit Report on April 16, 2018
that was rescinded by a Revised Final
Audit Report dated July 19, 2018. The
ALJ found that the time to request

a hearing is 60 days from the date

of the Final Audit Report and not
when it was received. Therefore, the
time to request a hearing expired on
September 17, 2018, and appellants
request dated September 27, 2018 was
untimely.

Grandell Rehabilitation and
Nursing Center (DOH Decision
December 19, 2018, Natalie J.
Bordeaux, ALJ)

OMIG requested a decision on
the timeliness of provider’s request
for a hearing from a Final Agency
Action. Appellant failed to submit
any argument or evidence relating
to the issue. The AL] found that the
Final Audit Report at issue was dated
and mailed on April 21, 2017, and
received by Appellant on April 24,
2017. Appellant’s request for a hear-
ing was sent on June 23, 2017. The
AL]J found that the time to request
a hearing is 60 days from the date
of the Notice of Agency Action and
therefore, the time expired on June
20, 2017. Although its letter request-
ing the hearing was dated June 19, it
was not mailed until June 23. The AL]J
therefore determined it was untimely.

New York State Attorney

General Press Releases

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

Former Owner of Medical Sup-
ply Company Sentenced to Prison in
Medicaid Fraud Scheme—]January 9,
2019—A $1 million Medicaid fraud
scheme led to a former medical sup-
ply company owner being sentenced
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to one-and-one-third to four years in
prison. This came months after the
former owner pled guilty to three
felonies, Health Care Fraud in the
First Degree, Grand Larceny in the
Second Degree, and Welfare Fraud

in the Third Degree. The scheme in-
volved “up-coding” where the former
owner would file false claims with
Medicaid and a Medicaid-funded
Managed Care Organization for
dispensing expensive enteral nutri-
tion formula, when the company was
actually dispensing Pediasure (an
inexpensive supplement) to beneficia-
ries. The former owner also admitted
to illegally obtaining social security
numbers and using the numbers to
illegally receive welfare benefits.
https:/ /ag.ny.gov/press-release/
attorney-general-james-announces-
state-prison-sentence-former-owner-
brooklyn-medical.

“Three-Quarter House” Director
Convicted of Defrauding Medicaid—
January 8, 2019—A former director of
a substance use disorder outpatient
treatment program and owner of
“Three-Quarter Houses” was con-
victed for his involvement in a kick-
back scheme worth over $2 million
in fraudulent Medicaid claims. The
scheme offered below market rent
housing to homeless individuals in
“Three-Quarter Houses,” owned by
the former director, so long as these
same individuals attended treatment
at the former director’s outpatient
program. If program participants
failed to abide by the mandatory
treatment requirement, they were
evicted from the “Three-Quarter
House.” The former director, in turn,
received Medicaid payments for
treatment provided in the outpatient
program. It was determined that the
overlap in staff and operations of the
“Three-Quarter Houses” and outpa-
tient program made the “Three-Quar-
ter Houses” effectively unlicensed
residential treatment programs. The
former director and the outpatient
program were charged with felonies,
Grand Larceny in the First Degree
and violating the Social Services Law
prohibiting the payment of kickbacks
related to the provision of services

Ms. Zamri is the managing partner of the Albany Office of Barclay Damon, LLP and the
Co-Chair of the Firm’s Health Care and Human Services Practice Area, focusing her practice
on enterprise development and regulatory guidance for the health care industry. She also
teaches Legal Aspects of Health Care for Clarkson University and is an Adjunct Professor at

Albany Law School.

Ms. Rossi is Counsel to Barclay Damon, LLP in its Albany Office, focusing her practice on
health care law, advising health care providers on federal and state statutory and regula-
tory compliance, and representing health care providers in response to audits, investiga-

tions and disciplinary matters.

Ms. DuGHI is an associate attorney at Barclay Damon, LLP in its Albany Office, focusing her
practice on the health care controversies and requlatory matters. Ms. Dughi was formerly a
Clerk on the New York Court of Appeals for the Honorable Michael J. Garcia.

Ms. STEELE is an associate attorney at Barclay Damon, LLP in its Buffalo office, focusing her
practice on health care law, including assisting organizations with regulatory and compli-

ance matters.

Ms. DEeFAzio is an associate attorney at Barclay Damon, LLP in its Albany office, focusing
her practice in the health care and human services and health care controversies areas,
including regulatory and compliance matters, and health care-related litigation and admin-
istrative proceedings. Ms. DeFazio also has a M.S.W. from the University at Buffalo.

MR. DYER is an associate attorney at Barclay Damon, LLP in its Albany office, focusing his
practice in the health care and human services area, including compliance and regulatory
matters. Mr. Dyer also has an M.B.A. in Health Care Management from Clarkson University.

under the State’s Medicaid pro-
gram. Separately, the program was
charged with three counts of Offering
a False Instrument for Filing in the
First Degree, a felony, and violat-

ing the State’s Mental Hygiene Law
prohibiting the operation of a resi-
dential treatment program without
the proper operating certificate, a
misdemeanor. https:/ /ag.ny.gov/
press-release/attorney-general-james-
announces-conviction-three-quarter-
house-director-charged

Two Licensed Nurses and The
Former Director of a Brooklyn Hospi-
tal Convicted for Larceny Scheme—
January 8, 2019—As part of a “no
show” job scheme at a Brooklyn not-
for-profit community-based hospital,
two nurses and a hospital employee
stole approximately $750,000 from the
hospital. The scheme lasted over five
years and was premised on the two
nurses submitting falsified timesheets
to the former hospital employee to
make it appear as if they were work-
ing when they were not. For the em-
ployee’s assistance, the nurses would
pay a kickback. Relatedly, while this
scheme was occurring, the nurse that

stole the majority of the money also
represented that she had no income
and applied for Medicaid, and failed
to file personal income taxes. This
resulted in $30,000 of paid false
claims through Medicaid and $40,000
in underpayment of taxes. This nurse
pled guilty to felonies, two counts of
Grand Larceny in the Third Degree
and one count of Criminal Tax Fraud
in the Third Degree, and is expected
to be sentenced to five months in jail
and five years of probation. The other
nurse cooperated with the investiga-
tion, paid restitution in the amount
she stole ($125,000) and pled guilty
to Criminal Facilitation in the Fourth
Degree, a misdemeanor, and Petit
Larceny, also a misdemeanor. The
former employee also cooperated
with the investigation and pled guilty
to four felonies, Grand Larceny in the
Second Degree, Grand Larceny in the
Third Degree, Forgery in the Second
Degree, Commercial Bribe Receiving
in the First Degree, and paid $200,000
in restitution and is expected to re-
ceive five years of probation. https://
ag.ny.gov/press-release/attorney-
general-james-announces-criminal-
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convictions-two-licensed-nurses-and-
former.

Former SUNY Upstate Medical
University President Sentenced After
He Admitted to Abusing His Position
to Illegally Boost His Pay—Decem-
ber 17, 2018—The former President
of SUNY Upstate Medical University
was sentenced to three years” proba-
tion and must pay over $250,000 in
restitution and fines after pleading
guilty to three counts of Official Mis-
conduct in September of 2018. The
former President admitted to abusing
his position by using several methods
to illegally increase his pay, without
obtaining the necessary approval for
raises and increases in compensa-
tion. As of the date of his plea, the
former President paid $75,000 toward
the amount of the restitution and
fines, and must pay the remaining
balance over the course of the three
years’ probation. Moreover, failure to
adhere to the terms and conditions of
probation, including the payment of
restitution, could result in up to three
years in jail. https://ag.ny.gov/press-
release/ag-underwood-announces-
sentencing-former-suny-upstate-
medical-university-president.

Settlement Reached with Em-
blemHealth to Ensure Health Insur-
ance Coverage for Gender Reas-
signment Surgery—December 12,
2018—A settlement was reached with
EmblemHealth and New York State
requiring it to cover gender reassign-
ment surgery for its members, as well
as update its Gender Reassignment
Surgery Guidelines, maintain the
changes, and continue to update its
criteria pursuant to formal reviews.
Additionally, EmblemHealth must
pay restitution to its members who
were improperly denied coverage
for gender reassignment surgery, as
well as $250,000 in civil penalties to
New York State. The NYS Attorney
General’s investigation found that (1)
EmblemHealth’s process for updating
its criteria for gender reassignment
surgery and its review of member
requests were deficient; (2) during the
time they remained in effect, its Gen-
der Reassignment Surgery Guidelines
were outdated, and neither medi-

cally accurate nor evidence-based; (3)
between January 2014 and July 2017,
EmblemHealth received 79 requests
for pre-authorization of gender reas-
signment surgical procedures and

22 requests were denied; and (4) it
provided misleading and deceptive
information to plan members indicat-
ing that the Guidelines were based on
current clinical information and stan-
dard medical guidelines, when they
were not. https://ag.ny.gov/press-
release/ag-underwood-announces-
settlement-emblemhealth-ensure-
health-insurance-coverage-gender.

Settlements Reached with Seven
New York Hospitals to Stop Illegal
Billing of Rape Survivors for Foren-
sic Rape Examinations—November
29, 2018—A settlement was reached
with seven New York hospitals that
illegally billed rape survivors for fo-
rensic rape examinations in violation
of the New York State Executive Law.
Under the agreement, the hospitals
must implement written policies to
ensure survivors do not receive bills
for forensic rape examinations, pro-
vide restitution to those improperly
billed, and pay costs. The settlement
stemmed from a statewide investi-
gation of billing practices in New
York hospitals that found at least
200 unlawfully billed forensic rape
exams in these seven hospitals, with
bills ranging from $46 to $3,000 each.
https:/ /ag.ny.gov/press-release/ag-
underwood-announces-settlements-
7-new-york-hospitals-stop-illegal-
billing-rape.

Clinic Owner, Doctor, and At-
torney Arrested for No-Fault Medical
Insurance Fraud Scheme—Novem-
ber 15, 2018—In a 61-count indict-
ment, a clinic owner, doctor, and
attorney were charged for fraudu-
lently operating a medical clinic in
Brooklyn and for participating in an
automobile insurance fraud scheme,
which included money laundering,
grand larceny, and the unauthorized
practice of medicine. According to
the indictment filed, the defendants
allegedly encouraged motor vehicle
accident victims to fabricate or exag-
gerate injuries and paid runners to
solicit motor vehicle accident victims,

which allegedly allowed defendants
to fraudulently obtain over $1 mil-
lion through operation of the clinic.
https://ag.ny.gov/press-release/
ag-underwood-announces-arrests-
clinic-owner-doctor-and-attorney-no-
fault-medical.

Niagara Falls Taxi Company
Owner and Employees Arrested for
Allegedly Defrauding Medicaid—No-
vember 8, 2018—The owner and four
employees of a Niagara Falls taxi
company were arrested for submit-
ting claims and receiving payments
from Medicaid for taxi rides that were
allegedly not provided as claimed.
According to the felony complaint,
recipients for which the taxi company
billed were allegedly never picked
up or dropped off or included false
address information. https://ag.ny.
gov/press-release/ag-underwood-
announces-arrests-niagara-falls-taxi-
company-owner-and-employees.

Suffolk County Doctor Arrested
For Lab Testing Scheme—QOctober 30,
2018—A Suffolk County medical doc-
tor was arrested and charged, with
his company, with Grand Larceny
in the Second Degree. The doctor’s
laboratory allegedly falsely claimed it
rendered certain drug testing services
when it had not, performed services
that were not medically necessary,
and operated without a laboratory
director, which is required under
state and federal regulations. The
Attorney General is claiming the
doctor improperly collected ap-
proximately $939,000 from the New
York State Medicaid program and
New York Medicaid managed care
organizations. https:/ /ag.ny.gov/
press-release/ag-underwood-an-
nounces-arrest-suffolk-county-doctor-
lab-testing-scheme.

A.G. Underwood Calls on New
Yorkers to Help Fight the Opioid
Crisis, Bring Unused Prescription
Drugs to a Safe Drop-Off Location on
National Drug Takeback Day—OQOcto-
ber 22, 2018— October 27, 2018 was
National Prescription Drug Take Back
Day and the New York State Attorney
General called on New Yorkers to
help fight the opioid crisis by heading

20

NYSBA Health Law Journal | Spring 2019 | Vol. 24 | No. 1



to ClearYourCabinet.com, a statewide
initiative and website launched this
past April, dedicated to helping New
Yorkers safely dispose of prescrip-
tion drugs. As part of the Attorney
General’s multi-layered approach to
tackling the opioid epidemic, the ini-
tiative is aimed at helping New York-
ers take one of the simplest steps to
prevent addiction by safely disposing
of their unused drugs at drop-off sites
around New York. https://ag.ny.
gov/press-release/ag-underwood-
calls-new-yorkers-help-fight-opioid-
crisis-bring-unused-prescription.

Three Nassau County Nursing
Home Staff Convicted for Neglect of
81-Year-Old Ventilator-Dependent
Resident—October 16, 2018— Two
registered nurses and a certified
nurse aide were convicted for ne-
glecting an 81-year-old ventilator-
dependent resident of an extended
care facility who passed away after
becoming disconnected from the
ventilator. The jury found all three
defendants committed an act of
neglect in Willful Violation of Health
Laws by failing to provide the
resident with timely, consistent, safe,
and adequate services, treatment,
and care by failing to respond to the
alarm signaling the resident was in a
life-threatening situation. The certi-

fied nurse aide was also convicted of
a felony, Falsifying Business Records
in the First Degree, by causing a false
entry in the Department of Health
Investigation Summary Report.
https:/ /ag.ny.gov/press-release/ag-
underwood-announces-convictions-
three-nassau-county-nursing-home-
staff-neglect-81.

Transportation Company,
President, and Driver Sentenced
for Stealing $1.2 Million from
Medicaid—October 16, 2018—A
Medicaid medical transportation
provider company and its president
were sentenced for stealing over $1.2
million in Medicaid payments for
services never rendered and other
services provided in direct violation
of the rules and regulations. The
transportation company pled guilty
to Grand Larceny in the Second
Degree, a felony, and the company’s
president pled guilty to Grand
Larceny in the Third Degree, also a
felony, and was sentenced to three
years’ conditional discharge and 150
hours of community service. The
company was also required to pay
a $10,000 fine, and as a condition of
his plea, the president was required
to pay $900,497 in restitution to the
state. A taxi driver for the company

was also sentenced for stealing over
$7,500 from the Medicaid program.
The driver was sentenced as a Second
Felony Offender to two to four years
in prison and, as a condition of his
plea, was required to pay $23,598 in
restitution to the state. https://ag.ny.
gov /press-release/ag-underwood-
announces-sentencing-transportation-
company-president-and-driver-
stealing.

New York State Office of
the Medicaid Inspector

General Update
Compiled by Eric Dyer

OMIG Reminder of Compliance
Programs Certification Require-
ments—December 12, 2018—https://
omig.ny.gov/latest-news/1121-omig-
reminder-of-compliance-programs-
certification-requirements.

OMIG Posts Webinar Detailing
Updates to the 2018 Compliance
Certification Process—November 28,
2018—https:/ /omig.ny.gov/latest-
news/1118-omig-posts-webinar-
detailing-updates-to-the-2018-
compliance-certification-process.
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In the Law Journals

Edited by Cassandra Rivais

A Decision Aid May Offer Liability
Protection for a Bad Obstetrical
Outcome: Results of Mock Trials,
Suzanne Brodney, Pamela H. Wescott,
Benjamin W. Moulton, Katherine
Hartmann, Yuchiao Chang, and
Michael J. Barry, 46 J. of Law, Med. &
Ethics 967 (2019).

An Unintended Consequence of
Payment Reforms: Providers Avoiding
Nonadherent Patients, Jessica Mantel,
46 J. of Law, Med. & Ethics 931 (2019).

Beyond Balancing: Rethinking the Law of
Embryo Disposition, Mary Ziegler, 68
Am. U.L. Rev. 515 (2018).

Beyond Physicians: The Effect of
Licensing and Liability Laws on the
Supply of Nurse Practitioners and
Physician Assistants, Benjamin J.
McMichael, 15 J. Empirical Legal
Stud. 732 (2018).

Can Outcomes-Based Pharmaceutical
Contracts Reduce Drug Prices in the US?
A Mixed Methods Assessment, Elizabeth
Seeley, Susan Chimonas, and Aaron

S. Kesselheim, 46 J. of Law, Med. &
Ethics 952 (2019).

Considering the ACA’s Impact on
Hospital and Physician Consolidation,
Lawrence E. Singer, 46 J. of Law, Med.
& Ethics 913 (2019).

Controlling Health Care Costs under
the ACA — Chaos, Uncertainty, and
Transition with CMMI and IPAB,
Gwendolyn Roberts Majette, 46 J. of
Law, Med. & Ethics 857 (2019).

Cost-Sharing Reductions, Technocrat
Tinkering, and Market-Based Health
Policy, Allison K. Hoffman, 46 J. of
Law, Med. & Ethics 873 (2019).

Deviancy, Dependency, and Disability:
The Forgotten History of Eugenics and
Mass Incarceration, Laura 1. Appleman,
68 Duke L. J. 419 (2018).

Getting More Value from Outcomes-
Based Contracts, Nirosha
Mahendraratnam and Stacie B.
Dusetzina, 46 J. of Law, Med. & Ethics
964 (2019).

Harris and
Whole Woman's
Health Collide:
No Funding
Provisions
Unduly Burden
Reproductive
Freedom, Alisha
Patton, 70
Hastings L.J. 298
(2018).

Health Care Federalism and Next Steps
in Health Reform, Abbe R. Gluck and
Nicole Huberfeld, 46 J. of Law, Med.
& Ethics 841 (2019).

Health Reform and Theories of Cost
Control, Erin C. Fuse Brown, 46 J. of
Law, Med. & Ethics 846 2019).

Is the False Claims Act’s First-to-File
Rule Jurisdictional?, Scott Glass, 118
Colum. L. Rev. 2361 (2018).

Lactation Law, Meghan Boone, 106
Calif. L. Rev. 1829 (2018).

Medicaid’s Role for Children with

Special Health Care Needs, MaryBeth
Musumeci, 46 J. of Law, Med. & Ethics
897 (2019).

Medicaid, Work, and the Courts:
Reigning in HHS Overreach, Sidney D.
Watson, 46 J. of Law, Med. & Ethics
887 (2019).

Next Steps in Health Reform: Hospitals,
Medicaid Expansion, and Racial Equity,
Dayna Bowen Matthew, 46 J. of Law,
Med. & Ethics 906 (2019).

“Not in My Name” Claims of
Constitutional Right, Abner S. Greene,
98 B.U.L. Rev. 1477 (2018).

No One Owns Data, Lothar
Determann, 70 Hastings L. J. 3 (2018).

Payors, Data, and Nudges to Improve
Care, Wendy Netter Epstein, 46 ]. of
Law, Med. & Ethics 927 (2019).

Preparing for the Apocalypse: A
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Countermeasures for Chemical,
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Alon-Beck, 40 Cardozo L. Rev. 826
(2018).
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Hovenkamp, 70 Hastings L.J. 46
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Public Health and Health Care:
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Peter D. Jacobson and Wendy E.
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940 (2019).
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Revesz, 93 N.Y.U.L. Rev. 1490 (2018).
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For Your Information

By Claudia O. Torrey

The following information is a
brief overview of some relatively
new health information technology
initiatives:

Merger Information

On Valentine’s Day, “Health Data
Answers”! published information re-
garding the merger of two New York
State entities: “HealtheConnections”
and “HealthlinkNY.” Together they
will operate under the name “Heal-
theConnections,” with the mission of
setting a new standard for regional
health improvement. Jointly, the two
companies foresee operational effi-
ciencies and increased value for their
respective stakeholders, partners,
and participants as a single trusted
resource.

Both companies are certified by
New York State as a Qualified Entity.
Before the merger, “HealtheConnec-
tions” collaborated with patients,
providers, and others in central New
York State to provide Health Infor-

mation Exchange (HIE)? services for
health care delivery creating better,
more cost-efficient care; pre-merger,
“HealthlinkNY” provided HIE ser-
vices in the Hudson Valley, Catskills,
and Southern Tier of New York
State—services included the pro-
motion of mental health awareness
(especially in the workplace), health
equity, and public/social determi-
nants of health such as transportation
as a barrier to good health. “Health-
linkNY was also a leader regarding
opioid addiction issues.

Post-merger, the new company
will serve 26 New York State counties
with approximately 4,600 providers
in 1,000 locations in the Upper and
Lower Hudson Valley, and approxi-
mately 4,100 providers in 1,800 loca-
tions in Central and Southern regions
of New York State.

Proposed Rules

On February 11, 2019, the Office
of the National Coordinator (ONC)

In the Law Journals

Continued from page 22

The Future of Health Equity in America: Addressing the Legal
and Political Determinants of Health, Daniel E. Dawes, 46 J. of

Law, Med. & Ethics 838 (2019).

The Irreplaceable Program in an Era of Uncertainty, Sara
Rosenbaum and Elizabeth Taylor, 46 J. of Law, Med. &

Ethics 883 (2019).

The New Health Care Merger Wave: Does the “Vertical, Good”
Maxim Apply?, Thomas L. Greaney, 46 J. of Law, Med. &

Ethics 918 (2019).

The Promising Viral Threat to Bacterial Resistance: The

for the Health and Human Services
Department (HHS) and the Centers
for Medicare & Medicaid Services
proposed rules to support the use
of electronic health information in a
secure, seamless fashion.?

Endnotes
1.  wwwhealthdataanswers.net (Feb. 14,
2019).

2. An HIE seeks to bring together the
patient health records of those patients
with common providers, with the goal
of a more complete medical history. The
hoped for goals include avoidance of
duplicative/unnecessary tests, as well as
more informed diagnoses.

