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Message from the Chair

All health care attor-
neys undoubtedly know
the long learning curve
one must follow to excel
in one or more of the vast
array of practice special-
ties. There is certainly no
substitute for rolling up
one’s sleeves and study-
ing, analyzing and digest-
ing relevant materials.
However, this purposeful
experience of delving into
the depths of the library
in a particular area of law

“For a mentor, the mentoring
relationship can re-energize the
mentor’s career through a solid

connection to the next generation of

lawyers with a different perspective
and perhaps a fresh approach.”

cannot replace the value

of learning through the

experiences of other attorneys. This is especially true for
new attorneys who have the opportunity to seek guid-
ance from those who have traveled down (or further
down) a similar path.

At its core, mentoring consists of a mentor’s commit-
ment to providing guidance and advice to assist the men-
tee in their professional development. Quality mentoring
relationships have powerful positive impacts on both the
mentor and mentee’s personal and professional experi-
ences. A mentoring relationship provides a mentee with
access to meaningful practical experiences and assistance
with identifying and navigating the various career op-
tions and paths that are available. Questioning mentees
about their interests and skills helps them gain greater
insight into their vision for their future, and a mentor can
help guide the mentee in the best direction to fulfill their
potential. For a mentor, the mentoring relationship can re-
energize the mentor’s career through a solid connection
to the next generation of lawyers with a different perspec-
tive and perhaps a fresh approach. Mentors also have the
opportunity to learn, or be reminded, of the difficulties
and pitfalls that confront new lawyers. The relationship
also allows the mentor to reflect on their own experiences
and share beneficial insight into what was successful, or
not so successful, at various points in their career, and can
lead to great personal satisfaction from assisting new law-
yers to navigate those challenges.

In addition to the benefits that mentoring provides
mentors and mentees, strong mentoring relationships
serve to strengthen the value of lawyers” membership
in the Health Law Section. As mentoring relationships
blossom, mentees will be exposed to members of the
mentor’s network, and vice versa, creating a strong bond
between members of our Section. Section meetings then
become places were relationships are enhanced rather

than simply created. Open discussions between mentors
and mentees result in mentees having greater confidence
in their ability and willingness to provide valuable con-
tributions to the Section. Vibrant mentoring relationships
will also instill in the Section a culture that will result in
today’s mentees seamlessly transitioning into tomorrow’s
mentors.

In my previous article, I discussed the profound and
lasting impact that my mentors had on my professional
development and career. It is my hope that beginning
lawyers in the Health Law Section will enjoy a positive
mentoring experience similar to the one that I enjoyed. To
increase that possibility, the Health Law Section has im-
plemented a mentoring program within the Section. Our
Section has and will continue to provide a “Call for Men-
tors.” Seasoned health care attorneys are encouraged to
sign up and share their time and experience with someone
new to our practice area. If you are someone who is in the
fledgling stages of your career, whether as a new lawyer
or as a lawyer new to health care, please take advantage of
this opportunity to connect with a colleague who can help
facilitate your development.

I hope you will consider participating in this reward-
ing initiative. If you are interested in partaking but have
not received additional details on how to become in-
volved, or have anything else you would like to discuss,
please feel free to reach out to me at any time.

Warmest regards,

Bob Hussar

Section Chair

Partner, Barclay Damon, LLP
(518) 429-4278
rhussar@barclaydamon.com
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In the New York State Courts

By Leonard M. Rosenberg

Court of Appeals Affirms
Appellate Division Ruling
Striking Down “Soft Cap”
on Non-Profit Health Care
Executive Compensation

LeadingAge New York, Inc. v. Shah,
2018 WL 5046104 (N.Y. 2018)

Petitioners brought hybrid Article
78 proceedings and declaratory judg-
ment actions seeking to invalidate
portions of 10 N.Y.C.R.R. Part 1002,
which impose limitations on execu-
tive compensation and administrative
costs for covered health care provid-
ers. Such regulations were promul-
gated by the New York Department
of Health (DOH) in accordance with
Executive Order 38 (EO38), issued
by Governor Cuomo in January
2012. Prompted by media coverage
and subsequent task force findings
concerning excessive executive com-
pensation in non-profit health care
organizations, EO38 provides specific
directives to multiple state agencies
charged with distributing state funds.