3. https:/ /www.federalregister.gov /
public-inspection (accepting comments
until early April), and Department of
HHS, Office of the Secretary, 45 CFR
Parts 170 and 171 (2019, pp. 1-724), “21st
Century Cures Act: Interoperabilty,
Information Blocking, and the ONC
Health IT Certification Program.”

CLaupiA O. Torrey is a Charter Member of
the Health Law Section.
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Uncertain Patentability of Phage Therapeutics and the Necessity

of Alternative Incentives, Kelly Todd, 68 Duke L.J. 768 (2019).
Stay up-to-date on the latest news

The Puzzle of Inciting Suicide, Guyora Binder and Luis from the Association

Chiesa, 56 Am. Crim. L. Rev. 65 (2019).

The Role of Direct-Injury Government-Entity Lawsuits in the
Opioid Litigation, Edgar Aliferov, 87 Fordham L. Rev. 1141
(2018).
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SPECIAL EDITION

Public Health Law

and Vulnerable Populations

By Veda Collmer, Mary Beth Morrissey and
Joyce Tichy

Introduction

This special issue of the New York State Bar Associa-
tion Health Law Journal is devoted to public health law
and vulnerable populations. For years, public health of-
ficials and public health policy experts have known that
health care care and good health do not just happen in
the physician’s office. Non-medical factors such as race,
culture, education, employment, and geography impact
health and access to health care. Our most vulnerable
populations often experience unstable housing, poverty,
and educational or cultural barriers to health literacy.

are often not trained on the non-medical factors affecting
health, including race and culture, and therefore cannot
identify best practices for addressing these issues. Fortu-
nately, health care is shifting as legislators acknowledge
the impact social determinants have on health outcomes,
and thus that they are foundational drivers of the un-
sustainable costs that underlie our current model of
health care delivery. Technology, health care expansion,
evidence-based practice, and changing payment models
will begin to bridge the gap between the physician visit
and life outside the clinic. Incorporating these develop-
ments into systemic change has proven slow, however,
and requires not only policy changes but also challenges
to deeply held attitudes and assumptions about vulner-
able populations.

“Health care laws are slowly morphing to accommodate new approaches to
service delivery. As public health lawyers, our challenge is to educate health
care clients and communities on the best approaches for implementing new
paths for treating vulnerable populations, while recognizing existing legal
barriers.”

These non-medical factors, known as social determinants
of health, shape an individual’s health. Addressing social
determinants of health improves access to health care
and health outcomes. Alternatively, ignoring social deter-
minants undermines health care delivery and outcomes.
In these contexts, we are also called to honor the human
rights of all persons to adequate, accessible and afford-
able health care through policy development and imple-
mentation and workforce education and training.

However, treating the social determinants of health
is an uphill battle in our current health care industry.
For one, traditional health care payment models do not
reimburse for addressing social determinants of health.
And while payment models are transitioning away from
procedures to performance and outcomes, federal and
state agencies are still testing the most efficient and cost-
effective reimbursement models. Additionally, providers

The articles in this issue address some of the most
glaring ways in which the current health care system fails
vulnerable populations, and recommend changes to ame-
liorate these problems. Anna Burgansky, Camille Clare,
Karen Bullock, Mary Breda Morrissey, Ivelina Popova
and Mary Beth Morrissey describe the racial and cultural
underpinnings of higher maternal morbidity and mater-
nal (and infant) mortality rates in the United States and
New York State. In an interdisciplinary approach to this
serious problem of inequity disproportionately affecting
black women, Burgansky and colleagues discuss current
initiatives in New York and propose additional policy re-
forms to improve maternal health outcomes. Lois Uttley’s
article identifies gaps in the New York State Certificate
of Need process, leading to significant downsizing of hos-
pitals and thereby reducing access to care for vulnerable
communities. These articles explore how current prac-
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tices, policy and case law impede equal access to health
care, calling for programmatic and policy changes to
mitigate health disparities.

The section on policy issues expands the concept of
health care beyond its current blinkered definition in or-
der to incorporate considerations of social determinants
of health through use of technology, improving access to
housing and expanding the boundaries of care beyond
the hospital setting. Authors Madeline Morcelle and
Leila Barraza define a policy framework for reclassifying
homelessness as a medical condition, thus facilitating
treatment planning and reimbursement for address-
ing housing needs. Veda Collmer’s article describes the
policy landscape promoting use of health information
technology to improve the outcomes of vulnerable pop-
ulations. Thomas Caprio, Cary Reid and Mary Beth Mor-
rissey address the right to palliative care in the larger
context of the relationship of health to human rights, as
well as significant changes occurring in delivery systems
to help improve access to palliative care and meet the
needs of diverse populations. In each of these articles,
the authors explore ways existing policy can be utilized
to incorporate social determinants into the traditional
health care visit, as well as educate providers on ways to
address the unique needs of vulnerable individuals.

The section on health warnings and safe injection
facilities recognizes the constitutional and legal barri-

ers of our current health care system as providers seek

to implement evidence-based care. Joyce Tichy and Jerry
Lynch’s persuasive article argues that the evidence sup-
ports safe injection facilitates as an effective harm reduc-
tion strategy for reducing opioid-related deaths, but that
the legacy of laws that classify drug addiction as a crime
rather than a health disorder hinder the achievement of
this public health goal. Authors Tichy and Lynch pres-
ent potential legal challenges to such facilities, as well as
define legislative avenues for establishing safe injection
sites. Tom Merrill calls attention to constitutional barriers
for implementing health warnings for vulnerable preg-
nant women. In this article, Merrill identifies commercial
speech challenges to providing pregnant women with a
range of health care options. These articles recognize that
while the health care paradigm is shifting to more effica-
cious, evidence-based service delivery, outmoded laws
continue to act as a barrier to progress.

Health care laws are slowly morphing to accommo-
date new approaches to service delivery. As public health
lawyers, our challenge is to educate health care clients
and communities on the best approaches for implement-
ing new paths for treating vulnerable populations, while
recognizing existing legal barriers. We must also be will-
ing to advocate for policy changes that will address gaps
in law and policy and increase equitable access to care
across diverse populations and communities.

MARy BETH QUARANTA MoRrnissey, PhD, MPH, J.D., is a New York health care attorney and a gerontological health and social work researcher.
She holds the appointments of Fellow at Fordham University's Global Healthcare Innovation Management Center, and Senior Policy Advisor in
Health and Ethics and Aging & Health Workforce Development Institute Director, Finger Lakes Geriatric Education Center, University of Roch-
ester Medical Center. Dr. Morrissey is President of the American Psychological Association Society for Theoretical and Philosophical Psychology;
President of the National Committee for the Prevention of Elder Abuse; President of the Collaborative for Palliative Care, New York; Chair of the
Westchester County Bar Association Health Law Committee, and past Chair of the Women's Bar Association of the State of New York Health
Law and Reproductive Rights Committee. She is a member of the New York State Bar Association Health Law Section, Ethical Issues Committee
and Public Health Committee, and past president of the State Society on Aging of New York and the Public Health Association of New York City.

Jovce TicHy is a health care attorney who has served as the General Counsel for two community hospital systems and a company dedicated to
care coordination for individuals with serious mental illness and chronic conditions, and who also served as in house counsel for a large health
insurer. Joyce's practice areas include hospital law, health law contracting, health care regulation, health IT law, mergers and acquisitions of
health entities, and the rights of mentally ill patients. Joyce is a member of the New York State Bar Association Health Law Section's Public
Health Committee and Committee on Medical Research and Biotechnology, the Connecticut Bar Association Health Law Section and Elder
Law Section, and the American Health Lawyers Association, and is past Secretary and Chair of the New York City Bar Association Health Law
Committee.

VEDA CoLLMER is the in-house counsel and Chief Compliance Officer at WebPT, a leading provider in health information technology (HIT) medi-
cal record software for the rehabilitation therapist. Veda's practice areas focus on regulatory and compliance matters, including HIPAA, HITECH
and other health care IT issues, anti-kickback/fraud and abuse, and compliance with state privacy and data security laws and regulations. Veda
received the Robert Wood Johnson Foundation Public Health Law Fellowship in 2012 and completed her fellowship at Arizona State University's
Sandra Day O’Connor College of Law. Prior to earning her law degree, Veda was an occupational therapist, providing rehabilitation services in
various health care settings.
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Framing the Public Health Problem of Maternal
Morbidity and Mortality: A Social Justice and Moral

Imperative

By Anna Burgansky, Camille A. Clare, Karen Bullock, Mary Breda Morrissey, Ivelina V. Popova,

and Mary Beth Quaranta Morrissey

I. Introduction

There is growing attention to the problem of maternal
morbidity and mortality, both in New York State and New
York City, and in the United States. Given the seriousness
and magnitude of this problem for society and its public
health significance, we call attention first to the critical
importance of this change in policy focus, and important-
ly, to the need to assure that maternal morbidity and mor-
tality will continue to be a public health policy priority. In
this special issue on public health, we turn to the shifting
paradigm that is emerging in addressing the nature and
extent of the problem. While the dominant biomedical
paradigm has no doubt shaped early understanding of
maternal morbidity and mortality, the expansion of the
medical frame to include diverse inter- and transdisci-
plinary perspectives, as reflected in the authorship of
this article, is promising. The most current research and
critical analyses focus more sharply on the public health,
ecological, social, and cultural dimensions of the problem
as they continue to affect black women and their families
and communities. This evolving paradigm shift will help
to inform and guide the shaping of a blueprint for more
effective policy advocacy in the next decades. There are
legal and ethical dimensions of maternal morbidity and
mortality and it behooves the disciplines of law and pub-
lic health to be at the forefront of understanding and ad-
dressing this human rights conundrum. The members of
the legal community, in collaboration with other profes-
sionals in this space, will play a critical role in supporting
advocacy for radical policy change.

Il. Framing the Public Health Problem: Race and
Culture

In 2002, the Institute of Medicine (IOM) issued a
report on “Unequal Treatment: Confronting Racial and
Ethnic Disparities in Health Care.”! For the next decade
there was a proliferation of studies examining the asso-
ciation between race, culture and poor health outcomes,
in search of risk factors and explanatory data that would
lead to the elimination of such health disparities across
racial groups.!?34 Some research scholars argue that these
persistent gaps in the rates of maternal morbidity and
mortality (and infant mortality), between black and white
women, stem from the inability to reconcile the intricate
connection between race and culture in public health

outcomes. There are some basic factors that support the
persistence of racialized health care disparities and those
include, but are not limited to, failure to honor patient
preferences, unfair and inequitable access to health care
systems, 2%° as well as institutionalized racism.®’

Race and culture are central to an adequate under-
standing of the complexities of maternal morbidity and
mortality. Interdisciplinary (and interprofessional) health
care is a field of practice that is evolving with much agree-
ment across disciplines and professions concerning the
priority of cultural competence as a standard of care.*8°10
Moreover, the problem of racial disparities in both access
to and utilization of care during pregnancy and childbirth
is a public health crisis. The perpetuation of the high
incidence and prevalence of maternal morbidity>*° and
mortality among black women®? calls for policy and prac-
tice innovations. For example, while there are many risk
factors that contribute to infant mortality, what has been
reported as unique to black women is the degree to which
parental stress is often the culprit, accounting for a large
percentage of infant deaths in the United States.?

For many women, factors that influence their retro-
spective attitudes about the childbirth experience include
their sense of control either internally or externally, deci-
sion making processes, social support and the efficacy
of pain control.!! However, black mothers, in particular,
are significantly more likely than mothers of other racial
groups to feel they do not have control over the decisions
they face while pregnant, including the birthing process.
They often feel coerced into accepting unnecessary proce-
dures such as epidurals, episiotomies or passive delivery
options, which may include lying on their backs or even
cesarean delivery.® Such sources of chronic stress have
been proven to influence adverse birth outcomes.’

Researchers have quantified the problem by gather-
ing data, confirming the incidence of deaths among black
women in the United States, during or after childbirth.12
Such studies yield evidence showing that black women
are three to four times more likely than white women to
die during this life event.!? According to the Centers for
Disease Control and Prevention (CDC) in a 2016 report,
black women in the United States experience a maternal
mortality rate of 44 deaths per 100,000 live births while
for white women the mortality rate is 13 deaths per
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100,000 live births.!? In a mixed methods exploration
study conducted by a nonprofit organization, aimed at
understanding some of the factors that influence such
outcomes,’ self-reports of community-dwelling women
showed that the problem is systemic, and that the root
causes may be social inequities endemic to the lives of
black people, specifically, and racial minority groups,
generally.>

There is evidence that the longstanding history
of racism and lack of cultural competence may have
a negative impact on childbirth.*® Mistrust of health
care systems that denied black people access in the past
is still present in the minds, hearts and souls of black
people.’314 Lifelong experiences teach black women to
anticipate that race, ethnicity and socioeconomic status
are, regrettably, important factors in determining worse
outcomes in life expectancy, the likelihood of poverty,'3
and access to health care. In a qualitative study designed
to develop measures of racism for birth outcomes, black
women in the United States described their own experi-
ences with internalized concerns about future events
based on the experiences of friends and others close to
them.* The stress and anxiety associated with racism and
childbirth have significant negative implications for birth
outcomes.!® The workplaces of black women produce
environmental toxins that create physical, mental and
emotional stressors, including racism and discrimina-
tion, at a rate higher than other women.3 For all women,
socioeconomic status and education level are directly cor-
related with improved birth outcomes, and thus, women
and families with greater educational attainment and /
or higher incomes, experience lower rates of low birth
weight and infant mortality, except for black women.
This social phenomenon has only been explained by
theories of racism and discrimination frameworks.>¢1315
The experience of unequal treatment reminds us to
prioritize professional ethics, responsibility, and the com-
mitment to continuing education and training for skills
development and responsibility. Research shows that
black patients do receive substandard medical care.® Rac-
ism is institutionalized and discrimination widespread.'®
In designing our health care programs, we must ensure
that providers are culturally competent by setting skilled-
based standards, reinforced by education and training
to enhance cross-cultural knowledge and awareness and
reduce or eliminate health disparities in our care settings
and beyond.*1° While current research does not indi-
cate a positive relationship between cultural competency
training and patient outcomes, more resources for high
quality research are needed.®

Culture influences the contexts of what we do every
day, how we behave, speak, relate to others and make
sense of the world. Understanding one’s self is funda-
mental to understanding how to relate to others. A step

in developing cultural competence is acknowledging that
differences in expectations may exist between oneself and
a woman seeking care. Moreover, some outcomes cannot
be explained by income or access. Therefore, strategies
for assessing one’s own implicit biases and prejudices are
important in setting goals with persons seeking care from
the health systems.

lll. Maternal Morbidity and Mortality Data
Trends

While maternal death represents the most tragic
and devastating event in obstetrical practice, it is often
thought of as the “tip of the iceberg,” compared to many
more cases of severe life-threatening pregnancy-related
complications, known as near-misses or maternal mor-
bidities. Severe maternal morbidity (SMM) is described
as the unintended outcomes of the process of labor and
delivery that result in significant short-term or long-term
consequences to a woman'’s health.!”” SMM, such as hem-
orrhage, blood transfusion, embolism, severe infection
or acute organ failure requiring ICU admission, is 50-100
times more common than maternal mortality, and ac-
counts for an increased risk of death.!%1

Significant racial and ethnic disparities exist in the
indicators of maternal morbidity. A review of a database
from seven states demonstrated that non-Hispanic black
women had the highest rates of SMM, compared to other
racial and ethnic groups. Overall, the SMM rate in non-
Hispanic black women was 2.5 times higher compared
to non-Hispanic white women.?’ A recent review of a
national dataset, specifically focused on women who
experienced post-partum hemorrhage, showed that non-
Hispanic black women were at 28% higher risk for severe
morbidity and at five times higher risk of death compared
to non-Hispanic white women.?!

Even though non-Hispanic black women make up
one-fifth of the live births in New York City, they have
the highest SMM rate, that is, in one-third of these births.
More specifically, a review of data in New York City from
2008-2012 showed that non-Hispanic black women have
the highest SMM rate; that is, 386.9 per 10,000 deliveries.
This comprises 35.6 percent of the cases of SMM relative
to 21.1 percent of live births. For white, non-Latina wom-
en, the SMM rate is 126.7 per 10,000 deliveries. The latter
comprises 16.8 percent of cases relative to 30.4 percent of
live births for white, non-Latina women. The SMM rate is
also high for Puerto Rican women (272.0 per 10,000 deliv-
eries), or women of other Latina origin (248.5 per 10,000
deliveries). Furthermore, women with an underlying
chronic condition, such as hypertension, diabetes or heart
disease, are three times as likely to have SMM as women
with no chronic conditions. Contributing factors that
disproportionally affect black women and also increase

28
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the SMM rate include the following: pre-conception
health status, obesity and other related co-morbidities,
access to care, inadequate housing, residential segrega-
tion, lower educational attainment, and racism and its
attendant stresses. Most research has focused on black-
white disparities, but other demographic groups, such as
immigrants, have similar poor maternal outcomes.??

In the last decade, hemorrhage, hypertensive disor-
ders of pregnancy and thromboembolism were the lead-
ing causes of pregnancy-related deaths; these are consid-
ered to be most potentially preventable complications.??
However, more recent data show that maternal deaths
related to infection (sepsis), cardiovascular and other
chronic medical conditions are on the rise and are among
the top reasons for maternal mortality. These trends are
not surprising, as more women in the United States delay
childbearing and conceive at a later age. Also, increasing
proportions of pregnant women are obese and/or have
pre-existing medical conditions, such as diabetes, hyper-
tension and heart disease.?+?>

In New York State, 42 percent of pregnancy-related
deaths were of black mothers. A pregnancy-related death
is defined as a death of a woman during pregnancy or
within one year from a termination of pregnancy directly
caused or exacerbated by the pregnancy.?? From 2012-
2013, the New York State Maternal Mortality Review
Board identified 62 pregnancy-related and 104 pregnan-
cy-associated deaths. A pregnancy-associated death is
defined as the death of a woman, from any cause, while
she is pregnant or within one year of the termination of
pregnancy.??

Turning to the UL.S. picture, according to a retrospec-
tive, observational study of the CDC Health Statistics
database and Detailed Mortality Cause of Death data-
base, the United States has had increases in its maternal
mortality ratio (MMR) since 2005; that is, 15 per 100,000
live births in 2005 and 21-22 per 100,000 live births in
2013 and 2014, respectively.?® In Canada, the MMR is 10
per 100,000 live births, which is less than half of that in
the United States. MMR is the number of maternal deaths
per 100,000 live births.?® There has been a significant
correlation between the state mortality ranking and the
percentage of the non-Hispanic, black women delivery
population. Cesarean deliveries, unintended pregnancies,
unmarried status, percentage of deliveries to non-His-
panic, black women, and four or fewer prenatal visits are
significantly associated with the maternal mortality ratio
(p<0.05). Although this is not causative, the weak correla-
tion between cesarean delivery and maternal deaths may
be due to the underlying complications of the pregnancy
that resulted in the cesarean section itself, and not from
complications of the operation.?®

There is no statistical correlation between state-spe-
cific maternal mortality and either rural status or poverty.
There have been demonstrated lower mortality rates in
Hispanic women, which might be due to a large immi-
grant population with unique support systems and family
support. Some authors have found that the wide variation
in the state maternal mortality ratio is related to social
and not medical or geographic factors, such as unin-
tended pregnancies, unmarried status, and non-Hispanic,
black race. Certain states with low MMR (such as Califor-
nia, Massachusetts, Nevada, Connecticut, and Colorado)?”
may reflect a state-specific excellence in quality, leader-
ship, organization and funding for obstetric care.?

Many prior studies on racial/ethnic disparities in ob-
stetrics have attributed differences in outcomes to social
and biologic/genetic factors, but this has not been borne
out by data.?® Several recent publications have examined
the relationship of socioeconomic factors to racial and
ethnic discrepancies in maternal and neonatal morbidi-
ties. A study of 2.2 million women concluded that higher
education was not protective, and that college-educated
non-Hispanic black women had 28 percent higher risk
of adverse outcomes compared to similarly educated
non-Hispanic white women.?® Another study from 25
hospitals has also demonstrated higher rates of adverse
outcomes in non-Hispanic black women, independent of
their demographic characteristics or the delivery hospi-
tal.?? Similarly, a review of data in New York City showed
that college-educated, non-Hispanic black women were
2.6 times more likely to experience severe maternal mor-
bidity compared to college-educated white women.??

IV. A Call for Action: Clinical Guidelines, Best
Practices, Systems of Care and Institutional
Change

Disparities in health care may involve complexities
across multiple ecosystems in which mothers, providers
and health care systems interact. Recent national and lo-
cal efforts have focused on reducing maternal morbidity
and mortality related to preventable causes by improving
identification and standardizing the management of these
conditions.

Currently, maternal mortality data are collected,
stored, and shared via several federal, state, and local
sources including but not limited to the CDC, state health
departments, and private health care systems.3’ The CDC
uses its Pregnancy Mortality Surveillance System (PMSS)
to collect and code data regarding pregnancy-related
deaths and associated risk factors from 50 states, New
York City, and Washington, D.C. However, there are a
number of problems that exist, including but not limited
to: reporting from jurisdictions is not mandatory, the
data must be complete at the state level to feed into the
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national system, and the use of the data is limited due to
confidentiality issues under Section 308(d) Assurance of
Confidentiality of the Public Health Service Act.3

Key maternal health variables need to be standard-
ized and aggregated at the national level to bring about
necessary and effective efforts against maternal deaths
and health disparities. Despite reported increases in
maternal mortality rates and the potential for Maternal
Mortality Review Committees to identify causes, a 2017
study published in Obstetrics & Gynecology identified that
only 29 of the 50 states currently have such committees.*
Still, there are certain state efforts that might be driving
the change in how we assess maternal mortality and
morbidity in light of racial disparities.

For example, in California, maternal mortality rates
declined by 55 percent between 2006 and 2013, even as
the national maternal mortality rates increased.’! Togeth-
er, the California Department of Public Health and the
California Maternal Quality Care Collaborative focused
on three major components: research gathered from
the California Pregnancy-Associated Mortality Review
(CA-PAMR), the development of quality improvement
toolkits based upon the CA-PAMR findings, and the
creation of a maternal data center used by 90 percent of
California’s hospitals.*

The Alliance for Innovation on Maternal Health
(AIM) created several “bundles” of best practices for
improving safety in maternity care.>? In 2013, the Safe
Motherhood Initiative was launched in New York State
by the American College of Obstetricians and Gynecolo-
gists (ACOG) District 2, supporting the implementation
of similar best-practice “bundles” focused on obstetric
hemorrhage, severe hypertension and thromboembo-
lism.*2 One hundred seventeen out of 124 hospitals
in New York State are currently participating in this
program.

In February 2019, ACOG District 2 issued a state-
ment in support of meaningful legislation to establish a
statewide maternal mortality review board and called
for such legislation to ensure that the board’s reviews are
kept confidential to enable thoughtful and thorough re-
views of the maternal deaths in New York State.* In that
statement, ACOG District 2 stressed the confidentiality of
the board’s proceedings as critical to conducting mean-
ingful maternal health quality improvement work and
ultimately, achieving a reduction in preventable maternal
deaths. Such legislation is currently pending in the New
York State Senate.3*

The New York City Department of Health and
Mental Hygiene (NYC DOHMH) has also developed a
comprehensive, geographically coordinated structured
system of care organized around a series of Regional

Perinatal Centers (RPCs), each supporting and providing
clinical expertise, education and quality improvement

to a group of affiliate hospitals. This system ensures that
women and their babies have ready access to the ser-
vices they need, including medical teams with experts in
the management of complex maternal and fetal condi-
tions. Maternal mortality review boards at the state level
have begun a multidisciplinary review of each maternal
death in New York State, aimed at identifying not only
causes of death, but also other factors leading to maternal
death, including its preventability and opportunities for
intervention.

Understanding the impact of structural racism, im-
plicit bias, and the sociocultural and historical contexts of
social determinants of health on inequitable care has been
addressed by New York State, NYC DOHMH and com-
munity-based organizations, such as Black Mamas Matter
and the National Birth Equity Collaborative. According
to Dr. Devine, “bias is the “implicit” aspect of prejudice...
[the] unconscious activation of prejudice notions of race,
gender, ethnicity, age and other stereotypes that influ-
ences our judgment and decision-making capacity.”3
Listening to the voices of mothers is an important step
toward achieving reproductive and birth justice, and sub-
sequently, birth equity. Birth equity has been defined by
Dr. Joia Crear-Perry as “the assurance of the conditions of
optimal births for all people with a willingness to address
racial and social inequalities in a sustained effort.”?®

Under the leadership of Governor Andrew Cuomo,
New York State established Medicaid pilot projects to
study the role of doulas in the birth experience. Implicit
bias training programs for medical schools, academic
medical centers, and health care providers at all levels
have been proposed. New York State created the Task-
force on Maternal Mortality and Disparate Racial Out-
comes, a multidisciplinary group of obstetrician-gyne-
cologists, midwives, internists, community stakeholders,
insurers, and professional organizations, such as ACOG
District 2, Greater New York Hospital Association and
the like, to identify a multi-pronged approach to review
and better address maternal deaths with a focus on racial
disparities, expanding community outreach and actions
to increase prenatal and perinatal care. In 2010, New York
State was 46th in the United States for lowest maternal
mortality rate, and currently stands as 30th. The New
York State Taskforce expanded the community health
worker program, and plans to develop an Expert Work-
group on Postpartum Care in collaboration with NYC
DOHMH and ACOG District 2 and create a data work-
house to house this information.3

The NYC DOHMH has addressed respectful and
accountable care by their New York City Birth Equity
Initiative and the Sexual and Reproductive Justice Com-
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munity Engagement Group Birth Equity Campaign. The
latter three-year campaign from September 2017-2019 has
engaged community members as “birth justice defend-
ers,” who are provider champions to advocate for re-
spectful care at birth. They have provided education and
training to address the design and implementation of best
practices within health care institutions, and have sup-
ported changes in institutional policies and practices that
support these community-led initiatives.?”

The Society for Maternal-Fetal Medicine has pub-
lished a special report on disparities in maternal morbid-
ity and mortality, providing recommendations about
immediate actions in clinical care, and describing exist-
ing research gaps. Health care system recommendations
include supportive services and improved access to care
with an emphasis on patient education, cultural compe-
tencies, telemedicine, and community-based initiatives.
Clinical provider-specific recommendations include
adherence to evidence-based clinical guidelines, the use
of available preventive therapies, and early identifica-
tion of women at higher risk for complications in preg-
nancy. Hospital-specific recommendations include the
implementation of best-practice “bundles” to standardize
care for common preventable complications, partner-
ships with low resource hospitals, implementation of
multidisciplinary reviews of all cases of maternal death
and severe morbidity, and a sharing of lessons learned
from these reviews.® An analysis of a large national
sample of community hospitals showed that most black
women delivered in a concentrated set of hospitals, and
these hospitals had a higher severe maternal morbidity
rate. Preventive community-based programs and qual-
ity improvement efforts at these hospitals may result in
improved outcomes.®

Expanded insurance coverage for postpartum care,
improved pre-conception and interconception care,*
family planning and contraception to prevent unintended
pregnancies,*’ including long-acting reversible contra-
ception initiatives,*! the identification and optimization
of chronic medical conditions, and the prolongation of
breastfeeding as a strategy for chronic disease preven-
tion are other critical steps. The New York State Perinatal
Quality Collaborative was developed by the NYS Depart-
ment of Health in order to ensure that evidence-based
guidelines translate to clinical practice with the input of
birthing hospitals, perinatal care providers, professional
organizations, and other stakeholders.?® Finally, funding
for well-designed research studies is urgently needed to
evaluate possible interventions, treatments, policies or
actions that can reduce disparities.

V. Conclusion

Under social justice and human rights frameworks,
all persons are entitled to have their basic human needs
met, regardless of differences, such as economic disparity,
class, gender identity, race, ethnicity, sexual orientation,
citizenship, religion, age, disability or health status.*> We
call upon the legal, social work, psychology, medical,
nursing, midwifery and allied professional communi-
ties to join in robust advocacy for change in social policy
aimed at decreasing maternal morbidity and mortal-
ity. This is nothing less than a moral imperative in this
twenty-first century.
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Giving New Yorkers a Voice in Oversight of Hospital

Consolidation
By Lois Uttley

Overview

Hospitals across New York State have been merg-
ing, closing and transforming at a rapid pace, changing
the health care landscape that consumers must navigate.
Forty-one acute care hospitals have closed across the
state over the last 20 years, while others have eliminated
emergency departments and maternity care. Nearly 500
acute care hospital beds were eliminated across the state
in 2017. Large health systems have been steadily moving
to acquire the remaining community hospitals, and now
control 70 percent of the inpatient acute care beds in the
state.

Hospital consolidation can require patients to travel
to other locations to receive medical care from unfamiliar
clinicians. Disabled and elderly patients, as well as those
for whom English is not their primary language and
those reliant on public transportation, may face particular
challenges navigating changing delivery systems. While
hospital executives often predict consolidation will im-
prove care and efficiency, studies to date have not shown
evidence of quality improvements. One recent study;,
in fact, warned that movement of care from one site to
another through consolidation can pose threats to patient
safety, if not carefully managed. Moreover, a number of
recent studies have demonstrated that market consolida-
tion can lead to increases in the price of health care, which
are passed along to consumers through higher insurance
premiums and deductibles.

Because of the significant consequences for patients, it
is important that consumers have a say in state oversight
of hospital consolidation. All too often, however, that does
not happen, according to a study, “Empowering New
York Consumers in an Era of Hospital Consolidation,”
funded by the New York State Health Foundation and
published in 2018 by the MergerWatch Project. Instead,
consumers—taken by surprise when health systems
announce planned closures or service reconfigurations—
scramble to understand, influence or protest the propos-
als. The study concluded that New York’s 55-year-old
Certificate of Need (CON) process should be updated to
ensure that consumers are notified and engaged when
their local hospitals propose to join health systems or
plan to downsize, close or transform the way they deliver
health services.

The study urged increased consumer representation
on the state Public Health and Health Planning Council
(PHHPC), which considers the most important hospital

transactions, and recommended steps to make the entire
CON process more transparent and consumer-friendly.
The study also suggested that New York follow the exam-
ple of some neighboring states by including consideration
of the potential impact of proposed hospital consolidation
on the price of health care.

The Changing Health Care Landscape

Across the nation, the pace of hospital consolidation
is accelerating and health care delivery is transforming.
Some financially stressed community hospitals are down-
sizing, converting into urgent care centers or freestanding
emergency departments, or closing. Especially hard hit are
rural hospitals, more than 119 of which have closed since
2005.! Some urban hospitals, particularly those that are
publicly owned and disproportionately serve uninsured
and Medicaid patients, are also struggling. Nationally,

15 percent of hospitals are considered at risk of closure
due to financial pressures.? Many of the remaining inde-
pendent community hospitals are joining regional and
national health systems. Between 2013 and 2017, nearly 1
in 5 of the nation’s 5,500-plus hospitals were acquired or
merged with another hospital, according to Irving Levin
Associates.’

There are many factors promoting consolidation,
including clinical advances that make it possible to safely
move treatment from inpatient hospitals to ambulatory
sites. Another factor is payer demand for “value-based”
care, necessitating capital investment in expensive technol-
ogy to support collaboration among health care providers
along the continuum of care, as well as administrative
capacity to negotiate and manage value-based contracts.
These requirements have proved challenging for smaller
hospitals. Health systems have also acquired hospitals to
increase market share, thereby gaining negotiating lever-
age with health insurers, as well as a larger patient base
to feed the more specialized larger hospitals within each
system. For rural and some urban hospitals, challenges
may be precipitated by prohibitive costs to renovate ag-

Lois UtTLey, MPP, was founder and director of the MergerWatch
Project. In 2018, she merged that project into the national consumer
health advocacy organization, Community Catalyst, as part of a new
Women's Health Program, which she directs. She previously served as
Director of Public Affairs for the New York State Department of Health
and as Vice President of Family Planning Advocates of New York State.
Co-authors of the study on which this article is based were Fred Hyde,
MD, J.D., MBA,; Patricia HasBrouck, MBA; and Emma Chessen, MPH.
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ing hospital buildings, lack of access to capital and high
percentages of patients who are uninsured or who are
insured by (lower paying) Medicaid.

What has been happening in New York State?
MergerWatch research found that a total of 41 hospitals
have closed general inpatient services over the last 20
years. Sixteen of those hospital campuses have been
converted to non-medical uses—such as condominiums,
assisted living facilities, office space and schools—or
are abandoned. The remaining 25 former hospital sites
continue to be used for a range of medical services, such
as clinics, labs, ambulatory surgery centers, urgent care
centers, psychiatric treatment facilities, nursing homes
and drug or alcohol rehabilitation centers. Some of these
closings were recommended in 2006 by a state hospital
“rightsizing” initiative called the Commission on Health
Care Facilities in the 21st Century.

recent years. These systems now own or manage multiple
hospitals, ambulatory surgery centers, urgent care centers
and physician practices stretching over several counties.
MergerWatch research found that the 12 largest systems in
New York control more than half of the short-term acute
care hospitals, 66 percent of inpatient beds, and account
for more than two-thirds of all inpatient discharges.

Study Findings: New York’s CON Process Fails to
Engage Affected Consumers

MergerWatch'’s study of New York’s Certificate of
Need (CON) process did not attempt to determine wheth-
er hospital consolidation is necessary or wise, but rather
whether state oversight through CON is transparent to
the public, engaging of affected consumers and appropri-
ately protective of community access to timely, affordable
care. The study compared New York’s CON policies and

“The trend of hospital consolidation, downsizing and transformation into
outpatient facilities or freestanding emergency departments is likely to
continue in New York.”

The number of hospital beds in New York has been
steadily decreasing as facilities are downsized and trans-
formed. New York State Department of Health data on
hospital bed changes from 2015-2017 reveal a sharp jump
in the number of beds lost, from 102 in 2015 up to 474 in
2017. The greatest reductions have been in the number of
medical/surgical beds, which decreased by 402 beds over
the three-year period. The next largest reduction was in
psychiatric care (down 202 beds), followed by maternity
care (down 88 beds) and pediatrics (down 80 beds).

The trend of hospital consolidation, downsizing and
transformation into outpatient facilities or freestand-
ing emergency departments is likely to continue in New
York. More than 30 hospitals are financially endangered
and would have closed or significantly reduced services
within the past four years, absent extraordinary state sup-
port, according to recent presentations by New York State
Department of Health (NYS DOH) staff.*

As individual New York hospitals change, merge
and close, the health systems that began to take shape
20 years ago are growing in size, geographic reach and
power, and strategically affiliating with or acquiring
struggling community hospitals. Between January 2011
and September 2017, a total of 78 mergers or acquisitions
were approved or pending, according to the Department
of Health.> Through such transactions, a small group of
non-profit hospital systems have grown steadily larger in

procedures with those found in other states. Staff inter-
viewed New York State Department of Health (DOH) staff
and key organizational stakeholders of the CON process,
such as hospital associations. The study included regu-

lar attendance at PHHPC meetings, including a PHHPC
retreat held in September 2017, and review of a report the
PHHPC issued in 2012 recommending CON reforms.

The MergerWatch study concluded that the current
CON system in New York is not transparent to the public
and fails to notify and engage consumers affected by hos-
pital consolidation. Key findings were:

e The consumer voice is not well represented
on the 24-member PHHPC. Public Health Law
(Article 2, Section 220) specifies that “at least one
member” of the PHHPC represent a consumer
health advocacy organization. That “consumer
seat” had been vacant from mid-2016 through
early 2019, when this article was prepared. By
contrast, New Jersey requires that five of the nine
board members who review CON applications
be consumer representatives. Maryland’s review
board has 15 members, nine of whom are con-
sumer representatives. Delaware’s board has four
out of 15 members from the “public-at-large,”
and requires that the Chair and Vice Chair of the
board are both appointed from among those four
members.
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Hospitals are being closed, downsized, merged
into large health systems and/or transformed
into outpatient care facilities without adequate
public notice or engagement of affected con-
sumers. While state officials may encourage hos-
pitals to hold community meetings, there is no
state requirement for public hearings in the local
community on proposed closure plans in advance
of a planned hospital closing.

Hospital closings and most downsizing efforts
(such as eliminating the emergency department
or maternity services) are reviewed only by the
NYS DOH staff and state Health Commissioner
under “limited review” procedures. These trans-
actions are not subject to “full review” by the
state’s Public Health and Health Planning Coun-
cil (PHHPC) in public meetings at which consum-
ers could be informed and provide comments.

Even when proposed transactions are subject
to full review by the PHHPC, obstacles in the
process frustrate potential consumer participa-
tion. Meetings are not widely publicized and the
agendas and voluminous exhibits are sent out
electronically just one week in advance, to a list
of people who must know to sign up to receive
them. PHHPC meetings are held only in Albany
or New York City, and only on weekdays. The
lack of adequate advance notice that a particu-
lar transaction will appear on a PHHPC agenda
makes it even less likely that affected consumers
will be able to participate. It is difficult to find
user-friendly information on the NYS DOH web-
site about CON applications, the CON review
process or how to submit written comments on
pending applications. Copies of CON applica-
tions are not available on the website, leav-

ing consumers in the dark about exactly what
facilities are proposing to do. The NYSE-CON
electronic system created by the NYS DOH is dif-
ficult for consumers to find and navigate.

The local CON review function once carried out
by Health Systems Agencies (HSAs), all but one
of which have closed due to funding cuts, has
not been replaced with any organized system

of soliciting and gathering consumer comments
at the local level. As a result, the place where

an HSA recommendation would be included

in DOH summaries of proposed transactions
typically says “N/A.” A recommendation in a
2012 PHHPC report that Regional Health Plan-
ning Agencies be created and asked to provide
local perspectives on CON applications was not
implemented.

¢ Unique to New York, hospital systems are al-
lowed to begin the process of community hospi-
tal acquisition through “passive parent” rela-
tionships that are not subject to CON review.
These “passive parent” relationships are also not
transparent to local health consumers—that is,
their meaning for local health services availability
and cost are unclear and often unexplored. CON
review is required only when the parent system
decides to apply for “active parent” status, often
several years after the initiation of the “passive
parent” relationship. By that time, acquisition of
the community hospital has become viewed by
hospital management (future employees of the
merged system) as all but inevitable.

e Although one of the original purposes of CON
programs was to prevent unnecessary health
cost increases, current CON review of hospital
consolidations fails to consider whether these
transactions might cause consumers, employers
and insurers to pay higher prices. This omis-
sion appears to be a missed opportunity at a time
when studies are showing that hospital consolida-
tion and resulting market concentration can lead
to higher prices.®

Recommendations

The study produced recommendations for reform of
the CON process, drawing on practices found in other
states and, in some cases, recommendations from a 2012
PHHPC report that were not acted upon. Some of these
recommendations could be fulfilled by changes in admin-
istrative practices and procedures. Others may require
regulatory or legislative action.

1. Increase consumer representation on the PHH-
PC, and make the CON process more transparent and
consumer friendly. The report urged the addition of more
consumer representatives to the PHHPC to better ensure
consumer views are heard. Following release of the report,
nine major consumer health organizations and coalitions,
including Health Care for All NY, Medicaid Matters and
Consumers Union, wrote to Governor Andrew Cuomo
urging appointment of consumer health advocates to fill
the long-vacant consumer seat on the PHHPC, as well as
another vacant seat. A similar letter was sent by a group
of New York City Council members and state legislators.
Two of those lawmakers, Assembly Health Committee
Chair Richard Gottfried and State Sen. Brad Holyman
(who both represent Manhattan districts in which St.
Vincent’s Hospital closed precipitously and Beth Israel
Medical Center has announced a dramatic downsizing)
have introduced legislation (A.4071 and S.00870) in 2019
to increase the number of PHHPC members to 34 and
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require that at least four be consumer health advocates.
That legislation has been approved by both the Assembly
and Senate, and will go to the Governor.

Other study recommendations in this category
included making it easier for consumers to find hospital
CON applications on the NYSDOH website and to submit
comments on them. One suggestion was requiring CON
applicants to submit Letters of Intent 30 days prior to
the filing of a CON, and posting those Letters of Intent
promptly on the NYSDOH website, following a model
found in the state of Washington.

2. Ensure that consumers who would be affected
by proposed hospital closures or elimination of key hos-
pital services are notified well in advance, and engaged
in reviewing proposed closure plans. The study recom-
mended requiring 90 days advance notice and provision
of a proposed closure plan, as well as a public hearing in
the affected community at least 60 days in advance and a
full review of these transactions in public meetings by the
PHHPC.

Multiple states require advance public notice when a
hospital intends to close completely or discontinue essen-
tial services. Currently, New York State does not. Instead,
New York requires a public hearing to be held by the
Department of Health within 30 days after hospital closure
and the DOH is expected to post information from that
hearing within 60 days after that.” Moving the public no-
tice to a period before closure and putting the responsibility
on the hospital to help inform the public would greatly
increase transparency and allow members of the affected
communities to better prepare for impending changes.

Notice requirements are already in place in New
York State for other non-health oversight processes. For
example, under the New York Worker Adjustment and
Retraining Notification (WARN) Act, employers with
more than 50-full time employees must give 90 days’
warning prior to any significant changes in employment.
This notification must be given to the affected employees,
Department of Labor, employee representatives, and the
Local Workforce Investment Board. Since hospitals are
large employers, they must already be required to notify
their employees well in advance of closures and downsiz-
ings. The required practices from the WARN Act could be
extended to residents of the communities that would be
affected by hospital downsizings or closings, as well as
public officials from those communities. The study recom-
mended hospitals should be required to post notices at
their facilities, and send a press release to all local news-
papers and broadcast/on-line media, and to relevant local
officials. The Department of Health should also post these
announcements on its website.

When hospitals or systems give this notice, they
should be required to provide a rationale for closure or
elimination of services, including, but not limited to the
following information: last year’s service volume for the
hospital or for the services to be eliminated; projected
community need for the service within the hospital’s
service area; and details about where patients will be able
to obtain access to the affected care once it is no longer
at that facility. The CON applicant seeking approval to
reduce, eliminate or relocate a service should be required
to describe the “effect on the ability of low-income per-
sons, racial and ethnic minorities, handicapped persons
and other underserved groups and the elderly to obtain
needed health care.”®

This closure plan should be submitted to the DOH
and disseminated to the general public through local of-
ficials, provision to local media and through posting on
the NYS DOH website. Provision of this plan would give
consumers the opportunity to provide informed com-
ments at the public hearing we urge be required prior
to such closure, and would enable NYS DOH officials to
work with local health officials to ensure continued access
to care, including by requiring modifications to the closure
plan and/or assessing the ability of remaining providers
to fill the resulting service gap. This process would also
give consumers time to understand any changes to their
care and ensure they are still able to access the same ser-
vices in a reasonable way.

The study also urged that the state require at least one
public hearing in the affected community, at night or on
a weekend, at least 60 days in advance, when a hospital
proposes to close, downsize or close a key service, such as
the emergency department or maternity services. Public
hearings are a vital way to engage members of the com-
munity, provide them with information on how their local
hospitals are proposing to change and elicit consumer
comments that could affect closure plans. Vermont, New
Jersey and North Carolina are three states that provide
potential models of how to use public hearings to engage
affected consumers. In Vermont, the Green Mountain Care
Board, which evaluates CON applications, holds a public
hearing for every application, with few exceptions for
expedited review. Members of the public can also submit
written comment on an application up to 10 days after the
public hearing.