The challenged regulations in-
clude two “hard cap” provisions and
one “soft cap” provision. The first
hard cap limits the proportion of state
funds or state-authorized payments
that a provider can direct toward ad-
ministrative expenses to 15 percent.
The second hard cap prohibits the
use of state funds or state-authorized
payments for executive compensation
to any “covered executive” in excess
of $199,000 per year. The soft cap
subjects covered providers to penal-
ties if their executive compensation
exceeds $199,000 per year from any
source—public or private—and (1)
such compensation exceeds the 75th
percentile for comparable executives,
as identified in a DOH-recognized
survey; or (2) the compensation was
not reviewed and approved by the
covered provider’s governing body
upon consideration of “appropriate
comparability data.” The regulations
permit covered entities to apply for
a waiver of the hard cap and soft cap

limits on a
showing of
good cause.

In chal-
lenging the
hard cap
and soft cap
regulations,
Petitioners
argued, in-
ter alia, that
(1) DOH
exceeded its
regulatory
authority and violated the separation
of powers doctrine, and (2) the regu-
lations are arbitrary and capricious.
The Supreme Court, Albany County
denied the petitions with respect to
the hard cap provisions, but granted
the petitions with respect to the soft
cap provision. The supreme court
found that the hard caps were con-
sistent with DOH’s statutory man-
date to administer taxpayer-funded
programs and were not arbitrary
and capricious, but that the soft cap
was promulgated in excess of DOH’s
authority because it “reaches beyond
state funds and state- authorized
funds expended for executive com-
pensation.” All parties appealed to
the Appellate Division, Third Depart-
ment, which affirmed. All parties ap-
pealed to the Court of Appeals.

Reviewing applicable law, the
Court of Appeals stated that it is the
role of the legislature to make critical
policy decisions, and that state agen-
cies, as creatures of the legislature,
may only promulgate rules based on
specific grants of authority. The Court
noted that while an agency need not
be given “rigid marching orders,” it

cannot “resolve—under the guise

of regulation—matters of social or
public policy reserved to legislative
bodies.” The Court then noted that
the four-factor test set forth in Boreali
v. Axelrod, 71 N.Y.2d 1 (1987) serves
as “guidance for finding ‘the difficult-
to-determine line between adminis-
trative rule-making and legislative
policy-making.”” The four Boreali fac-
tors include (1) whether the agency
simply balanced costs and benefits
according to preexisting guidelines

or made value judgments as to broad
policy goals; (2) whether the agency
merely filled in the details of a broad
policy or created its own comprehen-
sive set of rules without any legisla-
tive guidance; (3) whether the chal-
lenged regulation resolves an issue
on which the legislature has unsuc-
cessfully attempted to reach an agree-
ment (which would weigh against the
agency’s rulemaking authority); and
(4) whether the agency used special
expertise in the field in order to de-
velop the challenged regulation.

The Court of Appeals then be-
gan its analysis by examining the
role and function of DOH. The court
noted that DOH has broad author-
ity to maintain New York’s Medicare
program, to implement related regu-
lations, and to contract with private
companies for the provision of state-
funded health care services. Read-
ing various provisions of the Public
Health Law and the Social Services
Law together, the Court found that
the legislature’s broad goal in dele-
gating such authority to DOH was to
ensure that “the limited public fund-
ing available be directed as efficiently
as possible toward high-quality ser-
vices for New Yorkers in need.”

CompiLED BY LEONARD ROSENBERG, Esq. Mr. Rosenberg is a shareholder in the firm of Garfunkel
Wild, P.C., a full service health care firm representing hospitals, health care systems, physician
group practices, individual practitioners, nursing homes and other health-related businesses and
organizations. Mr. Rosenberg is Chair of the firm’s litigation group, and his practice includes ad-
vising clients concerning general health care law issues and litigation, including medical staff and
peer review issues, employment law, disability discrimination, defamation, contract, administrative
and regulatory issues, professional discipline, and directors’ and officers' liability claims.
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Applying the four Boreali factors
to the hard cap provisions, the Court
of Appeals held that they were pro-
mulgated within DOH’s regulatory
authority. First, the Court asserted
that the hard caps are directly tied to
the specific legislative goal of ensur-
ing the efficient use of state funds for
health care services. Second, the Court
held that the DOH did not write on
a clean slate, but that the hard cap
regulations merely filled in the de-
tails of the legislature’s broad policy.
Third, the Court found the hard cap
regulations did not encroach on an
area of legislative deadlock. Fourth,
the Court held that DOH relied on its
specialized expertise of the health care
industry in crafting the hard cap regu-
lations, including “detailed definition-
al, waiver, and exemption provisions
tailored to that sector.”