New Jersey holds public hearings when there is an
application for a change in ownership or to close a health
facility. North Carolina goes an important step further.
Although they do not mandate a public hearing on every
application, they require one for projects that are seen as
competitive, that spend more than $5,000,000 on construc-
tion or downsizing/closing or relocation of services, that
are determined to be in the public interest by the State
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Health Planning and Development Agency or for which
an “affected party” requests a hearing. In North Carolina,
an “affected party” is defined broadly. This can be any
person living in the area served by the applicant, anyone
who uses health facilities in that area, any provider who
practices in the area, a third party payer for facilities in
the area, and includes the applicant. Most significantly,
North Carolina holds hearings in the service area that is
impacted. The department works with the members of
the community to hold the hearing and make it accessi-
ble, so that the public may express concerns or comments
on their local facility. A system like this could greatly
improve consumer engagement around New York State.

The study urged adoption of a requirement for a
public hearing in the affected community at least 60 days
in advance of a proposed hospital closing, downsizing or
closing of a key time-sensitive service, such as the emer-
gency department or maternity services. The authors
acknowledged that NYS DOH staff members do not have
the capacity to organize, publicize or run multiple public
hearings around the state each year. Instead, the study
suggested that local Population Health Improvement
Program (PHIP) entities or county health departments
be asked to take on the responsibility of organizing and
publicizing public hearings for facilities in the areas they
oversee, in collaboration with the hospital seeking CON
permission to close or downsize.

3. Require “full review” CON applications, with
opportunity for public comment, for closing of a hospi-
tal or for elimination of any hospital unit or service that
could compromise timely and affordable access to those
services in the affected community, as well as for con-
verting emergency departments to part-time operation.
Full review should also be required for “transformation”
of multiple units within a hospital to ambulatory settings.

The study urged that “full” CON review by the
PHHPC in public meetings be required for hospital clos-
ings, elimination of units that provide time-sensitive care,
such as emergency departments or maternity services,
and for hospital downsizing or transfer of services and/
or beds from one facility to another within a given health
system, when such transfers could have a potential nega-
tive affect on the availability of timely, affordable care in
the affected community.

Given the trends described earlier in this article—
particularly the movement of services from hospital
inpatient settings to outpatient settings—it is particularly
important to improve the transparency of hospital “trans-
formation” initiatives and more fully engage affected
consumers in reshaping local health delivery systems.

Currently, hospitals and health systems are being
allowed to file a series of multiple, narrowly framed

“limited review” CON applications to decertify beds and
services over time. Through this process, hospital systems
are able to gradually close facilities unit by unit and move
services either to their other hospitals or to ambulatory
settings without undergoing full CON review at a public
meeting. An example of this use of limited review CONs
involves Mount Sinai Beth Israel in Manhattan. From
November 2016 to March 2017, Mount Sinai submitted a
series of limited review applications to close or decertify
beds in multiple units, including maternity care, cardiac
surgery and pediatric intensive care. Full CON review by
the PHHPC (with opportunity for public comment) will
be required only when the system proposes to build a new
facility (such as the 70-bed hospital Mount Sinai plans to
construct to replace its current much larger facility).

The study recommended that if a hospital (or its par-
ent health system) seeks to close (or transfer elsewhere,
such as to an ambulatory setting or a different facility
within the system) more than one service within a year, it
should be mandated to go through full CON review to do
so. Within this full CON review, hospital systems should
be required to lay out their plans for how and where
health consumers will obtain those services in the future,
how patients will be kept informed and what they should
expect their new system to look like in the next three to
five years. A transformation plan should explain the likely
impact of the proposed delivery system changes on con-
sumers who rely on Medicaid or are uninsured, and those
for whom travel to other facilities may present an obstacle
to obtaining care. This information is necessary for com-
munity members to understand how and where they will
be accessing the care they need, potentially at new loca-
tions, and to provide comments to the PHHPC and DOH
to inform CON decision-making.

4. Improve transparency, consumer engagement
and post-transaction accountability when hospitals join
health systems.

While there can be positive results when commu-
nity hospitals join large health systems, there can also be
downsides, such as loss of local control of a community
hospital. Executives of these large systems can and do
make decisions to close services at local hospitals (such as
emergency departments and maternity care) and direct
consumers to other facilities within the system that of-
fer the care. The result could be reduced access to care
within a community and longer travel times to obtain
care. Health system consolidation and the movement of
care into new sites can also pose risks to patient safety if
not carefully managed, warned Dr. Atul Gawande and
colleagues at the Harvard School of Public Health and
Brigham and Women'’s Hospital in a recent JAMA arti-
cle.? In such situations, the authors point out, clinicians
frequently must travel to new practice settings, navigate
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unfamiliar infrastructure and care processes, and treat
different types of patients. Consolidating a system’s ser-
vice line—such as obstetrics, psychiatry or substance use
treatment—at one facility could increase the number of
patients being seen at that facility and introduce types of
patients with whom the clinicians are not familiar, creat-
ing cultural and other barriers to good quality care. The
authors have developed a patient safety toolkit to guide
management of system changes and expansion of practice
sites.

When system takeovers of local hospitals are pro-
posed, the affected consumers deserve to know the full
implications, both positive and negative. One of the
obstacles to such transparency is the use in New York
State of “passive parent” governance by systems to begin
takeover of community hospitals without any CON
review. No other state allows for the distinction between
passive and active parent in system takeovers of local
hospitals. The level of transparency and accountability in
the arrangement is simply too low. The study urged that
New York eliminate “passive parent” governance and
allow only an “active parent” relationship that requires
full CON approval, so that all of the issues associated
with such consolidation can be grappled with in public
and with focus. In addition, we recommend that merg-
ers, acquisitions, and “active parent” relationships be
made subject to post-transaction monitoring to allow for
increased oversight of changes to large health systems.

For transactions involving a consolidation, the study
recommended requiring CON applicants to clearly
articulate the public need served by the transaction and
provide long-range plans (at least three years) predicting
the impact on affected patients’ ability to obtain care. The
study further recommended requiring a public hearing in
the affected community to solicit consumer comment and
a plan for continuing engagement of local health consum-
ers in governance of the hospital.

Recognizing the significant changes that can occur
with changes of governance, Connecticut requires the pro-
vision of a three-year plan for all transactions that involve
a change of ownership. This plan must include a descrip-
tion of how health care services will be provided in the
first three years after the change in ownership, including
any planned introduction of new services or elimination,
consolidation or reduction of existing services.!

The study recommended a similar requirement in
New York, with some additional features. For all transac-
tions involving consolidation of hospitals, the CON ap-
plicant should be required to articulate how the transac-
tion will serve a public need, such as providing services
not currently available in the hospital’s catchment area,
strengthening the quality of care or addressing public

health priorities that have been identified by local health
departments or health planning partnerships. Even if the
transaction is seeking to simply provide better access to
capital for the smaller hospital, addressing the issue of
public need should help to make the reasons for the active
parent status more transparent. The application should
also explain how local participation in governance of the
hospital will be maintained following the acquisition,
merger or establishment of active parent powers, such as
through maintaining seats on the hospital board for local
representatives.

The applicant should also be asked to describe how
the new governance arrangement would affect the current
service delivery patterns, such as relocating some services
to other facilities, closing units of the hospital or establish-
ing referrals to a system’s center of excellence for certain
types of complex care. For each planned reconfiguration
of services, the applicant should be required to explain
how patients would be assisted in traveling to new loca-
tions and navigating an unfamiliar system of care. As
well, the applicant should predict how current case mix
(provision of Medicaid clients vs. commercially insured
clients, those with Medicare and those with no insurance)
would potentially change under the new arrangement.

The study concluded that post transaction monitor-
ing and oversight is necessary for hospital mergers and
when health systems become active parents of community
hospitals. For such transactions, the study recommended
requiring the CON holder to provide yearly reports to
the DOH and PHHPC for a period of three to five years.
These reports should describe any changes in service
configurations or case mix that have occurred since project
approval and demonstrate adherence to any conditions
that were attached to the CON approval. In addition to
the reports provided by the applicant, an “independent
monitor” could be hired to act as a compliance reporter
for large mergers and acquisitions. Such reporting would
increase transparency of the actual effects of the transac-
tion and could lead to an extension of a limited life CON,
with increased pressure to comply with terms of the ap-
proval in order to win a permanent CON.

Connecticut has a system of “post-transfer indepen-
dent consultants” in place to monitor the progress of
larger mergers, meet with representatives from the parent
organization and its new affiliate, and report back to the
state’s Office of Health Care Access. The “monitor,” often
a consulting or public accounting firm, is selected by the
applicant and approved by the state agency. The applicant
pays for the monitor, and reports to the state on matters
involving compliance of the applicant with “conditions”
established in the awarding of the CON. This process al-
lows for more oversight and accountability of new active
parent relationships. In addition, more active monitoring
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would assist the DOH in gathering information about
trends in mergers and acquisitions to better understand
the current system as a whole.

5. Require CON review of major proposed trans-
actions, such as hospital mergers and system acquisi-
tion of hospitals (but not hospital closings), to include
consideration of the potential impact on the price of
health care.

While one of the original purposes of state Certifi-
cate of Need programs was to control costs at a time of
hospital expansion, construction and equipment acquisi-
tions, there is little evidence in the literature that this goal
has been fulfilled. As trends have shifted from hospital
expansion to consolidation, there is a new opportunity to
employ CON to restrain price increases that are associ-
ated with health systems acquiring greater market share
through consolidation, takeovers of community hospi-
tals, and acquisition of outpatient centers and physician
practices.

Consolidation in the health industry (both hospital
mergers and hospital acquisitions of physician practices)
is widely recognized as leading to greater market power
for large health systems and thus higher prices charged
to insurers. For example, a Robert Wood Johnson survey!!
of studies reported that, when hospitals merge in already
concentrated markets, price increases might exceed 20
percent. More recently, Cooper, Gaynor and others!?
found that the primary determinant of health care costs is
the price of provider services, and that the most power-
ful determinant of provider price is market power—not
quality, not size, not academic status or reputation. A
2018 study conducted for the New York Times by research-
ers from the Nicholas C. Petris Center at the University of
California, Berkeley, examined 25 metropolitan areas with
the highest rate of consolidation from 2010 through 2013
(including the Albany, NY, market.) The study found that
the price of an average hospital stay soared, with prices
in most areas going up between 11 percent and 54 percent
in the years afterward.'?

A 2016 study for the New York State Health Foun-
dation by Gorman Actuarial found that “a hospital’s
market leverage—its bargaining power when negotiat-
ing with insurers—is a key factor in the prices a hospital
can command.”** The study reported that hospitals with
greater market share are generally higher priced, and
those higher prices extend to hospitals that are part of a
hospital system with large regional market share, regard-
less of an individual hospital’s size or market share. A
study by the Massachusetts Health Policy Commission'®
found that market power is the primary determinant
of hospital prices in that state. The Attorney General of
Massachusetts made similar findings!® in 2010. Another

contributor to price increases is that community hospitals
are generally paid less for their services by third parties
than are “academic” health systems that are acquiring the
smaller hospitals.

The NYS DOH and PHHPC reviews of CON transac-
tions do not explicitly examine the potential impact on
the price of health care in a region. Instead, the financial
aspects of CON review are focused on the financial feasi-
bility of the project—essentially whether the applicant can
afford to carry it out, and what the long-term impact of
the project would be on the applicant’s financial health.

The study recommended consideration of the po-
tential impact on the price of care in DOH and PHHPC
review of selected “full review” CON applications (such
as system takeovers of formerly independent hospitals
or mergers of nearby facilities). DOH staff time currently
spent on analyzing the “financial feasibility” of a project,
a procedure DOH staff describe as time consuming and
most often of “low value,” could be redirected to assess-
ing the potential impact on health care prices.

One possible method of doing this would be to ask
CON applicants to predict the effect of their proposed
transactions on their prices. Another method would be
to require an outside assessment, such as by a consul-
tant. Another approach would be to use data reporting
submissions from health plans, as the New York State
Department of Financial Services did through a mandated
Request for Information it issued to inform a 2016 report
on hospital pricing in New York.!7 As the state moves to
implement an All Payer Database,'® this could be a valu-
able resource for assessment of the actual price effects of
hospital mergers.

When it comes to analyzing and monitoring project
price increases associated with a CON application, third
parties may be useful. Staff of the Attorney General’s
Anti-Trust Bureau, for example, have expertise in assess-
ing the likely effect on price of anti-competitive business
transactions. Insurers are also able to analyze predicted
price increases associated with hospital consolidation and
track the actual price increases.
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Housing Rx: Policy Innovations and Opportunities for

Action in New York State

By Madeline Morcelle and Leila Barraza

Introduction

Homelessness and poor health are deeply inter-
twined. People with complex and difficult-to-manage
chronic and behavioral health conditions are at dispro-
portionate risk of losing stable housing and experiencing
homelessness.! In turn, people experiencing homeless-
ness face tremendous access and cost barriers to essential
preventive, treatment, and related supportive services
and medication adherence, resulting in disproportionate
rates of morbidity and mortality from acute, chronic, and
behavioral health conditions. As a result, they are three
times more likely than the general population to visit an
emergency room each year.? Individuals experiencing
chronic homelessness, living with a severe mental illness,
or both have average direct health care costs ranging
from $10,000 to $60,000.2 Decades of studies document
how investment in solutions to homelessness such as
Housing First, a model that provides permanent support-
ive housing without preconditions and barriers to entry
(e.g., sobriety or treatment participation requirements)
can dramatically reduce downstream health care costs.

Today, no state in the U.S. has an adequate supply of
affordable rental housing for the lowest income renters.*
The issue is extensive in New York State, where only 35
rental homes are affordable and available per 100 ex-
tremely low-income renter households, and 71 percent of
these households are extremely cost-burdened, spending
more than half of their income on housing costs and utili-
ties. Under these conditions, many individuals and fami-
lies struggle to keep up with or spend a majority of lim-
ited income on rent and utility costs, live in overcrowded
conditions, and are forced to move frequently. Many are
just one hospital bill, layoff, or other emergency away
from eviction and homelessness. In 2017, homelessness
increased for the first time nationwide in seven years,
and on a single night in January of that year, 16 percent
(89,503) of all people experiencing homelessness in the
U.S. resided in New York.? From 2007-17, New York saw
a 43 percent increase in homelessness—the biggest jump
across the country.

These housing and health inequities will continue
absent both targeted interventions to assist individu-
als in crisis and action to address their root causes
across sectors, including unjust distributions of power
and other health-related community resources. Recent
federal housing proposals and policies inadequately and
sometimes antagonistically address these issues. For

example, due to insufficient funding levels, only one in
four low-income families who qualify for federal rental
assistance currently receive it, and many remain on wait-
ing lists for years, often resulting in eviction and home-
lessness.® In spite of existing shortfalls, in early 2018,

the Trump administration sought to gut federal funding
for housing assistance. Some state and local policymak-
ers have sought to increase affordable housing stock by
establishing bonds for affordable housing and requiring
cities to permit midsize apartment construction around
train stations and certain bus stops, among other hous-
ing policy interventions.” Meanwhile, some of the most
innovative and promising legal and policy responses to
growing housing instability and homelessness seek to
bridge the traditionally disparate worlds of housing and
health. Cutting-edge Medicaid payment and service de-
livery reforms and public health policies challenge those
siloes through both targeted individual and population-
level interventions such as housing as health care and
Medical-Legal Partnership. Even in an uncertain federal
health policy environment, state policymakers and health
care payers can build on these foundations, leveraging
emerging legal infrastructure and novel reforms to treat
and prevent homelessness.

Housing as a Prescription for Health

Signature federal policy responses to the HIV/AIDS
epidemic recognize the critical importance of hous-
ing as health care for people living with HIV, who face
heightened barriers to housing stability and dramatically
lower percentages of viral suppression if experiencing
homelessness. Through the Cranston-Gonzalez National
Affordable Housing Act of 1990, Congress established
Housing Opportunities for Persons with AIDS (HOP-
WA), creating dedicated housing and related supportive
services to meet the needs of people living with HIV. For
years, the federal Ryan White HIV/AIDS Program (Ryan
White) has financed key services addressing recipients’
social determinants of health, including housing, legal,
transportation, and nutrition services.

MADELINE MoRcELLE, J.D., M.P.H., is a Staff Attorney at the Mississippi
Center for Justice. LEILA BARRAZA, J.D., M.P.H., is an Assistant Profes-
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Yet federal Medicaid policy has lagged behind Ryan
White and HOPWA in addressing housing to improve
health. For years, Congress and the Centers for Medicare
and Medicaid Services (CMS) neglected the potential for
Medicaid to help address beneficiaries” housing needs.
The Patient Protection and Affordable Care Act of 2010
(ACA) established a novel set of state plan authorities
designed to enhance access to care coordination and
community-based services, spurring interest in potential
opportunities to integrate housing and health. Although
Congress specifically barred federal financial participa-
tion for room and board in home and community-based
settings,® opportunities to enhance housing stability and
address homelessness emerged. In 2015, CMS” Center
for Medicaid and CHIP Services published a bulletin
recognizing the case for housing-related activities and
services in Medicaid and clarifying authorities for states
to cover housing-related activities and services in new
Medicaid benefits.? In 2016, CMS’ Innovation Center
created the Accountable Health Communities Model
to test how addressing Medicaid and Medicare ben-
eficiaries” health-related social needs, such as housing,
through screening, referral, and community navigation
services would influence health care costs and reduce
utilization.'®

In the midst of this evolving federal policy land-
scape, states increasingly sought state plan waivers and
amendments to integrate allowable housing supportive
services into new health care delivery models.!! Some,
such as New York, went further, braiding state dollars
into program funding streams to cover otherwise unal-
lowable room and board and utility costs. In January
2011, Governor Andrew Cuomo launched a new Med-
icaid Redesign effort to address health care costs and
improve care, with a focus on meeting the significant
health needs of the 20 percent of beneficiaries whose
care generates 75 percent of all Medicaid spending.!?

A Medicaid Redesign Team (MRT) Affordable Housing
Workgroup evaluated barriers to the efficient use of ex-
isting housing resources and identified solutions. Based
on its final recommendations, the state created a new
MRT Supportive Housing program to provide service
funding, rental subsidies, and capital dollars to create
and finance supportive housing and long-term care pro-
grams for beneficiaries and authorized $75 million for
housing services for FY 2012-13. Over time, the state’s
investments in housing have grown and become an inte-
gral part of MRT implementation, increasing in impor-
tance in 2014 when New York expanded Medicaid and
nearly all residents experiencing homelessness became
eligible. That same year, CMS approved New York’s
Section 1115 waiver application, which aimed to reinvest
$8 billion in cost savings from Medicaid Redesign Team
(MRT) reforms back into the state’s health care system.!3

From 2012-17, MRT’s supportive housing programs—
including rental subsidies, capital construction, and
pilot projects testing innovative models of integrated
care—served over 12,000 vulnerable high-cost Medicaid
beneficiaries.'* New York’s MRT Supportive Housing
program reaffirms the efficacy of housing as health care
through a 40 percent decrease in hospital inpatient days,
26 percent decrease in emergency room visits, and 44
percent decrease in patients with substance abuse reha-
bilitation admissions. Not only has the project improved
the health of beneficiaries, but the savings to Medicaid
are notable as well, with a 15 percent overall reduction in
Medicaid health expenditures. NY could further establish
housing services within the health care continuum by
empowering providers to prescribe housing as a treat-
ment for homelessness. For example, a bill introduced

in the Hawaii legislature in 2017 would have allowed
re-classification of homelessness as a medical condition,
redefining health care delivery by permitting health care
providers to prescribe housing as treatment for those in
need.!’® The plan for payment included funding used by
Medicaid to pay for such housing prescriptions designed
to prevent costly and frequent emergency room visits by
people experiencing homelessness.

Promoting Housing Stability Through
Medical-Legal Partnership

Strategic multilevel action through Medical-Legal
Partnership (MLP) can usher in a new standard of care
for people at risk of or experiencing homelessness, re-
solving individual and systemic health injustices through
individual legal services and policy advocacy. MLP is a
health care delivery model that integrates legal service
attorneys into clinical health care teams. As of December
2018, more than 300 MLPs nationwide provide indi-
vidual legal assistance to resolve serious health-related
social needs that, if untreated, often result in or perpetu-
ate chronic cycles of homelessness, such as housing and
employment discrimination, landlord and tenant issues,
eviction, and barriers to public benefits.!® Emerging re-
search demonstrates how MLP can successfully address
the housing needs of people experiencing homeless-
ness. For example, a study examining the impact of MLP
services on veterans experiencing chronic homelessness,
living with serious mental illness, or both in New York
and Connecticut found improvements in housing status.
Where individual representation is insufficient to ad-
dress legal barriers, some MLPs advocate for policies to
address the systemic drivers of homelessness and other
social challenges. For example, MLP attorneys and health
care providers have leveraged their combined medical
and legal knowledge and learnings in strategic policy
advocacy, securing regulatory changes to prevent utility
shutoffs and extend personal safety protections.
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MLPs are uniquely positioned to advocate for life-
and cost-saving solutions to homelessness, but in order
to scale and sustain the model and maximize potential
population heath improvements through multilevel
advocacy, more available, sustainable, and flexible fund-
ing sources are needed. Reliable and renewable funding
sources for MLPs are still chronically limited, and MLP
partners funded through the Legal Services Corporation
are subject to prohibitions on lobbying and activities at-
tempting to influence legislative activities.

To address these gaps, in 2007, the New York Le-
gal Assistance Group’s (NYLAG) LegalHealth division
launched an advocacy campaign to secure state funding
to scale the MLP model statewide.!” Despite initial leg-
islative and gubernatorial support, its $2 million budget
proposal to establish 15 new MLPs across the state as
well as one oversight entity to provide technical assis-
tance became a causality of the 2008 economic crisis. As
the crisis deepened, NYLAG, coalition partners, and leg-
islative champions decided to focus on unfunded policy
alternatives. In 2011, New York became the first state to
endorse the importance of integrating free legal services
into health care settings by creating a certification pro-
cess for “health-related legal services programs.” Under
the amended New York State Public Health Law § 22,
legal entities may register with the Department of Health
as “Health-Related Legal Services Programs,” better po-
sitioning them to secure funding sources as the economy
improved. In 2014, Georgia became the second state to
establish a certification process for MLPs—this time, for
the purpose of determining eligibility for grants.'®

Federal, state, and private health care policymakers
have an opportunity to fortify MLPs—including state-
certified programs—through parallel Medicaid payment
reforms integrating financing for MLP services in both
traditional and managed care settings. For example, Cali-
fornia’s renewed Section 1115(a) demonstration waiver
(effective 2015-20) authorizes Whole Person Care (WPC)
county-based pilots that provide service integration and
other strategies to improve health outcomes and reduce
costs for vulnerable and high-utilizing Medicaid recipi-
ents.!? In addition to providing a specific option for WPC
Pilots to focus on providing housing and supportive
services for individuals at risk of or experiencing home-
lessness with a demonstrated medical need for housing
or supportive services, the waiver enables WPC Pilots
to focus on a broad range of patient-centered strategies
coordinating physical health, behavioral health, and so-
cial services. In September 2017, the Los Angeles County
Department of Health Services published a Request for
Applications for organizations to provide MLP services
under its WPC Pilot (WPC-LA).2° The following spring,
WPC-LA launched its county-wide Medical-Legal
Community Partnership (MLCP) network. Leveraging

Medicaid and other funding sources, the MLCP aims to
provide an estimated 2,500 technical assistance/advice
calls, 1,000 brief service interventions, 100 administrative
appeals, and 50 litigation cases.

Innovative payment reforms can also increase access
to MLP services in a managed care context. In August
2018, North Carolina published its new Request for
Proposals for Medicaid Managed Care Prepaid Health
Plans, requiring that they “provide access to medical-
legal partnerships for legal issues adversely affecting
health, subject to availability and capacity of medical-
legal assistance providers.”?! While the provision does
not require Prepaid Health Plans to fill service gaps
by establishing new MLPs, it could spell new funding
sources for sustaining and scaling existing MLPs—key
homelessness prevention and treatment service provid-
ers—within North Carolina’s rapidly evolving managed
care landscape.

Conclusion

In spite of federal attempts to undermine and repeal
the ACA and limit Medicaid eligibility through punitive
reforms, recent CMS actions signal fertile if mercurial
ground for continued innovation at the interface of hous-
ing and health. In October 2018, CMS approved Hawaii’s
Section 1115 waiver application seeking federal reim-
bursement for community integration (e.g., supportive
housing) services for beneficiaries experiencing or at risk
of homelessness who also have a disability, mental health
condition, substance use disorder, or complex health
needs.? The following month, U.S. Secretary of Health
and Human Services Alex Azar signaled political will for
“bold” whole-person solutions that address beneficiaries’
social determinants of health beyond screening and refer-
rals with value-based payment reforms to match, fore-
shadowing increased flexibility for states, managed care
organizations, and health care organizations to address
beneficiaries” housing needs, including capital costs.?

In this uncertain yet auspicious moment, state poli-
cymakers and health care payers cannot afford to forego
innovation. Insufficient affordable housing stock, evic-
tions, and homelessness have created a severely unjust
and costly national public health crisis. Novel Medicaid
and public health policy reforms that traverse traditional
boundaries between health care, housing, and related en-
abling services provide a strong foundation for reversing
and ending the root causes of resulting population health
inequities. Public and private policymakers can improve
societal outcomes by scaling and fortifying legal and
policy efforts that connect the traditionally siloed worlds
of housing and health for individuals and communities.
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Health Information Technology and Vulnerable
Populations: An Overview of Current Policies

By Veda Collmer

Introduction

Vulnerable populations (e.g., individuals with chronic
illness, disability, incarceration) experience poorer overall
health due to non-medical factors. Non-medical fac-
tors, or Social Determinants of Health (SDOH), affecting
vulnerable populations, can include low income, unstable
housing, and limited education and literacy. SDOH may
account for more than 50 percent of health outcomes.!

Effective health care for vulnerable populations must
extend beyond the traditional fee-for-service physician
visit to address SDOH. However, treating the non-medical
factors impacting health requires an understanding of vul-
nerable populations, access to social agencies to provide
housing and other assistance, improved care coordination,
and adequate health literacy programs for patient man-
agement of chronic diseases.> The U.S. health care system
is on the brink of developing more effective approaches
to treating vulnerable populations. Both state and fed-
eral governments are shifting payment paradigms from
volume-based care to value-based models to address the
Triple Aim goals of improving the individual experience
of care, improving the health of populations, and reducing
the per capita costs of care for populations.?

One component of new health care models focuses on
the adoption and effective use of electronic health records
(EHRs) and other Health Information Technology (HIT)
throughout U.S health care systems. HIT can improve
the health of vulnerable populations by adequately ad-
dressing SDOH.* However, effective use of HIT requires
financial and technology resources and provider training,
as well as altered workflows and connections to other
HIT systems. Health care providers serving vulnerable
populations often do not have the resources and time to
effectively implement HIT to address the unique needs of
their patients. This article provides an overview of current
U.S. and New York initiatives to promote adoption and
connectivity of HIT, as well as identifies policies gaps for
improving the health outcomes of vulnerable populations
with HIT.

EHR Evolution and the Future of HIT for
Improving Population Health

The Department of Health and Human Services
(HHS) launched its Healthy People 2020 initiative nearly
ten years ago with a mission to shift the health care pay-
ment paradigm from costly, episodic physician visits to
outcome-driven approaches focused on improving popu-

lation health. This expansive view of health care requires a
better understanding of the SDOH. Such a broad perspec-
tive can only be achieved through data analytics of indi-
vidual treatment approaches, predictions about future care
models, and the creation of quality standards.® Therefore,
EHR adoption throughout the U.S. health care system is
necessary for creation of electronic health data to achieve
the objectives set forth in Healthy People 2020.

The EHR is defined as a medical record or health care
system that is either all or partially electronic. A certi-
fied EHR meets certain requirements set forth by the
HHS Office of National Coordinator for Health Informa-
tion Technology (ONC).® Health records should include
information impacting patients beyond episodic medical
encounters, such as lifestyle information, for delivery of
effective care.” In order to create a more expansive picture
of the patient, the Institute of Medicine advocated for a
shift from paper-based health records to electronic health
records to facilitate improved clinical decision-making and
better care coordination.

EHRs have evolved over time from limited use by
a small number of providers to vendor-created systems
and massive adoption in a variety of settings. In the early
1990s, EHRs were mostly used in academic settings, con-
sisted of hybrid paper and electronic systems, and were
primarily based around billing and scheduling with some
interoperability with other systems. Currently, vendor-
developed EHRs are used in a variety of settings (e.g.,
primary care practices, nursing homes, and hospitals) for
clinical decision making, data mapping, data aggregation,
billing, and care coordination.

HHS’ overall goal for HIT is to create a nationwide
infrastructure of connected HIT systems, called a health
learning system, to better understand SDOH, improve the
quality of health care, and reduce health care costs. Studies
have established that EHRs can improve quality of health
care for vulnerable populations by addressing SDOH. HIT
can enable sharing of knowledge of individual treatments,
as well as provide predictive data analytics for the creation
of quality standards.® Connected systems sharing stan-
dardized data about vulnerable populations can improve
coordination of care and inform clinical decision making.
Furthermore, electronic health data can be used to guide

VepA CoLLMeR is the Chief Compliance Officer and in-house legal
counsel for WebPT.
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policy and public health initiatives to improve health care
for vulnerable populations.’

However, while EHRs and HIT are becoming a ubig-
uitous part of most health care entities, additional poli-
cies are needed to incentivize adoption of EHRs across
practice settings serving vulnerable populations, as well
as mandate IT and other resources to facilitate interoper-
ability for these types of health care providers. Further-
more, tracking SDOH is different from treating traditional
medical problems. Currently, there are limited HIT tools
available for identifying, documenting, and tracking
SDOH in the EHR. Additionally, most providers have not
developed the necessary workflows (e.g., patient screen-
ing to address social needs, referral resources for com-
munity supports, follow up to ensure patient received the
resource) and interoperability with social services organi-
zation to adequately address SDOH.°

Current Policies for Promoting HIT to Improve
the Health of Vulnerable Populations

Policies Incentivizing Adoption and Meaningful Use
of EHRs

Acquiring and implementing EHRs and other HIT
into a health care practice is a complicated and expensive
project. Purchasing an HIT solution requires analysis of
the best EHR for the setting, financial resources for hard-
ware and software purchases and other support services,
and some level of information technology expertise in or-
der to operationalize the technology. Proper use of EHRs
and HIT often include provider training on using the
technology, improving workflows to successfully incorpo-
rate the technology, and implementation of methods for
patient access to records.

Various incentive programs have facilitated the adop-
tion of EHRs. The federal Health Information Technology
for Economic and Clinical Health (HITECH) Act, passed
in 2009, created financial incentives for certain providers,
known as Eligible Professionals, to adopt and use certified
EHRs in their practice. The Medicare Meaningful Use Pro-
gram, which delivered on HITECH's incentive program,
was administered in three stages, beginning with the
electronic capture of health data and progressing to other
activities, such as increasing patient engagement and im-
proving patient access to electronic health records.! The
Medicaid Meaningful Use Program, administered by the
states, applied to more EPs and offered higher financial
incentives. Another incentive program, the Primary Care
Information Project, implemented in 2005 by the New
York City Department of Health and Mental Hygiene,
provided subsidized EHRs and two years of technical
assistance for primary care practices in underserved areas
of New York City.

However, existing policies paying incentives and pro-
moting meaningful use are insufficient to encourage HIT
adoption for many providers serving vulnerable popula-
tions. First, some providers serving vulnerable popula-
tions, such as social workers, behavioral health practitio-
ners, and occupational therapists, do not qualify for state
and federal incentive programs. Second, electronic medi-
cal records, while more affordable for providers serving
vulnerable populations, are not certified by the ONC and,
therefore, do not qualify for incentives. Third, financial
assistance for EHR adoption must also be accompanied by
technical support to ensure meaningful use. EHR adop-
tion alone is insufficient to improve quality of care; rather
physicians who receive high levels of technical support
demonstrate improved quality of care.!? Thus, to encour-
age meaningful use of EHRs for vulnerable populations,
existing policies must be expanded to encompass addi-
tional providers, encourage ONC certification, and deliver
adequate technical assistance.

Policies Transforming Health Care Coverage and
Payment Models

The fee-for service reimbursement model did not pay
providers for addressing the SDOH of vulnerable popula-
tions. Therefore, providers focused primarily on reimburs-
able visits and procedures, and mostly ignored SDOH. In
2008, the Triple Aim goals began to establish a framework
for improving health care through better care, improving
population health, and reducing costs.!3 An Institute of
Medicine Report established the six dimensions of quality
care as safety, effectiveness, patient-centeredness, timeli-
ness, efficiency and equity.!* Several years later, the Patient
Protection and Affordable Care Act expanded insurance
coverage to millions of low and modest income individu-
als. The landscape of health care—how providers inter-
acted with patients, how services were reimbursed, and
accountability for health outcomes—began to change.

Gradually, public and private payers are replacing the
fee-for-service model with new, more expansive payment
models that hold providers financially accountable for
health outcomes and treatment costs. Both Medicaid and
Medicare are attempting to expand the scope of health
care services beyond the physician visit to other areas of
life affecting patients, as well as require the provider to
share responsibility in the patient’s recovery. Therefore,
providers are now incentivized to consider the SDOH af-
fecting vulnerable populations in the scope of care.

However, integrating SDOH considerations into the
health care setting requires more than recording it in the
EHR. EHRs must also connect with social services systems
(e.g., housing assistance, food resources, Medical-Legal
Partnerships) to address SDOH. Providers must collabo-
rate with IT support or EHR vendors to create workflows
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and fields in the EHR for triggering assessment (e.g., ques-
tions inquiring about housing needs and food insecurity)
and planning to mitigate the SDOH affecting vulnerable
populations. Policymakers must continue to re-evaluate
the effectiveness of emerging payment models, using ag-
gregated data generated from HIT, and adjust incentives
or penalties as needed to ensure the health statuses of
vulnerable populations are not ignored.

Policies Promoting Interoperability

Federal and state policies have begun to shift focus
from EHR adoption to medical data exchange through
interoperability. Health information exchange is defined
as the electronic movement of health-related information
among organizations.!® Interoperability is defined as the
exchange of electronic health information and use of other
electronic health information technology without special
effort on the part of the user.!® Interoperability improves
care coordination and reduces expensive inefficiencies,
such as duplicate tests. Federal initiatives are focused on
nationwide interoperability to create a health learning sys-
tem that will improve clinical decision making and public
health. However, developing such a system requires
accessible medical data and sharing among different sys-
tems, as well as of a consistent quality and format for data
aggregation and analytics.'”

Several federal and state policies have begun to pave
the foundation for interoperability of this scale. The HI-
TECH Act sought to advance interoperability by strength-
ening privacy and security protections established by
the Health Insurance Portability and Accountability Act
(HIPAA).'® The 21st Century Cures Act, enacted in 2016,
further advances interoperability by amending HITECH
to require HHS to reduce regulatory or administrative
burdens related to the use of EHRs.! The Act further
advances interoperability by prohibiting information
blocking by HIT developers, defined as preventing, dis-
couraging or interfering with the access, exchange, or use
of information.? Lastly, the Act requires ONC to report
on priority use of HIT, as well as develop standards and
implementation specifications that support the exchange
of electronic patient data. The Medicare Access and CHIP
Reauthorization Act of 2015 (MACRA) created the Qual-
ity Payment Program, which includes the Merit Based
Incentive Payment System (MIPS).2! MIPS consists of four
reporting measures, one of which is the Promoting In-
teroperability category. The Meaningful Use Program was
incorporated into Promoting Interoperability Category
and requires use of certified EHRs to exchange health data
with other providers and patient.

New York has also implemented policies for interop-
erability. The State Health Information Network for New
York (SHIN-NY), operated by the New York eHealth
Collaborative (NYeC), is New York’s health informa-

tion exchange. SHIN-NY’s objectives include improved
patient access to records and enhanced care coordination.
Through SHIN-NY, patient records are shared securely
among eight Qualified Entities (QEs) statewide. QEs must
satisfy certain security, technical, and contractual require-
ments to connect with SHIN-NY.?2 NYeC’s 2020 roadmap
includes interoperability and health information exchange
across the state for providers, health plans and public
health.?® Currently participation in SHIN-NY is strong for
hospitals, Federally Qualified Health Centers and public
health departments, but not for physician practices, home
care agencies, nursing homes, and behavioral health pro-
viders. NYeC plans to further facilitate interoperability by
addressing barriers, such as vendor adherence to national
interoperable common clinical dataset standards (CCD/C-
CDA), lack of certified EHRs in some specialties (e.g.,
long-term care and behavioral health), and vendor par-
ticipation in HIE hubs.?* The Health Care Efficiency and
Affordability Law for New Yorkers (HEAL NY) was a data
exchange incentive program that funded the development
of Regional Health Information Exchanges (RHIOs) in
order to develop the interoperability framework for SHIN-
NY. HEAL NY provided a substantial investment for the
development of a statewide health information exchange.

While health data exchange is occurring, federal and
state policies have much ground to cover to improve
health care for vulnerable populations through HIT.
Policies that provide financial assistance and technical
support are needed to encourage physician practices and
ambulatory centers serving vulnerable populations to
develop interoperability capacity. Policies must address
the financial sustainability and technical support chal-
lenges of maintaining interoperable HIT.® Providers must
agree to follow established data sharing practices, either as
mandated by law or contractually, to protect the privacy
of vulnerable populations. Policies must also require
industry wide testing and HIT certification to encourage
participation in SHIN-NY, which includes adherence to
consistent quality and security measures. Lastly, struc-
tured data requirements should identify ways SDOH can
be collected to assist providers with prioritizing the high-
est impact issues. For example, ONC’s proposed rule re-
places current structured standards with the United States
Core Data for Interoperability (USCDI) for improving data
exchange. ONC implemented the change to address more
data classes, such as SDOH. Data collected and exchanged
in accordance with USCDI can enhance provider inter-
vention through improved collaboration with ancillary
services and referrals to community programs.2

Policies Promoting Patient Engagement

Interoperability will enable vulnerable populations to
become actively engaged in their own care. Patients who
are actively engaged in their health care, including par-
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ticipation in the decisions about their health care, demon-
strate improved outcomes. Patient engagement requires
access to health information through patient portals
(websites connected to EHRs that grant patient access to
medical records), receipt of health educational materi-
als, self-generated data, and patient experience. With the
shift from fee-for-service reimbursement to value-based
payment models, federal policies have promoted patient
engagement as a critical component of quality care. EHRs
have the capacity to promote patient engagement by
enabling access to health materials and records via the
patient portal and other technology and connecting with
remote monitoring technology. ¥

New resources are emerging to provide patient ac-
cess to their health data. The MyHealthEData initiative,
launched in March 2018, allows Medicare beneficiaries to
download their health data. The Blue Button 2.0 initiative
allows patients to securely download patient records to
share with doctors. The Center for Medicare and Medic-
aid Services Meaningful Measures framework is a new
project to identify the priorities for measuring quality
improvement. One component of Meaningful Measures
facilitates effective physician-patient communication and
coordination of care, including transfer of health informa-
tion and interoperability.?® MIPS penalizes or incentivizes
providers based on, among other activities, patient access
to real time data, portability of health records, and the
ability to communicate securely with patients. Access to
health records and engagement in care decisions can sig-
nificantly improve health care for vulnerable populations.

Policies Facilitating Patient Privacy

Exchanging data within a health information ex-
change must include safeguards to ensure only autho-
rized providers have access to necessary patient infor-
mation to best inform treatment planning. In the age of
massive privacy breaches and news stories of gross mis-
use of personal information, ensuring patient privacy is a
crucial component of interoperability and EHR adoption.
However, the current state of patient privacy protections
involves a patchwork of overlapping state and federal
laws. Most health care providers do not understand
the restrictions placed on patient health records, which
laws apply to different types of patient information, and
who can share patient data. Therefore, many providers
are reluctant to share data to avoid HIPAA and other
violations.?

Sharing patient data with authorized users is an es-
sential component of care coordination, improved clini-
cal decision making, and predictive analytics benefiting
vulnerable populations. Furthermore, vulnerable popula-
tions receive care from a variety of health care providers
and social services agencies, so compiling patient health

information in one central location can capture a complete
view of the patient’s needs. Coordinated care and sharing
of data through different EHRs and other systems will im-
prove care for vulnerable populations. EHRs and HIT can
also protect certain health information, such as substance
use disorder information, through technical safeguards to
ensure patient privacy.

Policy makers have begun to address the barriers to
data exchange with new regulations to encourage pro-
tected health data sharing. Medicare’s Meaningful Use
program sought to expand health information data ex-
change through promotion and adoption of ONC-certified
technologies to support secure care and interoperable
health information exchange.3’ The Medicare Physician
Fee Schedule Final rule, implemented in October 2018,
mandates some eligible providers submit surveillance
data to public health agencies.?! To further facilitate data
sharing, the Office for Civil Rights is seeking public input
on ways the HIPAA rules can be modified to promote care
coordination and data sharing.3?

Similar policies to the EU General Data Protection
Regulation (GDPR) are also needed to prioritize patient
ownership of their health care data, rather than a second-
ary consideration to state and national data exchange.??
Policies are needed to establish standards to protect health
and equality above commercial interest in data use. Since
SDOH and health disparities affect minorities and the
elderly, predictive modeling has the potential to intrude
on privacy and autonomy and possibly stigmatize some
groups. Strong privacy policies and enforcement, as well
as transparency regarding data access, will establish trust
that data is exchanged with authorized users for the pur-
poses of improving care.3*

Policies Mandating Information Security and
Certification for EHRs

Creating a secure network of HIT systems where
health information can be shared with only authorized us-
ers and protected from unauthorized access or alteration is
a critical component of EHR adoption and interoperability.
Health care entities have increasingly become a target of
cybercrime as more entities adopt EHRs. Larger health
care entities have the resources and expertise to under-
stand and mitigate information security risk, whereas
small practices often have limited resources to protect
their systems. Connecting different EHRs into a larger net-
work exposes other systems to information security risks.

HITECH mandates enhanced privacy and security
protection for protected health information to foster trust
in the use, creation and transmission of protected health
information.3® ONC was tasked with an electronic health
records certification framework, which includes such secu-
rity measures as authentication and encryption standards.
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The 21st Century Cures Act mandated ONC to develop

a framework and agreement for the secure exchange of
health information to facilitate interoperability. ONC’s
framework includes requirements for the secure exchange
of health information, development of a framework and
agreement for secure exchange of health information
between networks, and publication of the networks that
adopt the agreement.*® New requirements for SHIN-NY
include EHR certification by a NYS DOH approved certi-
fication body (e.g., HITRUST), incident response reporting
to the NYeC CISO, development and implementation of
organizational cybersecurity policies and procedures, and
cybersecurity insurance.?”