The Court of Appeals then re-
jected Petitioners’ argument that the
hard cap regulations were arbitrary
and capricious. The Court found that
Petitioners failed to meet their “heavy
burden” to establish that the regula-
tions were invalid on their face. The
Court also noted that the regulations
were not irrational, as they were pro-
mulgated upon findings by the Gov-
ernor’s task force that providers were
paying excessive executive compen-
sation, and because rising health care
costs in New York have led to per
capita Medicaid spending at nearly
twice the national average.

Finally, the Court of Appeals
held that that the soft cap regulation
violated the separation of powers
doctrine. The Court noted that the
soft cap provision “stands in stark
contrast” to the hard cap provisions,
as it limits executive compensation
from private sources as well as tax-
payer dollars. The Court held that
in promulgating the soft cap provi-
sion, DOH impermissibly ventured
beyond the legislature’s enabling leg-
islation and “wrote on a clean slate.”
The Court further observed that the
exceptions to the soft cap—which are
not clearly related to the quality or
affordability of health care services—
“reflect a choice between competing
policy interests, rather than mere

implementation of the Legislature’s
chosen goal relating to the efficient
use of state funds.” The Court re-
jected DOH’s argument that the State
Finance Law requires it to ensure that
services be purchased from responsi-
ble vendors based upon their “finan-
cial ability, legal capacity, integrity,
and past performance,” finding that
“DOH has not shown a connection
between a provider’s decision to use
private funds to compensate its exec-
utive staff handsomely or even exces-
sively and the absence of any of these
essential contractor characteristics.”

Court of Appeals Rules That
OMIG Is Permitted to Recoup
Full Amount of Estimated
Medicaid Overpayments
Against Clinic Operator

West Midtown Mgt. Group, Inc.

v. State of N.Y., Dep‘t of Health,
Office of the Medicaid Inspector
Gen., 31 N.Y.3d 533, 81 N.Y.S.3d 343
(2018)

Petitioner is the operator of two
methadone clinics in Manhattan and
an authorized provider of Medicaid-
covered services. Respondent, the
Office of the Medicaid Inspector
General (OMIG), is an independent
office within the New York Depart-
ment of Health that is charged with,
inter alia, the civil and administrative
recovery of improperly expended
Medicaid funds. OMIG is authorized
to perform on-site audits of provid-
ers and to determine, through review
of a random sampling of claims, the
amount of any overpayments made
to the provider by the Medicaid pro-
gram. Upon finding an overpayment,
OMIG issues a report to the provider
that includes an estimated overpay-
ment amount. Within 20 days of is-
suing its final audit report, and upon
five days’ notice, OMIG is authorized
to recoup such estimated overpay-
ment by withholding all or part of the
Medicaid payments due and owing
to the provider. Providers are given
the opportunity, within 60 days of the
issuance of the final audit report, to
request an administrative hearing to
challenge OMIG's estimate.

In January 2010, OMIG com-
pleted an audit of Petitioner’s
Medicaid claims for the years 2003
through 2007 and determined that
Petitioner had received substantial
overpayments. On June 16, 2010,
OMIG issued its final audit report
(FAR), which estimated, based upon
a statistical analysis of Petitioner’s
claims, that the total amount of over-
payments during this period was
$1,857,401. In the FAR, OMIG offered
to settle with Petitioner for $1,460,914,
representing the “lower confidence
limit” estimate of the overpayments.
OMIG indicated that if Petitioner
did not accept this offer within 20
days, it would seek to recoup this
lesser amount against Petitioner by
withholding a percentage of future
Medicaid payments due and owing
to it. Nevertheless, the FAR reserved
OMIG’s “other remed[ies] allowed by
law,” and indicated that if Petitioner
were to request an administrative
hearing, OMIG would seek to recover
the extrapolated point estimate of
$1,857,401. Petitioner did not accept
OMIG’s settlement offer, nor did it
timely seek an administrative hearing
challenging the FAR.

On July 12, 2010 and December 9,
2010, OMIG sent two notices to Peti-
tioner that it would be withholding a
portion of its current and future Med-
icaid claims in order to recoup the es-
timated overpayments. Both of those
notices referenced the lower amount
of $1,460,914 and not the full estimate
of $1,857,401. Thereafter, Petitioner
learned that OMIG intended to seek
reimbursement for the full estimated
overpayment.

Petitioner brought an Article 78
proceeding in the Supreme Court,
New York County, seeking to pro-
hibit OMIG from withholding more
than the “lower confidence” amount.
The Supreme Court dismissed the
petition, holding that Petitioner
was “well aware of its ultimate li-
ability for $1.8 million.” Petitioner
appealed to the Appellate Division,
Second Department, which reversed
the judgment based upon the clear
reference, in the two notices of with-

6
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holding, to “an overpayment totaling
$1,460,914.” OMIG appealed.

Before the Court of Appeals,
Petitioner made two separate argu-
ments: First, Petitioner asserted that
the FAR failed to “clearly advise” that
OMIG intended to withhold the full
estimated amount of $1,857,401, in
contravention of applicable regula-
tions. Second, Petitioner claimed that
OMIG “acquiesced” to the lower pay-
ment of $1,460,914 based upon its ref-
erence to this amount in both notices
of withholding.

The Court of Appeals rejected Pe-
titioner’s first argument, finding that
it “ignores clear statements” in the
FAR and the cover letter to the FAR,
which indicated that $1,857,401 was
Petitioner’s estimated liability and
that $1,460,914 was a lower amount
that was offered as a settlement if
accepted within 20 days. The Court
held that Petitioner’s reading of the
FAR would render this 20-day period
meaningless. Furthermore, the Court
found it reasonable for OMIG to take
the “conservative approach” to pur-
sue an initial recoupment at the lower
amount, as Petitioner still had time,
when then notices were sent, to re-
quest an administrative hearing chal-
lenging the estimate. The Court noted
that the language of the FAR reserved
OMIG's other remedies at law, and
thus OMIG was permitted to recoup
the remainder of the estimated over-
payment at a later time.

The Court of Appeals also reject-
ed Petitioner’s second argument. As
a threshold, the Court noted that the
applicable regulations do not require
OMIG to indicate the total amount
that it seeks to withhold. To the
extent that the two notices of with-
holding limited OMIG to recoupment
of the lower amount of $1,460,914,
the Court asserted that OMIG could
simply provide a new notice to Peti-
tioner to recoup the remainder of the
estimated overpayments. Finally, the
court held that OMIG could not be es-
topped from seeking the full estimat-
ed overpayment liability. The Court
stated that, except in rare circum-
stances, estoppel is not available to

bar a government agency from carry-
ing out its statutory duties. The Court
found that Petitioner was clearly put
on notice that OMIG was entitled to
seek the full estimated overpayment
liability against it, and thus Petitioner
was not entitled to “seize[] on refer-
ences to the lower confidence limit
amount in the FAR provider rights
section and subsequent notices of
withholding.”

Appellate Division Dismisses
Neurosurgeon’s Suit for
Injunction to Obtain Clinical
Privileges

Karim v. Raju, 165 A.D.3d 504,
84 N.Y.S.3d 471 (1st Dep't, 2018)

Dr. Karim, a neurosurgeon, ap-
plied for medical staff membership
and clinical privileges at Lincoln
Hospital and Mental Health Center,
which is part of NYC H+HC. Lin-
coln denied the physician’s applica-
tion for clinical privileges based on
two negative references that were
received from out-of-state facilities,
which indicated that the physician
had poor interpersonal skills and dif-
ficulties working with subordinates.
The physician filed an administrative
grievance with the New York State
Public Health and Health Planning
Council pursuant to Public Health
Law Section 2801-b. 2801-b provides
that it is improper for a hospital to
deny privileges without stating the
reasons, or for reasons that are not
related to patient care, patient wel-
fare, the objectives of the institution
or the character or competency of the
applicant.

The Council ruled in the physi-
cian’s favor, stating that the reasons
were not sufficiently related to the
2801-b criteria. However, the Coun-
cil did not make any findings of fact
and gave no reasons for its ruling.

It directed Lincoln to reconsider its
decision. On reconsideration, Lincoln
adhered to its decision to deny the
application.

The physician sued for damages
and for an injunction to obtain privi-
leges, pursuant to Public Health Law
Section 2801-c. The trial court granted

defendants’ motion to dismiss the
damages claim, but denied their mo-
tion to dismiss the injunction claim,
on the ground that defendants had
not met their “heavy summary judg-
ment burden,” through admissible
evidence, to prove that Lincoln acted
in good faith.