While information security is an important compo-
nent of protecting health records, additional certification
requirements, insurance coverage, and risk management
standards may be a barrier to EHR adoption and interop-
erability for health care providers serving vulnerable pop-
ulations. EHRs certified by ONC are significantly more
expensive and only certain providers (e.g., physicians,
chiropractors, dentists, optometrists, podiatrists) qualify
for Meaningful Use Incentives. Smaller physician prac-
tices in underserved areas often do not have the resources
in time, money or expertise to develop a risk management
strategy or purchase cybersecurity insurance.

Resources are available through the ONC, NYeC,
and other federal and state entities for securing pro-
tected health information. However, free resources will
not bridge the gap for small physician practices and
other providers serving vulnerable populations. Policies
ensuring dedicated information technology and security
resources are necessary to facilitate participation in SHIN-
NY, as well as secure adoption of HIT. Policies are also
needed to provide EHR incentives for other health care
providers, such as social workers, behavioral health spe-
cialists, and rehabilitation providers, to enable adoption of
certified EHRs and participation in HIEs.

Conclusion

Federal and state goals to create a national health
learning system for seamless data exchange, improved
clinical decision making, and predictive analytics will
significantly benefit vulnerable populations. Adoption of
interoperable HIT can improve care coordination, ad-
dress the SDOH impacting vulnerable populations, and
improve patient engagement. However, additional poli-
cies are needed to address the unique needs health care
providers serving vulnerable populations.
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The Palliative Turn in Person-Centered Care: Public Health
and Human Rights-Based Approaches to Interdisciplinary

Palliative Care

By Mary Beth Morrissey, Thomas Caprio and Cary Reid

Introduction

Palliative care is a type of care that focuses on im-
proving quality of life in patients with advanced illness
and their family members. Patients who receive pallia-
tive care experience improved quality of life, 234> fewer
depressive symptoms,*® decreased emergency room
visits and hospital admissions,®”# as well as higher levels
of satisfaction with care.* There has been incremental
progress in the growth of palliative care across the care
continuum at both federal and state levels. New York, for
example, has been a leader in palliative care at the state
level, enacting two laws’ that establish a right to pallia-
tive care for New Yorkers. However, more progress needs
to be made, especially in bridging geriatrics and pallia-
tive care and in building community-based palliative
care. The direction in palliative care is toward popula-
tion health management and design of population-level
interventions, including primary care and community-
based interventions that offer a public health response
to suffering and improve quality of life. The shift from
palliative medicine to palliative systems of care that
integrate specialized medical care and socially directed
supportive care!? will be key to the future of U.S. health
care in advancing what is being called a palliative turn'!
in the provision of person-centered health services, that
is, embedding the palliative approach to care across all
levels of the aging and health systems and society—from
hospital to community.

Human Rights Frameworks: The Right to Health

Palliative care is situated in a human rights para-
digm. The nexus of health and human rights and their
mutual and interdependent character within the larger
human rights paradigm was recognized in the early 1990s
by Jonathan Mann and colleagues.!? There is a range of
possibilities in the progressive realization of health and
human rights. For example, health itself as a human right
may serve to support and reinforce other human rights,
such as the right to water, sanitation, food, housing,
education and transportation, or in the alternate, margin-
alization of the right to health through regressive health
policy that may interfere with the full realization of such
human rights. Conversely, burdens on human rights may
compromise access to and achievement of health. Thus,
health is not merely a biomedical and biocapital produc-
tion of medical facilities and health systems, but rather

is advanced through environmental conditions that make
possible its full realization. A paradigmatic example of

the right to health and human rights interaction is seen in
the relationship between education and health. Olshan-
sky and colleagues!® have mapped the impact of race

and education on life expectancy in the United States and
identify an education-health-longevity gradient, as well as
widening gaps in life expectancy demarcated by educa-
tional level and racial group membership.

In 2000, the United Nations Committee on Economic,
Social and Cultural Rights adopted General Comment No.
14 (“Comment 14”).* Comment 14 recognizes the right
of everyone to the enjoyment of the highest attainable
standard of physical and mental health,'® and provides
authoritative guidance on the right to health, framed as,”a
right to an effective and integrated health system, encompassing
health care and the underlying determinants of health, which
is responsive to national and local priorities, and accessible
to all.”1® Broader than “health care,” the right to health
requires assurances of effective and accessible health
systems, and the right to freedom from interference, for
example, in torture or non-consensual medical treatment
and experimentation.!”

The Right to Palliative Care and Pain Relief

Comment 14 spells out the normative content of the
right to health, inclusive of rights to palliative care and
pain management: availability, accessibility, ethical and
cultural acceptability, quality and the non-discriminatory
provision of health facilities, goods and services.!® The
Global Palliative Care Atlas!? clarifies further that while
Comment 14 contains no express reference to palliative
care, it explicates the normative content of the right to
health and specifies the core obligations of all signa-
tory nations without regard to nations’ resources, which
include: “access to health facilities, provision of goods and
services on a nondiscriminatory basis, the provision of essential
medicines as defined by the WHO, and the adoption and imple-
mentation of a public health strategy.”* Nation states are
not relieved of the obligation to operationalize the right
to health under international law even in the absence of
a constitutional right to health care, such as in the United
States. The U.N. Special Rapporteur on torture has stated
that “denying access to pain relief can amount to inhuman and
degrading treatment.”*!
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In 2010, delegates to the International Pain Summit of
the International Association for the Study of Pain voted
to support the Montreal Declaration,?? a policy statement
explicitly declaring and recognizing the right to pain
management as a fundamental human right.

International Palliative Care Frameworks and
Recommendations

The WHO definition of palliative care frames the
goals of palliative care and provides a description of pal-
liative care services:

Palliative care is an approach that im-
proves the quality of life of patients and
their families facing the problem associ-
ated with life-threatening illness, through
the prevention and relief of suffering by
means of early identification and impec-
cable assessment and treatment of pain
and other problems, physical, psychoso-
cial and spiritual

The Public Health Strategy (PHS) for Palliative Care
builds on the WHO definition, and advances a robust
agenda for translating knowledge, evidence and innova-
tion into effective population-level interventions and
practices for relieving suffering and improving quality of
life for persons with illness and serious illness across the
life span. The PHS encompasses four key components:
Formulation of national policies and regulations, includ-
ing development of funding sources and service delivery
models; 2) Assuring adequate drug availability, includ-
ing access to essential medicines, and addressing costs,
prescribing, distribution, dispensing and administration;
3) Provision of education and training for all health care
and community health workers and members of the
public; and 4) Effective implementation of policy through
strategic business plans, infrastructure, standards and
guidelines.?

More recently, the WHO's adoption of Resolution
WHA 67.19,% Strengthening of palliative care as a component
of comprehensive care throughout the life course, marked a
milestone in the realization of palliative care as a right.
WHO'’s Ad Hoc Technical Advisory Panel on Palliative
Care overseeing the implementation of the Resolution
developed a Program Operations Manual?® (“Manual”)
that provides a blueprint for mapping out and imple-
menting palliative care programs and best practices on
the ground. The Manual expands on the WHO definition
of palliative care:

Palliative care is the prevention and relief
of suffering of any kind—physical, psy-
chological, social, or spiritual—experi-
enced by adults and children living with

life-limiting health problems. It promotes
dignity, quality of life and adjustment to
progressive illnesses, using best avail-
able evidence...All people, irrespective of
income, disease type, or age, should have
access to a nationally determined set of
basic health services, including pallia-
tive care. Financial and social protection
systems need to take into account the hu-
man right to palliative care for poor and
marginalized population groups.?’

In a recently released groundbreaking and visionary
report on palliative care, the Lancet Commission?® calls
attention to the moral failing of the global public health
systems in the face of extreme suffering, unrelieved pain,
poverty and inequity across the world, especially in low-
and middle-income countries. The Commission calls for
worldwide recognition of palliative care and pain relief as
essential components of universal health coverage and so-
cial provision, and progressive realization of these goals.

The Lancet Commission Report focuses primarily on
palliative care health-related interventions in the context
of end-of-life, life-threatening or life-limiting illness or
conditions. The Commission Report recognizes but ex-
pressly excludes palliative care needs that are not related
to end-of-life, life threatening or life-limiting illness or
conditions. In these contexts, the Commission Report
identifies a new measure of suffering called “serious
health-related suffering,” which is associated with illness
or injury and physical, emotional or social suffering and
cannot be relieved without medical intervention. The
Commission also proposes an essential package of pal-
liative care and pain relief services, resources and inter-
ventions that respond to serious-health-related suffering
burdens, and recommends social support programs as a
complement to this essential package.

Growing Heterogeneity in Palliative Care in the
United States

Bridging Geriatrics and Palliative Care

The shifting demographics to an aging population
in the U.S. has created an unprecedented challenge to
society and to the health care system. The U.S. Census
Bureau projects the adult population age 65 and older will
exceed 80 million by the year 2050. The fastest growing
segment of this older population will be the aged 85 and
older, sometimes referred to the “oldest old.” This demo-
graphic shift in the population will undoubtedly result in
utilizing an increasing proportion of health care resources
and will require clinicians who are competent in meeting
the specific health needs of older adults, especially those
with chronic illnesses and those affected by Alzheimer’s
disease and related dementias. This imperative under-
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scores the importance of fields like geriatric medicine
and its interface with palliative care, in order to meet

the evolving and complex needs of those who are aging
with illnesses. Unfortunately, significant workforce gaps
currently exist in meeting the needs of older adults with
clinicians appropriately trained in geriatrics. The number
of board-certified geriatricians (physicians who specialize
in geriatric medicine) has steadily declined since the year
2000 despite the increasing proportions of the older adult
population with health care needs.?’ Additionally, fewer
than 1 percent of nurses, pharmacists, and physician as-
sistants specialize in geriatrics and fewer than 4 percent
of social workers are geriatrics specialists.*’

Geriatrics focuses on teams of interprofessional
health care providers who focus on the identification
and management of disability, chronic illness, and frailty
in older adults, with the overarching goals of maintain-
ing or improving function and enhancing quality of life.
These goals overlap significantly with the philosophy
of palliative care but also acknowledge the uniqueness
of an older adult population, who are often faced with
multiple chronic conditions and functional losses that are
threats to maintaining independence. The physical and
cognitive functioning of a person often defines the level
of independence (or alternatively the relative depen-
dency on others for daily care) as well as the personal
perception of dignity. Chronic illnesses can also carry a
significant physical symptom burden for the individual
such as pain, nausea, shortness of breath, depression,
or insomnia. This loss of independence and increasing
symptom burden may contribute to the perceived suffer-
ing by the individual and become ideal targets for pallia-
tive interventions to improve the quality of life.

Alzheimer’s disease and related dementias are a
growing public health crisis and a significant challenge
in the delivery of health care and aging services. It is
estimated that over 14 million Americans will be living
with Alzheimer’s disease by 2050.3! Disproportionately
affecting the older adult population, it is marked by the
progressive loss of cognitive abilities and is at present
without any known effective treatment or cure. Al-
zheimer’s disease affects a person’s functional ability and
behaviors as the disease progresses, resulting in increas-
ing dependency on others for care and safety. Ultimately,
dementia leads to loss of decision-making capacity for
the individual. The need for clear goals of care discus-
sions, advance care planning, and appointment of sur-
rogate decision-makers for those afflicted with dementia
is paramount and entirely consistent with the needs for
delivery of effective palliative care. In the end stages of
the disease, persons often have loss of mobility, difficulty
swallowing and maintaining adequate nutritional intake,
and are at increased risk for developing pneumonia,
pressure ulcers, and requiring institutional-based care.

Not only is effective symptom management needed for
these patients with dementia but family and caregiver
support is critical to provide anticipatory guidance as to
the stages of the disease and to assist in decision-making
that supports individual goals of care.

Palliative care at the end of life for older adults is best
exemplified through the Medicare Hospice Benefit. This
formalized delivery system for high-quality palliative
care became part of Medicare in 1982 and remains a key
component of Medicare Part A for adults age 65 and older
and younger patients with chronic illness and disabilities.
The eligibility for hospice care is the determination by
two physicians that a person has an expected progno-
sis of six months or less if the disease follows a typical
or expected course. Those who receive hospice services
must elect to no longer pursue disease-directed or life-
prolonging health care interventions; instead the focus
is entirely on palliative goals of care including symptom
management, psychosocial support, and spiritual care.
Hospice care has been increasingly utilized over time
and the composition of patients receiving hospice care
has significantly changed, shifting from over 75 percent
of patients receiving hospice services for cancer-related
diagnoses, to currently more than 70 percent of patients
who now receive hospice care for non-cancer diagno-
ses, including end-stage diseases such as cardiac, lung,
liver, and dementia.?? This shift in diagnoses of patients
served by hospice reflects the changing demographics of
the population with increasing older adults, increasing
prevalence of chronic disease (e.g., Alzheimer’s disease),
and the progress made overall in the diagnosis and treat-
ment of cancers. The Medicare Hospice Benefit provides
an interdisciplinary team of professionals experienced
with symptom management and end-of-life care includ-
ing nurses, physicians, social workers, and chaplains.
Hospice aides provide hands-on assistance for personal
care to those who are significantly debilitated and hos-
pice volunteers provide support and companionship to
patients and caregivers. Bereavement services through
hospice are provided to families in anticipation of loss
and following the death of loved one. Many palliative
care programs that have subsequently developed in the
U.S. have attempted to include or adapt components of
the Hospice model of care in their own work, especially
the work of the interdisciplinary team, bereavement pro-
grams, spiritual care, and social services.

Community-Based Palliative Care Models

The benefits of delivering palliative care in the hospi-
tal setting have been well established and led to the broad
diffusion of inpatient palliative care programs throughout
the US.3 However, these programs collectively reach rela-
tively small numbers of individuals with established pal-
liative care needs, prompting efforts to increase the reach
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of palliative care programs outside of the hospital setting.
New venues for delivering palliative care include out-
patient clinics and home-based palliative care programs.
Outpatient based palliative care clinics are now appear-
ing in large health systems.3 Staffing shortages and low
reimbursement rates for palliative care services delivered
as part of this type of care in the outpatient setting consti-
tute key barriers to continued growth of these entities.??
Home-based palliative care programs constitute another
vehicle for delivering palliative care outside of the hos-
pital setting. These programs are now well established

in many regions of the country and most are staffed by a
combination of nurses, nurse practitioners, social workers
and physicians. In an effort to quantify the benefits of one
home-based palliative care program, researchers con-
ducted a randomized controlled trial to compare in-home
delivery of palliative care for patients with advanced
illness (versus usual care) and found that patients receiv-
ing home-based palliative care had increased satisfaction
with their care, greater rates of dying at home (as per
their wishes), and demonstrated fewer trips to the emer-
gency room and significant cost savings.* Other studies
evaluating home-based palliative care initiatives have
confirmed significant cost savings and improved patient
outcomes, including reduced symptom burden and rates
of advance directive completion.3¢3738 These results have
led to increased efforts to develop and implement home-
based palliative care programs in diverse health systems.
Leaders in this area include various health-maintenance
organizations and the Veterans Administration. Other
agencies that have explored offering home-based pallia-
tive care include hospice and home care agencies. How-
ever, reimbursement rates (which are low) for delivery

of home-based palliative care services via organizations
operating under the fee for service model constitute a key
barrier to further program diffusion.

A key barrier to further growth of these programs
at the patient level is that individuals with advanced
chronic illness who qualify for Medicare hospice ben-
efits (i.e., those with an estimated life expectancy of
six months or less) and who elect the hospice benefit
must forego receipt of life-prolonging care. This rule is
problematic because many older adults with advanced
chronic illness desire supportive care but aren’t ready to
forego life-prolonging therapies. This rule disproportion-
ately affects hospice agencies that provide palliative care
services to patients and their families in the last 6 months
of life. In recognition of this dilemma, the Centers for
Medicare and Medicaid Services (CMS) is currently test-
ing a new model (i.e., Medicare Care Choices Model) that
allows individuals to receive supportive care through a
hospice agency and continue to receive services provided
by other Medicare providers.?* CMS is looking to deter-
mine whether this approach, which includes provision of

supportive services in patients” homes, can improve the
quality of life and care received by Medicare beneficiaries,
increase patient satisfaction, and reduce Medicare expen-
ditures. Primary results from this innovation demonstra-
tion project are expected to be reported soon.

This CMS initiative and other efforts are clearly
needed to build capacity to address the large palliative
care needs of the millions of adults living in the U.S. with
advanced chronic illness. Given the continued aging of
the U.S. population—the proportion of the population
ages 65 and older has grown from 4.1 percent in 1900 to
12.6 percent in 2000 and will be an estimated 20 percent
by 20300 and 24 percent by 2060*'—it remains to be seen
whether efforts by the health care system to include the
extensive network of U.S.-based hospice agencies, which
currently number around 4,000, will be sufficient to meet
these needs. More than 75 percent of adults 65 and over
suffer from at least one chronic medical condition, and
20 percent of Medicare beneficiaries have five or more
chronic conditions.***3 Advanced chronic illness is espe-
cially prevalent among those ages 85 and older, projected
to be the fastest growing cohort of older adults.* Further,
due to established health disparities, ethnic and racial
minorities are at disproportionate risk for adverse health
outcomes over the life course compared with non-His-
panic whites.*

Adopting a public health approach to meeting the
palliative care needs of an aging society will mandate that
community agencies and organizations serving adults
with advanced chronic illness participate fully in these
efforts.*® Two agencies in particular that could play a role
include the aging service agency network and faith-based
community. Both of these entities have longitudinal
relationships with clients/parishioners and their missions
are clearly consonant with the goals of palliative care
movement, i.e., to enhance the quality of life and dignity
of individuals and families served by these entities and
in the case of aging service agencies to minimize the risk
of institutionalization of those with advanced chronic
illness. Finally both entities play a pivotal role in support-
ing both informal and formal care that gets delivered in
the home to individuals with advanced chronic illness.**
Examples of efforts by aging service agencies and the
faith-based communities to address palliative care needs
of the individuals served by these groups are described
briefly below.

In New York City, researchers from Cornell Uni-
versity and Hunter College partnered with both aging
service and faith-based agencies in Harlem to begin to
address the palliative care needs of Harlem-based resi-
dents. These efforts included conducting a needs assess-
ment documenting the substantial palliative care needs
of individuals served by the participating agencies.*” One
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of the outcomes of this needs assessment was the real-
ization that assessment tools were needed that could be
used by agency staff to identify persons with palliative
care needs. The community agency researcher partner-
ship addressed this service gap by developing a pallia-
tive care needs screening tool for use by staff working

in these settings and demonstrated the feasibility and
utility of using the tool in various senior centers through-
out New York City.#4? Other work conducted by this
partnership includes developing and testing a formal
educational curriculum to train case managers caring for
homebound older New York City residents about pal-
liative care principles and practices.*’ The educational
curriculum has been successfully piloted with promising
results in the form of enhanced knowledge on the part of
case managers who participated in the year-long training
program and increased receptivity to addressing pallia-
tive care needs in the clients served by case managers.*8
In addition, an Area on Aging Agency in Ohio partnered
with a local health system to develop methods to identify
palliative care needs and provide palliative care services
to adults enrolled in a Medicaid Waivers program. Case
managers played a pivotal role in this effort by screen-
ing individuals for palliative care needs and helping to
implement an intervention that included recommenda-
tions provided by a palliative care physician.! In a pilot
randomized controlled trial, patients randomized to
receive the intervention had fewer hospitalizations and
nursing home admissions as compared to participants
who received usual care.*’ These promising efforts high-
light the role aging service agencies can play in identify-
ing community-dwelling older adults with palliative care
needs and in delivering interventions to address those
needs.

Efforts underway in the faith-based community
include a needs assessment of community-based clergy
that identified both a desire and need for further train-
ing in meeting the palliative care needs of seriously ill
individuals.>? A national needs assessment is currently
underway as part of the National Clergy Project on End-
of-Life Care, which is designed to identify knowledge
and training gaps that could be addressed through for-
mal educational interventions to assist clergy in the care
of individuals with advanced serious illness.>® Finally,
other efforts include a training curriculum for nurses in
parishes who then are called upon to address palliative
care needs of congregation members.>*

Another challenge that will need to be addressed
is enhanced public awareness about the role palliative
care can play in the lives of individuals with advanced
chronic illness and their families. Public awareness of
palliative care remains poor.> Public health education
efforts are needed at the local, state and national level to
educate the public about the benefits of this type of care

and are urgently needed to educate the public and pallia-
tive care and its associated benefits.>057/58

Palliative care is well-established in U.S. hospitals
and has begun to expand outside of the hospital setting
to meet the needs of adults living with advanced chronic
illness. However, in order to be maximally effective, the
engagement of aging service agencies, the faith-based
community and the public health infrastructure are
urgently needed to educate the public about the value of
palliative care, to expand a workforce with skills to meet
these needs and programs and practices that can reach
individuals in settings outside of the hospital. Experts
have called for the development of innovative communi-
ty-based models that facilitate delivery of palliative care
to affected individuals. Aging service agencies, public
health programs at the local, state and national level, and
the faith-based community constitute key stakeholders
that are ideally positioned to initiate public awareness
campaigns, expand a trained workforce, and help in the
development, implementation and evaluation of new and
promising models of palliative care delivery.

The Four-Prongs of the Public Health Strategy for
Palliative Care

In light of the growing diversity in palliative care
models and consistent with the public health strategy
for palliative care, we call attention to the four-pronged
approach to help address the problem of unmet palliative
care needs: 1) national policy making; 2) assuring access
to essential medicines; 3) education and training for aging
and health professionals, including judges and commu-
nity workers; and 4) policy implementation, including at
the systems level.