The Appellate Division for the
First Department unanimously re-
versed and dismissed the suit. The
court first noted that in an action
under PHL 2801-c, any findings of the
Council are prima facie evidence of
any fact found; however, in this case
the Council made no factual findings.
The court found that the decision to
deny privileges was made in good
faith and on reasonable grounds, as it
was based on admissible evidence of
the neurosurgeon’s poor interperson-
al skills and difficulties in working
with subordinates, which are reason-
ably related to the statutory factors
of “patient care, patient welfare, the
objectives of the institution or the
character or competency of the appli-
cant.” The court noted that good faith
was shown by defendants’ efforts to
obtain clarification of the negative
references, and on subsequent review,
considering positive references that
the physician had obtained.

[Ed. Note: Leonard Rosenberg of
Garfunkel, Wild P.C. represented the
defendants in this suit]

Court of Appeals Holds That
Hearsay Can Constitute
Substantial Evidence in
Administrative Proceeding
Even if Contradicted by Live
Testimony

Haug v. State University of New
York at Potsdam, 32 N.Y.3d 1044, 87
N.Y.S.3d 146 (N.Y. 2018)

Petitioner, a former public uni-
versity student, brought an Article 78
proceeding to review SUNY’s deter-
mination that he was guilty of sexual
misconduct in violation of its code of
conduct, which ultimately resulted in
his expulsion.

While a freshman at SUNY, Pe-
titioner had a sexual encounter with
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a female fellow student with whom
he had been friends for several years.
Following the encounter, the student
reported to campus police that, while
she had not declined to engage in sex
and gave no gesture indicating that
the encounter was unwelcome, she
had been sexually assaulted. She re-
fused to identify her assailant or sub-
mit to a sexual assault examination,
but an anonymous tip subsequently
suggested Petitioner as the assailant.
SUNY then charged Petitioner with
sexual misconduct in violation of

its code of conduct, which provides
that consent to sexual activity cannot
be inferred from silence, and must
stem from “spoken words or behav-
ior that indicates, without doubt to
either party, a mutual agreement to”
proceed.

During the disciplinary hearing,
Complainant did not testify and, in-
stead, her account was relayed only
by third parties with whom she had
spoken, including a campus police of-
ficer. The Hearing Board also assessed
written notes prepared by SUNY’s
Director of Student Conduct and
Community Standards. Complainant
had reported to others that Petitioner
was a friend whom she invited to
her dormitory room, and that the
two began kissing on her bed. Com-
plainant communicated that while
she did not verbally consent when
Petitioner suggested they have sex,
she did begin to remove her clothing.
She also reported that she “froze up”
and did “not respond” to Petitioner’s
advances. Conversely, Petitioner testi-
fied at the hearing that Complainant
began removing both of their clothes
after they were kissing and talking,
and that, following the encounter,
during which Complainant straddled
Petitioner from above, Complainant
asked if he had fun. Petitioner also
testified that he asked Complainant
whether she had any condoms, to
which she replied that she did not but
that it was “fine.”

The Hearing Board determined
that Complainant did not affirmative-
ly consent to having sex and that, as
a result, Petitioner engaged in sexual
misconduct. The Board recommend-

ed that Petitioner be, among other
things, suspended for the remainder
of the term and directed to complete
an alcohol evaluation and treatment
program as well as a reflective paper
on consent and appropriate sexual
conduct. Petitioner then appealed

to SUNY’s Appellate Board, which
rejected his contentions and recom-
mended, without explanation, that
the penalty be increased to expulsion.

The Supreme Court, Lawrence
County, transferred Petitioner’s Ar-
ticle 78 proceeding to the Appellate
Division, which granted the petition
and annulled SUNY’s determination.
Noting that hearsay must be “suf-
ficiently relevant and probative if it
is to constitute substantial evidence,”
the Appellate Division held that hear-
say which is seriously controverted
should not constitute substantial
evidence as a matter of “common
sense and elemental fairness.” Be-
cause the accounts of Complainant
and Petitioner differed regarding the
“critical issue” of consent, the Appel-
late Division held that the hearsay
evidence of Complainant’s account
of the interaction was insufficient to
constitute substantial evidence. The
Appellate Division also noted that it
was “troubled” by the absence of any
clear articulation in SUNY’s Code of
Conduct that an enhanced penalty
such as expulsion might result from
a student’s decision to appeal the
Hearing Board’s determination. 149
A.D.3d 1200, 51 N.YS. 3d 663 (3d
Dep’t, 2017).

The Court of Appeals reversed,
holding that sufficiently relevant,
probative hearsay is admissible as
competent evidence in an admin-
istrative proceeding, satisfying the
substantial evidence standard, even
if contradicted by live testimony on
credibility grounds. In so holding,
the Court emphasized that neither
the Appellate Division nor the Court
of Appeals has power to disturb an
agency’s determination regarding
a factual issue, and that the courts
may not review the weight of the
evidence, other than to confirm that
substantial evidence has been pre-
sented. Where substantial evidence

does exist, the Court held, the re-
viewing court may not substitute its
judgment for that of the agency, even
if the court would have decided the
matter differently, and even if a simi-
lar quantum of evidence is available
to support other varying conclusions.
The Court further emphasized that
the substantial evidence standard is

a minimal one, lower than a prepon-
derance of the evidence standard, and
demands only that a given inference
be “reasonable and plausible, not nec-
essarily the most probable.”

The Court noted that it was the
province of the hearing board to re-
solve any conflicts in the evidence
and to make any credibility deter-
minations. According, it held that
the Appellate Division improperly
re-weighed the evidence when it sub-
stituted its own factual findings for
those of respondents. [Ed. note—Al-
though this decision is not health law
per se, it has broad application to the
many types of administrative hear-
ings that health care providers and
entities engage in].

Federal Court Holds That
Protected Health Information
Has Value Sufficient to Sustain
Alleged Violation of the New
York False Claims Act

State of New York v. Medimmune,
Inc., 2018 WL 6567648 (S.D.N.Y.
2018)

In this an action brought by the
Attorney General of the State of New
York against drug manufacturer
MedImmune under the New York
False Claims Act (NYFCA) and other
state laws, the district court denied
a motion filed by MedImmune to
dismiss the complaint. The Attorney
General alleged in its complaint that
MedImmune violated the NYFCA by
entering into a kickback scheme with
Trinity Pharmacy to induce Medicaid
patients or their physicians to use a
prescription drug, Synagis, manu-
factured by MedImmune. Synagis
is used to treat infants who are in a
weakened state due to premature
birth of other illnesses, and it acts to
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prevent the onset of serious respira-
tory ailments that these infants are
particularly susceptible to.

According to the complaint,
MedImmune’s employees curried fa-
vor with employees of local hospitals
with Neonatal Intensive Care Units,
in order to gain access to the units.
Once there, the MedImmune em-
ployees would surreptitiously obtain
materials containing detailed confi-
dential information regarding infants
born prematurely, who would be nat-
ural candidates for Synagis. Included
in the materials obtained was contact
information for the infants” mothers.
The MedImmune employees then
passed that information to Trinity
Pharmacy, a Medicaid provider, and
Trinity contacted the infants’ parents
or their pediatrician and persuaded
them to use Synagis. Many of the pa-
tients who followed Trinity’s recom-
mendation were Medicaid patients,
and Trinity billed and was paid by
the New York Medicaid program for
the Synagis it distributed to them.

The Attorney General alleged
that this scheme violated the federal
Anti-Kickback statute (AKS), which
prohibits the payment of any type
of “remuneration” in exchange for
the referral of Medicaid or Medicare
business, and that it therefore vio-
lated the NYFCA, because claims for
payment that arise out of a prohib-
ited kickback relationship are neces-
sarily false claims. According to the
Attorney General, MedImmune’s
provision of confidential medical
information to Trinity was remunera-
tion that induced Trinity to solicit
orders for Synagis, to the benefit of
MedImmune.

MedImmune sought dismissal of
the Complaint on multiple grounds.
MedImmune argued that the con-
fidential information MedImmune
supposedly provided to Trinity could
not constitute the remuneration re-
quired for a kickback because it had
no actual monetary value. While not
disputing that the information was
Protected Health Information (PHI)

under the Health Insurance Portabil-
ity and Accountability Act (HIPAA),
and that it was unlawful to share it,
MedImmune insisted that sharing

it, even in exchange for referrals,
was not a kickback. MedImmune
also argued that Trinity’s market-
ing of Synagis to patients’ families
and physicians was not a referral to
MedImmune. It also argued that the
alleged kickback scheme did not ren-
der Trinity’s claims for payment from
the Medicaid program false, because
compliance with the AKS was not
material to the program’s decision to
pay Trinity for the Synagis. MedIm-
mune further asserted that it could
not be liable under the FCA because
MedImmune itself did not submit
any claims for reimbursement to the
Medicaid program.