National-level Policy

Enactment of federal legislation that would create a
federal right to palliative care in the United States and
provide funding for such programs is a priority, as called
for by the Lancet Commission (2017).22 U.S. federal agen-
cies have begun to take incremental steps to address the
public health problem of pain, an important focus of pal-
liative care.

National-level policy on palliative care may also be
influenced by professional associations and advocacy
organizations that have adopted their own policies or
resolutions on palliative care, such as the American Public
Health Association (Morrissey & Miller, 2013),% the
American Heart Association (Braun et al., 2016),°° and the
American Psychological Association (2017).6!

Availability of Essential Medicines

Federal and state-level policy must assure the avail-
ability of essential medicines, such as opioids. On October
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26, 2017, the President of the United States declared the
opioid crisis in the United States a national public health
emergency under federal law. Even in light of the dec-
laration of this national public health emergency, per-
sons with serious illness and chronic pain or intolerable
and intractable pain still have a right to access the full
range of medicines they need to relieve and control their
pain.®? The Lancet Commission Report, Alleviating the
access abyss in palliative care and pain relief—an imperative of
universal coverage,” recognizes the need for balance in as-
suring both the safe use of opioids and reducing the risks
of diversion and contflicts of interest:

The crisis in the USA provides lessons on
the need for maximising the benefits of
opioids and minimising the risk of non-
medical use. Countries should monitor
the supply and marketing of opioids and
implement strong conflict-of-interest
policies to restrict undue influence of

all for-profit entities in the tendering,
procurement, and marketing of opioid
medications and in describing indica-
tions for use and prescription of opioid
medications. These policies must also
guarantee training on safe use of opioid
analgesics grounded in evidence-based
protocols.?

The 2011 Institute of Medicine Report, Relieving Pain
in America,®® drew attention to the seriousness and mag-
nitude of the public health problem of pain and the over
100 million adults living with chronic pain. In response
to the IOM’s recommendation, the Department of Health
and Human Services created the Interagency Pain Re-
search Coordinating Committee that coordinated the
development of a National Pain Strategy, a Comprehensive
Population Health-Level Strategy for Pain (NPS).®* The NPS
addresses six key areas: population research, preven-
tion and care, disparities, service delivery and payment,
professional education and training, and public education
and communication.

In addition, the National Institutes of Health Office
of Pain Policy released its Federal Pain Research Strategy
(FPRS),® an effort that was also overseen by the Inter-
agency Pain Research Coordinating Committee. The FPRS
is directed to all federal agencies and departments that
are involved in pain research.

Education

Strong foundations in geriatrics, palliative, and
end-of-life care are needed in the education and train-
ing provided to our aging and health professionals and
para-professionals in multiple domains, including pain
management, ethics and ethical dilemmas. Education
must target the translation of palliative care mandates
into meaningful person-centered care for all persons liv-
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ing with serious illness or chronic pain, including older
persons, their families and health professionals who are
situated in different health care settings. Funding for
education and training is desperately needed to address
deficits in knowledge about geriatric health and pal-
liative systems of care, as well as applicable laws and
regulations and their implications. Educational efforts
will need to target the workforce gaps in geriatrics clini-
cal training, encourage entry and retention in the aging
field, and enhance positive perspectives of working with
an aging population.

Policy Implementation and Systems-Level Change

Decisions made at the systems level, such as in the
hospice model, relieve crisis and conflict at the bedside.
Hospitals and nursing homes can begin to make sys-
tems decisions that are modeled on hospice care, such
as integrating palliative care into standards of care,
thus making palliative care accessible to all residents,
and allocating appropriate resources to palliative care
implementation. Changes at the systems level, includ-
ing improved care coordination, communication and
interdisciplinary team care planning and ethics commit-
tee review processes, will help to mitigate conflict-laden
and emotionally stressful end-of-life choices for families
and surrogates at the very time when they need to be
investing their emotional resources in relational time and
communication with their loved ones. Building “pallia-
tive environments” is also integral to the last phase of the
strategy-policy implementation.!®

Conclusion

A public health strategy holds great promise for
strengthening equitable access to palliative systems of
care that aim to relieve suffering and improve quality of
life. The key components of that strategy—policy devel-
opment, drug availability, education, and policy imple-
mentation—provide a blueprint for progressive change
in the care of seriously ill persons. Pushing the boundar-
ies of palliative care into the community and embedding
the palliative approach in home and community-based
services will be effective in helping to translate policy
into meaningful interventions for frail and seriously ill
people.
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Supervised Injection Facilities: A Collision Between Public
Health Policy and State and Federal Law

By Joyce Tichy and Jerry Lynch

In 2017 there were 70,237 drug overdose deaths in
the United States, up from 63,632 the year before, which
resulted in an age-adjusted rate of overdose deaths that
was 9.6 percent higher in 2017 than in 2016.! The total
number of United States drug overdose deaths since 1999
now exceeds 660,000, with increases in every one of those
years. The increasing overdose death rate contributed to
an overall decline in United States life expectancy in 2016
and 2017, reversing for the first time the upward life ex-
pectancy trend that the United States had enjoyed during
the prior 100-year period beginning at the end of World
War I. Disturbing as it is, this data is no longer shocking to
those who read the news, which indicates the pervasive-
ness and intractability of the opioid epidemic. Although
initial figures for 2018 suggest that the opioid overdose
death rate may have peaked, this long-developing crisis
shows little sign of abating or of responding to any quick
solutions in spite of the countless headlines.

Society and its policy makers are now using criminal,
civil and regulatory tools to pursue an expanding list
of potentially guilty parties that includes pharmaceuti-
cal companies, drug cartels, and even oversight agen-
cies such as the Food and Drug Administration, and the
Drug Enforcement Agency, and drug users themselves.
Numerous congressional hearings, lawsuits and criminal
investigations have ensued. For those who work in public
health, however, questions about who is responsible are
secondary to how this massive public health tragedy can
be addressed. With opioid use disorder now afflicting an
estimated 2.1 million people,? and invariably consum-
ing their families, employers, communities and almost
all the social and medical service providers tasked with
the ensuing need for their care, the issue for public health
policy makers is how to help those affected with chronic
use disorders survive and remain functionally integrated
in society.

The U.S. Department of Health and Human Services
has published a 5-Point Strategy to Combat the Opioid Crisis,
with the five points being better addiction prevention,
treatment and recovery services, better data, better pain
management, better targeting of overdose reversing drugs
and better research.® A strategy that is not found on this
list, or in any federally funded initiative or federally ap-
proved health program, however, involves supervised in-
jection facility (SIF) programs. SIFs, which are also called
safe injection sites and harm reduction sites, have been
in place in various countries throughout the world for
more than 30 years, which generally reported favorable to
excellent outcomes in reducing overdose-related deaths.

Although their configuration varies, the general setup for
such a facility is to arrange a sanitary setting where users
are permitted to bring their drugs and inject them. The
facility is not involved in obtaining or administering the
prohibited drug, but maintains trained professionals on
standby to reverse overdoses or other medical emergen-
cies, and often encourages drug users to pursue counseling
and other social services.

As far back as 2008, scholars laid out the potential
legal arguments in favor of SIFs. Beleskey et al.* presented
an analysis that year which mapped out a legal path but
conceded that it was a “rocky” one given the various legal,
social and political hurdles present in the Unites States.
Burris et al. followed in 2009, providing a robust case sup-
porting the proposition that SIFs, like syringe exchanges
and medical marijuana programs, can be implemented
under state and local laws within the nation’s federalist
scheme, which reserves both the police power and the
power to regulate health to state and local authority under
the Tenth Amendment to the U.S. Constitution.’ Earlier
this year, Gostin et al. again outlined various legal avenues
available to entities interested in opening such sites, con-
cluding that “[c]riminal law has no value in public health
initiatives like SIFs designed to prevent harms and counsel
clients.”®

Yet legal uncertainty remains. In 2018 U.S. Depart-
ment of Justice Deputy Attorney General Rod Rosenstein
volunteered his perspective that such a program would
be ill-considered and counter-productive, and issued a
warning that those involved would be “vulnerable to
civil and criminal enforcement” under federal drug laws.
Still, despite this disapproving message, numerous cities
throughout the United States, including Seattle, Phila-
delphia, San Francisco, and Portland, Maine, are seri-
ously considering SIFs in light of the favorable scientific
evidence’ and the otherwise bleak options they face for
addressing the opioid overdose problem. Philadelphia,
which is experiencing what has been called a “staggering”
overdose death toll where one neighborhood has been
labeled “the largest open-air market for heroin on the East
Coast,”8 is seriously testing the concept by encouraging a
nonprofit named Safehouse to open a facility.” In response
to the Department of Justice’s threats, former Pennsylva-
nia Governor Ed Rendell, who is an incorporator of the

Jovce TicHy is a health law attorney who practices in New York, New
Jersey and Connecticut. Jerry Lynch works in private practice and
teaches Legal Aspects of Healthcare at New York University.

NYSBA Health Law Journal | Spring 2019 | Vol. 24 | No. 1

61



PuBLic HEALTH LAW AND VULNERABLE POPULATIONS

nonprofit, declared that he remains steadfastly in favor

of this initiative, stating, “They can come and arrest me
first.”1? In a countermove, the United States Attorney for
the Eastern District of Pennsylvania filed a declaratory
judgment action against Safehouse in February 2019 seek-
ing to bar the facility from opening. The complaint asserts
that “[I]t does not matter that Safehouse claims good
intentions in fighting the opioid epidemic. What matters
is that Congress has already determined that Safehouse’s
conduct is prohibited by federal law without any relevant
exception.”!!

As this escalating dispute demonstrates, the concept
of an SIF represents one of two divergent philosophies
about how to address the intractable problem of opioid
drug addiction. The federal approach, as demonstrated by
the Justice Department’s interpretation and application of
federal law, continues be a “war on drugs,” which treats
the consumption of illegal drugs as a deviant activity to be
addressed from a criminal justice perspective, whereas lo-
cal governments are, by their actions and words, rejecting
that approach as both outdated and a demonstrable failure
given the facts on the ground. Faced with the unabated
and pervasive problem at hand, these localities are moving
away from the criminal enforcement approach and instead
toward a medical treatment model that addresses addic-
tion as a chronic life-threatening medical condition, with
SIFs considered one viable feature in the continuum of
care for a highly challenged at-risk population.

New York City, for its part, has taken steps that
demonstrate it favors Philadelphia’s approach as a public
health matter. New York City Health completed a study in
2017 entitled Overdose Prevention in New York City: Super-
vised Injection as a Strategy to Reduce Opioid Overdose and
Public Injection,'? that lays out the public health case for
SIFs. While also advocating other kinds of public health
initiatives to combat the crisis, it summarizes the current
state of scientific studies and literature favoring SIFs and
concludes that “[sJupervised injection is an evidence-
based health intervention for people who inject drugs.”*?
Anticipating the potential legal challenges that face such
a program, however, the study also includes an analysis
by Columbia Law School Professor Kristen Underhill that
outlines the various laws that could be invoked to shut
down an SIF and impose legal liability on the participants,
including drug users, staff members and property own-
ers. To address these issues, the legal analysis proposes a
number of strategies, as outlined below, for SIFs in New
York City, which echo the approaches outlined by other
scholars but with particular attention to New York law. As
the following summary of that analysis makes clear, while
there are various routes that can be taken in New York
City to implement SIFs, each legal barrier that currently
exists at the federal and state level is best considered and
addressed strategically and in depth in light of the likeli-
hood of legal challenges to SIFs.

Legal Challenges

The federal Controlled Substances Act (CSA), 21
U.S.C. § 801 et seq., poses the first significant challenge to
SIFs. Under § 844, anyone in possession of a controlled
substance could face fines and/or imprisonment, which
would place patients and providers at risk.!* New York
State’s criminal possession code, N.Y. Penal Law § 220.03,
similarly punishes persons possessing controlled sub-
stances or paraphernalia, although it differs from the CSA
by specifically permitting syringe-exchange programs,
whereby it allows for possession of trace amounts of
substances in used and ostensibly exchanged syringes.
Equally important is New York’s law criminalizing inject-
ing “a narcotic drug” into another under N.Y. Penal Law
§ 220.46. On the other hand, New York has also enacted
a “Good Samaritan” law, N.Y. Penal Law § 220.78, which
promotes the use of emergency services for persons ex-
periencing drug overdose, exempting the victim and the
respondent from penalty.!® Thus, although the settings
sought by SIFs do not in themselves present as an emer-
gency, when the emergency occurs in an SIF, the Good
Samaritan law may apply, rendering an effective means
for personnel to avoid criminal penalty.

SIF staff and facility owners face unique challenges
of their own. Section 856 of the CSA, the so-called “Crack
House Statute,” imposes penalties to anyone owning or
operating a space “for the purpose of...using any con-
trolled substance.” Penalties include fines up to $500,000
for individuals and up to $2,000,000 for institutions, and
may include imprisonment for both staff and facility own-
ers.! Staff may also face possession charges for handling
the narcotics under CSA §§ 841(a)(1) and 844. Further-
more, Section 881 allows the federal government to seize
property used for purposes enumerated in § 856.

Staff could also face civil liability for administering
the narcotics, even if they are not actually injecting the
patients themselves. The “Good Samaritan” law would
not apply to medical providers, and the providers would
be subject to the same medical malpractice standards as
other professionals in their jurisdiction. While there is
no publicized record of anyone dying at an SIF, should a
patient expire at the site, providers may be sued by the
decedent’s estate for wrongful death.” Dram shop laws
such as N.Y. General Obligations Law §§ 11-101 and 11-103
may also apply if patients are allowed to leave the site
while intoxicated or under the influence.'® While unlikely
to prevail, these civil causes of action serve as a reminder
that until both criminal and civil codes are revised in order
to legally establish SIFs without repercussion to patients
and staff, they stand to be legally at risk for participating
in such programs despite the potential public benefits.

Another consideration for practitioners is how their
participation in an SIF will be viewed under their profes-
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sional codes of ethics, which might affect not only their
community standing but also licensure and malpractice
liability. Section 29.19(b)(1) of the New York Board or Re-
gents Rules on Unprofessional Conduct, which is applica-
ble to health practitioners, includes in the definition of un-
professional conduct “willful or grossly negligent failure
to comply with substantial provisions of Federal, State or
local laws, rules or regulations governing the practice of
the profession.” However, a number of recent analyses
support the conclusion that providing post-injection med-
ical assistance within an SIF is consistent with medical
ethical standards in that the assistance is a separate moral
act from the illegal drug use in the SIF and is designed to
reduce harm without encouraging the drug use itself. The
Massachusetts Medical Society published a report in 2017
concluding that “SIFs are in keeping with the MMS Code
of Ethics whereby physicians are obligated to provide

Prevailing Law—U.S. or New York?

There is also debate as to whether the Supremacy
Clause of the Constitution would allow federal law to
preempt state law on these matters. Arguments in favor
of states’ rights to allow SIFs originate from language in
the CSA, namely that the drafters did not intend for the
statute to apply to states seeking to engage in bona fide
health programs aimed at reducing potential harm caused
by controlled substances.?? States are also given discretion
on how to regulate medical practice, which SIFs would
clearly fall under. (“If SIFs are considered part of medical
practice, or if supervising injections is viewed as within
a provider’s existing authority, SIFs may succeed in a
courtroom challenge under § 856.”)* Yet while states are
given authority over regulating medicine and ensuring the
safety of their citizens, federal law may still prevail under
the Supremacy Clause.

“Despite the effectiveness of NEPs at reducing transmission, public support
for NEPs remain low. Of 1,004 participants in a study published by Emma
McGinty on legalizing safe consumption sites, ‘only 29 percent supported
legalizing safe consumption sites in their communities and only 39 percent
supported legalizing syringe services programs...””

compassionate and respectful medical care to all people
while respecting individual human dignity and rights,”*
and noting that the same conclusion had been reached by
medical societies in Canada and Australia. The Ameri-
can Medical Association agreed with the Massachusetts
Medical Society’s findings, endorsing SIFs.?? An ethics
analysis by Fleshner and Greenacre?! likewise concluded
that assistance to individuals in an SIF would meet ethical
standards under a utilitarian consequentialist analysis in
that the practice would maximize benefit to the greatest
number of people by reducing overall mortality for drug
users, as well as under a deontological theory provided
that the universe of individuals affected is defined to be
drug users rather than society at large. And Bayley et al.
concluded that assistance to an SIF by religious institu-
tions such as Catholic hospitals would meet the ethical
standards of the Catholic Church,? although cautioning
that care should be taken to ensure that the institution is
not complicit in the drug use itself. Medical aid in an SIF
may thus fall into the category of acts that can be classi-
fied as ethical even while the legal controversy persists,
and the professional conduct standards could be consid-
ered to be upheld by the distinctions outlined in the ethics
analyses that distinguish such aid from the encourage-
ment of drug use.

Avenues to Establish SIFs

Legally establishing SIFs in New York would likely
originate with state legislative action. The New York State
legislature has the power to statutorily authorize SIFs
under the Tenth Amendment to the United Sates Constitu-
tion, which reserves health, safety, and wellness regula-
tions to states.?’ In 2017, Linda Rosenthal, a Manhattan
Representative in the New York State Assembly, intro-
duced such a bill, A.8534, and Gustavo Rivera, a Bronx
member of the New York State Senate, introduced a com-
panion Senate version, S.8809. If passed, these bills would
remove state criminal and civil concerns, deter arrest, and
provide additional defenses against prosecution by federal
authorities.

In the alternative to legislation, the State Executive can
establish SIFs through executive power. The Department
of Health can promulgate rules or use existing powers
to allow for SIFs.2® See PHL § 201: “promote or provide
diagnostic and therapeutic services for... communicable
diseases, medical rehabilitation...and other conditions and
diseases affecting public health.” The commissioner of the
State Department of Health can also authorize possession
of syringes. The governor can declare a state of disaster for
“natural or man-made causes” and direct state agencies to
respond under. N.Y. Exec. Law §§ 20-29.
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New York City executives have the same powers,
although in the absence of agreement by the state a city
ordinance would be vulnerable to challenge by state pros-
ecutors, and SIF staff may still face disciplinary charges.
Under New York City Charter § 556, the New York
Department of Health and Mental Hygiene can regulate
the health needs of city residents, operate public health
centers and provide services for “the ambulant sick and
needy persons of the city” (N.Y.C.C. § 556).”

Lastly, the city could establish an SIF as a research
study under PHL § 201.2% The researchers would need to
obtain Institutional Review Board (IRB) approval with cli-
ents as participants. A research license could be obtained
to research controlled substances under PHL § 3324. The
State Department of Health could issue the license for
two years, with sites to be managed by the Department
of Health Bureau of Narcotic Enforcement under PHL §
201(d). Researches could then obtain a federal license to
be exempt from the CSA under 21 U.S.C. § 822(b). The
U.S. Attorney General’s Office reviews federal licenses
for research studies and considers the following factors:
(1) recommendation by the state licensing board, (2) the
researchers’ experience in research with controlled sub-
stances, (3) researchers’ conviction records under federal
and state controlled substances laws, (4) compliance with
“applicable state, federal, or local laws,” and five threats
to public health and safety.?’ Implementing SIFs as a
research study has several advantages, especially that SIF
staff and patients would be safe from prosecution.?’ The
two-year period would also allow SIFs to gain public sup-
port so that appropriate state legislative proposals could
be introduced to reform or keep SIFs after the two-year
research study period has transpired.

While applying for a two-year research study has
potential for positive outcomes, there is no guarantee
that after two years the public will back having an SIF in
their community. To the contrary, establishing an SIF as a
research study could prompt greater debate than pursu-
ing the legislative route. Stalling the legislature’s opportu-
nity to decide the issue of SIFs by using 21 U.S.C. § 822(b)
could result in considerable backlash from opponents,
whereas lobbying for comprehensive legislation on the
matter would allow the electorate to conduct their own
research without a two-year delay. Furthermore, while
establishing an SIF through 21 U.S.C. § 822(b) may result
in an operational clinic sooner than lobbying efforts, the
two years research study would conclude with a new elec-
tion cycle. At present, both the legislative and executive
branches are progressive, providing a ripe opportunity
to enact SIF legislation, nixing the need for the research
study stall altogether.

In sum, although there is uncertainty in how the
federal government would respond to establishing SIFs

in New York, there are viable avenues the state legisla-
tive and executive branches can take. Alternatively, SIFs
can begin as a two-year research study, thereby avoiding
legal conflict while also providing time to gather sup-
port to maintain SIFs after the two-year period expires.
Regardless of which avenue is taken, establishing SIFS

in New York would enhance public safety and address a
public health crisis that has thus far lacked the attention it
deserves.

For those in favor of setting up an SIF, it is likely that
progress will turn on the ability to navigate successfully
between two very different norms, one reflected in cur-
rent laws on the books that suggest the best way to curtail
the use of illegal drugs or assistance to those who do so
is by criminalizing it, and the other arising out of scien-
tific evidence favoring experimentation with promising
interventions. Given the unlikelihood of a change in law
at the federal level, it is instructive to review the history of
needle exchange programs (NEPs) in the United States, for
which a very similar dichotomy has been in play for many
years.

Many states have enacted legislation that allows for
NEPs, with New York ranking in the top five for the total
number of programs available in the state. New York has
23 NEPs, California has 43, and 11 states have none at all.?!
In 2019, NEPs play a vital role in ensuring that the spread
of diseases transmittable by blood does not become an
epidemic.3? In 2015, Indiana declared a state of emergency
for an HIV outbreak that resulted in establishing an NEP.
“There were 181 HIV infections diagnosed between Nov.
18,2014, and Nov. 1, 2015, in Scott County, making it the
largest HIV outbreak in a nonurban area in the U.S. among
people who inject drugs.”?® Reports after the establish-
ment of the NEP showed “an 88 percent reduction in
syringe sharing, a 79 percent reduction in syringe sharing
to divide drugs and an 81 percent reduction in sharing of
other injection equipment.”3*

Despite the effectiveness of NEPs at reducing trans-
mission, public support for NEPs remains low.% Of 1,004
participants in a study published by Emma McGinty on
legalizing safe consumption sites, “only 29 percent sup-
ported legalizing safe consumption sites in their commu-
nities and only 39 percent supported legalizing syringe
services programs...”%® Additional findings from the
survey conducted by Dr. McGinty, an assistant professor
in the Department of Health Policy and Management at
Johns Hopkins University, showed that attitudes mainly
differed based on political party affiliation, with little dif-
ference attributed to age, race, or gender.”” Public percep-
tion would thus need to undergo significant change before
NEPs become a reality nationwide. On the other hand, the
leadership role that New York has taken in establishing
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NEDPs, like its many past public health initiatives, may be
a bellwether for similar leadership in establishing SIFs.

As these public health initiatives move forward, a key
consideration will be the need to address the pervasive
social stigma that adheres to drug addiction programs
based on concerns for crime, litter and negative impacts
on surrounding communities, along with moral disap-
proval of addicted individuals and a concern that society
should not be seen as encouraging illegal drug use. These
perceptions are increasingly being addressed by scien-
tific studies indicating that on the whole crime does not
appear to increase from the existence of these programs,
along with other studies that demonstrate that adherence
to simple solutions such as non-medication assisted ab-
stinence and detoxification programs have high repeated
failure rates. Studies show that relapse rates for people
with substance use disorders is 40-60 percent;® thus, drug
users may undergo repeated relapses before success-
fully moving to a sustained drug-free status. Consider-
ing that the most hazardous period for a drug user is the
post-detoxification relapse period, when drug resistance
is lowest and the likelihood for overdose is highest, an
SIF that enhances the possibility of survival while also
providing options for recovery appears to provide a more
reliable pathway to recovery than the current retributive
approach. In order for policy and law to align with the
evidence, however, the most significant factor may be the
need to identify and address the assumptions underly-
ing the punitive approach to drug addiction by means
of communication and education. Under a modernized
approach, SIFs would be included as one of the treatment
and recovery services authorized by public policies like
the United States Department of Health’s 5 Point Strat-
egy, and thus become part of a larger toolbox of ongoing
treatment and prevention methods to address the crisis as
it exists today. Over the long term, success in addressing
the opioid crisis would ultimately be demonstrated by the
reduced need for SIFs altogether.
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NIFLA and the Future of Health Warnings

By Thomas Merrill

Pregnancy centers are facilities operated by anti-
choice groups that counsel women and families to forgo
abortions and instead choose life for their unborn children.
Some offer limited medical services like sonograms and
pregnancy testing. Others, while appearing to be medi-
cal clinics, do not offer any medical services and simply
provide anti-abortion counseling to pregnant women who
wittingly or unwittingly come to them. Concerned that
unsuspecting women might be going to these centers, and
thus might not be getting timely reproductive services,
some states and localities have tried to require that preg-
nancy centers disclose their agendas. In 2011, for example,
New York City passed a local law that required such cen-
ters to disclose (1) whether any licensed medical profes-
sionals were on staff supervising the services being offered
at the center; (2) that the city encourages pregnant women
to consult with a licensed provider; and (3) whether they
provide, or provide referrals for, abortion, emergency con-
traception, and prenatal care.! Finding the city to have a
compelling interest in preventing delays in women access-
ing reproductive services, the Second Circuit in Evergreen
Association, Inc. v. City of New York upheld the first required
disclosure but struck down the second two because they
were not narrowly tailored to that interest.?

California also attempted to impose disclosure
requirements on pregnancy centers. In June, the United
States Supreme Court ruled in National Institute of Family
and Life Advocates v. Becerra (NIFLA)? that its disclosure
requirements, which differed for licensed and unlicensed
centers, likely violated the First Amendment. Significantly,
Justice Thomas in his majority opinion treated the re-
quired disclosures as “content-based” speech restrictions
that presumptively were unconstitutional; his decision
ignored prior decisions that traditionally have employed
different standards of review in commercial speech cases,
prompting some to warn that the status of other disclosure
laws protecting health is now uncertain.*

Commercial Speech Prior to NIFLA

Commercial speech was not constitutionally protected
until 1976, when the Supreme Court decided Virginia
State Pharmacy Board v. Virginia Citizens Consumer Council >
Thirty-four years earlier, the Court upheld a New York
City regulation that prohibited businesses from distribut-
ing commercial handbills expressly holding that advertis-
ing was not protected by the First Amendment.® Virginia
State Pharmacy Board overturned that decision. Noting that
the First Amendment protects not only speakers, but also
the right of consumers to hear and receive information, the
Court held that commercial speech is “not wholly outside

the protection” of the First Amendment and ruled that
Virginia could not prohibit pharmacists from advertising
the prices of the prescription drugs they were selling.

Four years later, in Central Hudson Gas & Electric Corp.
v. Public Service Commission of New York,” the Supreme
Court adopted an intermediate level of scrutiny for assess-
ing the constitutionality of regulations restricting commer-
cial speech. That case involved a challenge to a policy of
the New York Public Service Commission that prohibited
electric utilities from promoting the use of electricity. Orig-
inating during the fuel shortages of the 1970s, the policy
was intended to promote conservation. Finding commer-
cial speech to be less protected by the Constitution than
other forms of expression, the Court employed a four-
part analysis in its review of the advertising prohibition.
First, it determined that the affected communication was
indeed entitled to First Amendment protection because it
concerned lawful activity and was not misleading. Next,
it determined that New York had a substantial interest
in promoting fuel conservation. It then assessed both
whether the policy directly advanced that interest, and
whether it was not more extensive than necessary in doing
so. Finding that while New York’s advertising ban was
directly related to its interest in promoting conservation,
the Court nonetheless found the prohibition to violate the
First Amendment because the ban on speech was broader
than it needed to be.

In Zauderer v. Ohio,® an even lower standard of review
emerged for reviewing laws that compel commercial
disclosures. A personal injury attorney printed an adver-
tisement in several newspapers directed at women who
had been injured after using the Dalkon Shield, a type of
intrauterine contraceptive device that generated numer-
ous product liability suits in the 1980s. Contrary to Ohio’s
disciplinary rules for attorneys, the advertisements did not
inform the attorney’s potential clients that, while his fees
were contingent upon a recovery, they would still be liable
for costs if they sued the maker of the Dalkon Shield and
lost. The Supreme Court of Ohio found that Zauderer had
violated this and other rules governing advertisements by
attorneys and recommended that he be publicly repri-
manded. He appealed to the Supreme Court, challeng-
ing Ohio’s right to discipline him because of the content
of his advertisements. Because disclosures enhance the
information available to consumers, the Supreme Court
distinguished disclosure requirements from prohibitions
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on speech. Provided that a requirement to disclose factual
and uncontroversial information is neither unjustified nor
unduly burdensome, the First Amendment only requires
that it be reasonably related to the state’s interest in want-
ing the information disclosed. Ohio, thus, could require
that attorneys advise potential contingency fee clients that
they might be liable for the costs of an unsuccessful litiga-
tion in order to prevent consumer deception.

While Ohio’s interest in Zauderer was preventing
consumer deception, other disclosures of factual informa-
tion subsequently have been upheld advancing different
state interests using the same standard of reasonableness.
In New York State Restaurant Association v. New York City
Board of Health,’ the Second Circuit applied the Zauderer
test when finding that New York City could mandate that
chain restaurants post calorie information on their menus
and menu boards. It rejected the restaurant industry’s
argument that the rational basis test should only apply
where necessary to prevent consumer deception, and
instead held the standard should be applied whenever
the government was requiring that truthful and uncontro-
versial information be disclosed in a commercial transac-
tion.!? Reviewing a federal country-of-origin labeling re-
quirement for meat products, the D.C. Circuit in American
Meat Institute v. U.S. Dept. of Agriculture similarly found
that the information being disclosed was both factual and
reasonably related to the government’s interests in both
promoting health and the sale of American products.!!

Thus, prior to NIFLA, the constitutionality of a
warning mandate was likely to be determined applying
either the Zauderer or Central Hudson test. If the warning
statement was factual and noncontroversial, it needed to
only be rationally related to a government end to survive.
Otherwise, intermediate scrutiny would be applied.

NIFLA

The California legislature enacted the California
Reproductive Freedom, Accountability, Comprehensive
Act (FACT) to regulate pregnancy centers. Its purpose
was to ensure that California residents be fully informed
about their rights and available services when making
reproductive health care decisions. FACT required a cen-
ter to comply with one of two different sets of disclosure
requirements depending on whether the center had any
type of license from the State of California to operate. For
those that were licensed to be a primary care, specialty or
intermittent clinic, FACT required that they post a notice
in their waiting rooms advising potential clients that Cali-
fornia provides women with free and low-cost services,
including abortion. Certain clinics, however, like those
operated by a federal agency or participating in certain
state programs, were excluded from these disclosure
requirements. If a center had no license to operate, it was

required to post a notice, both in its waiting room and at
its entrance, disclosing that it was unlicensed and that the
services it was offering were not supervised by a medi-
cal professional. The disclosure also had to appear on an
unlicensed facility’s advertising materials. The content of
the notices for both licensed and unlicensed centers were
crafted by California, and each had to be posted conspicu-
ously meeting specific font and language requirements.

The law was challenged by a licensed center, an un-
licensed center and NIFLA—an association of pregnancy
crisis centers. Petitioners claimed that the law’s disclosure
requirements compelled speech in violation of the First
Amendment. After their motion for a preliminary injunc-
tion was denied in the district court, petitioners appealed
to the Ninth Circuit Court of Appeals. Finding the disclo-
sure requirements for licensed facilities to be regulations
of professional speech subject to intermediate scrutiny,
the Circuit concluded that they were narrowly drawn and
advanced California’s interest in alerting women to the
availability of state-funded family planning services. As
to the disclosure requirements for unlicensed facilities, it
held that they could survive even strict scrutiny (without
finding that it should apply) because California’s interest
in “presenting accurate information about the licensing
status of individual clinics is particularly compelling.”!?

After granting certiorari, the Supreme Court reversed
the Ninth Circuit and enjoined California form enforc-
ing the disclosure requirements. Writing for the majority,
Justice Thomas found the requirement to be a “content-
based” regulation of speech and, thus, “presumptively
unconstitutional” with California bearing the burden of
demonstrating that it was narrowly tailored to serve com-
pelling state interests.

Although some Courts of Appeal, including the
Ninth Circuit, had recognized “professional speech” as a
category of speech subject to only intermediate scrutiny,
the Supreme Court has not. Observing that the Court was
“reluctant to mark off new categories of speech for di-
minished constitutional protection,”!3 the majority found
that California had failed to identify a sufficient reason
for treating professional speech differently from any other
kind of speech. While Zauderer allows for a lower level
of scrutiny when professionals must disclose factual and
uncontroversial information, the majority concluded that
it did not apply because the notices did not relate to the
services provided by the centers and instead were about
abortion. Intimating that the disclosure requirements
should be strictly construed because they regulated the
content of speech, and without referencing Central Hud-
son, the majority applied intermediate scrutiny because
it found that the rule could not survive even that level
of review. Assuming California’s interest was educat-
ing low-income women, the notice requirements were
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“wildly under-inclusive” and suspiciously seemed to
target centers with a particular viewpoint. California also
failed to show why a public information campaign would
not work. While it claimed that it had attempted one, and
eligible women still were not enrolling in its state-funded
services, the state did not show a sufficient nexus between
the failed campaign and the under-enrollment to justify
making the pregnancy centers be its messenger.

For the non-licensed centers, California based FACT
on its concern that pregnant women were going to the
centers believing that they were clinics that provided
medical services including abortion. Finding that the
disclosure requirements could not survive even under
Zauderer, the majority applied its rational review test. Cali-
fornia failed to demonstrate a justification for the disclo-
sure that was anything but hypothetical. Moreover, the
notice requirements were unduly burdensome, requiring
“a curiously narrow subset of speakers” to bear a govern-
ment conscripted message on signs at their doors and in
their waiting rooms, and on any advertisement they might
place for their services.

Throughout his opinion, Justice Thomas several times
criticized California for imposing notice requirements on
centers with a particular view on abortion. Four judges in
the majority joined a separate concurrence authored by
Justice Kennedy to further “underscore that the apparent
viewpoint discrimination [in FACT] is a matter of seri-
ous constitutional concern.”!* Nevertheless, the concur-
rence agreed with Judge Thomas that the case should
not be decided on that ground because, even if applied
more broadly, the disclosure requirements were likely
unconstitutional.

Justice Breyer wrote a blistering dissent that Justices
Ginsburg, Sotomayor and Kagan joined. It warned that
the majority’s decision invited future litigations challeng-
ing other health and safety warnings, which now were at
risk because “every disclosure law could be considered
‘content based,” for virtually every disclosure law requires
individuals to speak a particular message.”!> Responding
to this concern, the majority tried to limit the reach of its
decision, stating that it did “not question the legality of
health and safety warnings long considered permissible,
or purely factual and uncontroversial disclosures about
commercial products.”!® But, the dissent noted that the
disclosures at hand were related to health and countered
that the majority had invited “courts around the Nation to
apply an unpredictable First Amendment to ordinary and
economic regulation, striking down disclosure laws that
judges may disfavor, while upholding others, all without
grounding their decisions in reasoned principle.”!’

The dissenters would have applied the Zauderer test.
They would have affirmed the Ninth Circuit because

they believed the disclosure requirements were rationally
related to California’s interest in ensuring that pregnant
women know when they are getting care from licensed
professionals. While the topic of abortion might be spe-
cial, the dissent noted that NIFLA is hard to reconcile with
Planned Parenthood of Southeast Pennsylvania v. Casey,'8
where the Supreme Court upheld a Pennsylvania law
that required medical providers performing abortions to
provide information to their patients about adoption ser-
vices. The dissent accused the majority of being less than
evenhanded in its distinction of Casey and of interpreting
the First Amendment in a way that resulted in it applying
unfairly depending on the point of view of the affected
speaker.

The Status of Health Warnings After NIFLA

At best, NIFLA is a decision limited to speech about
abortion and health officials can take Justice Thomas at his
word when he writes that the legitimacy of other warn-
ings remains unchanged. If, however, the case truly was
only about abortion, it would have been better decided
on grounds of viewpoint discrimination. But that would
have required the majority either to overrule Casey or
to struggle even more explaining why pro-life birthing
centers cannot be compelled to give notice of state-funded
abortion services while pro-choice physicians can be com-
pelled to tell patients seeking abortions about adoption
as an alternative to their choice. At worst, Justice Breyer’s
ominous warning will prove true—all health and safety
warnings will be subject to challenge by those who do not
like their messages, and the viability of each will depend
on whether the judge reviewing the requirement is favor-
ably, or unfavorably, predisposed toward it.

Since 44 Liquormart, Inc. v. Rhode Island, Justice
Thomas has been advocating that commercial speech
be treated no differently than other speech. There, the
Supreme Court struck down a law that prohibited liquor
stores from advertising the retail prices of alcoholic bever-
ages. A majority of the Court’s justices found that the
prohibition failed to pass the Central Hudson test because it
was neither narrowly drawn nor did it materially advance
Rhode Island’s interest in promoting temperance. In a
separate concurring opinion, Justice Thomas argued that
the Central Hudson test should be abandoned and that all
restrictions of speech should be strictly construed. While
NIFLA does not expressly abandon Central Hudson, it
moves closer to this result by holding that warnings are
content-based regulations of speech that presumptively
are unconstitutional.

While the Zauderer standard affords a lower level
of scrutiny in some cases, there is less certainty about
the types of disclosure requirements to which it will be
applied. The Court in NIFLA purposely did not decide
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what type of government interest is sufficient to trigger
rational review, leaving that question open for future
cases to decide. Governments, however, bear the burden
of showing a legitimate interest in having information
disclosed and should be prepared to support that inter-
est with evidence at the risk of it be dismissed as “purely
hypothetical” like California’s.2? Even if justified by a
legitimate state interest, a disclosure about any topic on
which professionals might in good faith disagree may
now be too controversial to merit review under Zauderer.
In addition to abortion, the Court cited physician gag
laws,?! physician-assisted suicide and medical marihuana
as examples of other areas where the government’s polic-
ing of speech might potentially be problematic. And, even
if in furtherance of a legitimate government end and not
about a controversial topic, a regulation might still violate
the First Amendment if it unduly burdens those required
to disclose factual information.

NIFLA has already impacted three pending health
warning cases. In 2016, the FDA published a final rule
imposing new warning requirements for cigars and other
tobacco products. A federal court initially upheld the
warnings,?? but following NIFLA the petitioner moved
before the same district judge to enjoin enforcement of
the warning requirement pending its appeal of that rul-
ing to the Court of Appeals. Finding that “serious legal
questions” existed about the application of the Zauderer
standard, she granted the injunction.?® In 2015, San Fran-
cisco passed a law requiring a statement on any outdoor
advertisement for a sugary beverage warning that added
sugars contribute to obesity, diabetes and tooth decay.
After a panel on the Ninth Circuit initially found the
requirement to be unconstitutional,?* an en banc review
was ordered.?’ That argument was delayed pending the
Supreme Court’s decision in NIFLA, and did not happen
until September 25, 2018. The 11-judge panel devoted
much of its questioning on the accuracy of the warning
statement, whether the rule was under-inclusive because
it applied only to advertisements for sugary beverages,
and the burden its size requirements posed on adver-
tisers.2® On January 31, 2019, the Ninth Circuit enjoined
San Francisco from enforcing its law, finding that that
American Beverage Association was likely to prevail on
its claim that the law was unconstitutional.?” Also in 2015,
the City of Berkeley passed an ordinance requiring cell
phone retailers to disclose to customers that using cell
phones can lead to exposure to radio-frequency radiation
exceeding federal guidelines. Although the Ninth Circuit
found the warning requirement to be constitutional,®® the
Supreme Court granted a writ of certiorari. After decid-
ing NIFLA, it remanded the case to the Ninth Circuit for
further consideration in light of that decision.?’

In his dissent, Justice Breyer warns that regulations
requiring physicians to discuss treatment options with

patients diagnosed with breast cancer or child passenger
restraint systems with parents of newborn children be-
ing discharged from the hospital are now at risk of being
found to violate the Constitution. Whether that is true or
not, states and localities can expect more First Amend-
ment challenges to regulations that require warnings,
with the ultimate reach of NIFLA being decided in future
litigations.
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26.  https:/ /www.courthousenews.com/en-banc-9th-circuit-grills-san-
francisco-on-soda-warning-label-law /.

27.  American Beverage Ass’'n v. San Francisco. __F3d __, 2019 Westlaw
387114 (9th Cir. 2019).

28.  CTIAv. City of Berkeley, 854 F.3d 1105 (9th Cir. 2017).
29. CTIAv. City of Berkeley, U.S. __,138S.Ct. 2708 (2018).
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NEWS

What's Happening in the Section

New Litigation Committee—A Message
from the Chair

Dear Members:

I am very excited to announce the creation and
formal kickoff of the NYSBA Health Law Section Health
Care Litigation Committee. Many attorneys in our Sec-
tion are active in litigating health law-related matters in
the various civil, criminal, and administrative venues
that exist for resolving health care-related matters, and
each of you are invited and encouraged to join!

The Health Care Litigation Committee will explore
the unique and challenging issues related to litigating
disputed matters within our rapidly changing health
care industry.

The Committee hopes to provide our health law
litigators with an opportunity for in-depth exploration
of a variety of issues, including venue, remedies, and
procedures that are relevant to handling litigation and
other controverted health care disputes common to our
Section.

Our kickoff meeting was on Wednesday, January 16,
2019, 7:45 a.m.-8:45 a.m., at the New York Hilton Mid-
town, 1335 Avenue of the Americas, NYC, during the
NYSBA Annual Meeting. This was immediately prior to
the Health Law Section’s Annual Meeting CLE program.
The meeting included a planning discussion for the com-
ing year.

We hope you will consider joining the Committee.
Linda Jane Clark, Esq.
Barclay Damon LLP, Albany
Chair, Health Care Litigation Committee

Committee’s Mission Statement

The Committee’s Mission Statement is below. Joining
the Committee is complimentary for NYSBA Health Law
Section members.

To join the Committee, email Amy Jasiewicz at: ajasie-
wicz@nysba.org.

Mission Statement:

In recognition of the quickly growing and ever-
evolving field of health care litigation, the Health Law
Litigation Committee will focus on areas of health law
involving the adversarial litigation process, both civil and
criminal, that are relevant to health care disputes.

This Committee seeks to study and review challenges
unique or relevant to participants in the health care indus-
try, including patients, providers, and payors, as well as
promote collegial sharing among NYSBA lawyers, and the
dissemination of information and expertise in both litiga-
tion and other resolutions of health care-related disputes.

ACCESS FOUR SECTION
CLE PROGRAMS ONLINE

e Legal Issues Surrounding Eye, Organ
and Tissue Donation

e Disrupting the System: Innovation

and Collaboration in Health Care in
New York

e E-Health Clinical Records and Data
Exchange Parts | & Il (only Part Il offers credit)

e Health Law Section Fall 2017 Meeting

P
Visit www.nysba.org/HLS for more information
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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@nyu.edu

Health Care Litigation
Linda Jane Clark

Barclay Damon LLP

80 State Street

Albany, NY 12207-2207
Iclark@barclaydamon.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 ]. 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

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

Rivkin Radler LLP

9 Thurlow Terrace

Albany, NY 12203
Cassandra.Rivais@rivkin.com

* 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, J.D.
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 2019 is $185.00. 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 2019 by the New York State Bar Association.
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