The court rejected all of MedIm-
mune’s arguments. First, the court
found that the PHI did have a value
to Trinity because it “was instrumen-
tal in developing leads targeting par-
ticular doctors and patients,” some-
thing that increased the volume of
Trinity’s business. Thus, even though
it was not possible to ascribe a “fair
market value” to the information,
that did not mean it had no value or
that it could not consitute an induce-
ment to refer. The court also held that
while Trinity did not refer patients
directly to MedImmune, it did rec-
ommend that patients and physicians
use MedImmune products, products
which were paid for by Medicaid.
The AKS prohibits the payment of re-
muneration in exchange for referring
or “recommending the purchase of
any good or item” that will be paid
for by the Medicaid program. The
court also noted that Trinity’s partici-
pation in the kickback scheme was
material because it is settled that the
government will not pay claims for
goods or services if it is aware that
the order for the good or services
arises out of a kickback violation.
Finally, the court dismissed MedIm-
mune’s argument that it was not lia-
ble because Trinity, not MedImmune
submitted the claims to Medicaid,

given that courts have consistently
held that the NYFCA extends to any-
one who renders a claim false, even if
another person actually submits the
claim.

Qui Tam Suit Dismissed Based
on Prior Public Disclosure and
Because Relator Was Not the
Original Source

USA Ex. rel. Susan Vierczhalek,
M.D. v. Medimmune, Inc., 2018 WL
6539469 (S.D.N.Y. 2018)

The relator in this qui tam suit is a
pediatrician and attending physician
at Bellevue Hospital, and co-director
of the hospital’s premature infant
follow-up clinic.

MedImmune manufactures Syna-
gis, a drug used to reduce the sever-
ity of lung infections in at-risk chil-
dren. In 2009, the relator filed a qui
tam complaint against MedImmune,
Trinity Homecare, and OptionCare.
Trinity’s services include dispens-
ing home-delivered drugs, such as
Synagis. OptionCare operates vari-
ous treatment locations, all of which
dispense Synagis.

The 2009 complaint alleged
that the defendants violated the
False Claims Act by promoting
off-label use of Synagis, which in-
fluenced physicians to prescribe it
even though it was not medically
necessary. The federal government
declined to intervene. In 2015, New
York State intervened as to Trinity
and Option Care, and announced a
settlement under which Trinity and
OptionCare paid $22.4 million. Rela-
tor received $4 million as the original
qui tam whistleblower.

New York continued to inves-
tigate MedImmune’s involvement,
and in March 2017, filed a complaint-
in-intervention under the New York
State False Claims Act and other state
laws. In contrast to the relator’s 2009
complaint, New York alleged that
MedImmune engaged in a kickback
scheme with Trinity. Under this al-
leged scheme, MedImmune gained
access protected health information
(PHI) of infants in hospitals who
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would be candidates for treatment
with Synagis. MedImmune allegedly
passed this information to Trinity,
which used it as patient leads.

In November 2017, the relator
filed an amended complaint, alleging
that the kickback scheme set forth in
New York’s complaint violated the
federal False Claims Act and various
state false claim acts.

Specifically, the amended com-
plaint alleged that to curry favor
with doctors, nurses, and other hos-
pital staff, MedImmune provided
“services” to various hospitals,
such as “(i) helping the staff track
discharged babies that were likely
candidates for Synagis; (ii) reviewing
and completing required paper work
... needed to prescribe Synagis; (iii)
providing lunches to physicians and
their staff ... (iv) providing binders
and forms ... and (v) paying neona-
tologists ... for speaking about RSV
and Synagis.”

By cultivating relationships with
nurses, discharges nurses, neonatolo-
gists, and other hospital staff, Med-
Immune gained access to neonatal in-
tensive care unit logbooks, and iden-
tified infants who would be good
candidates for Synagis. MedImmune
then passed the PHI to Trinity and
OptionCare, which used it like refer-
rals or sales leads, with the objective
of increasing the sales of Synagis.

According to the amended
complaint, MedImmune focused its
efforts on premature babies born
to low-income families by target-
ing hospitals that served Medicaid
populations; thus the Synagis treat-
ments were ultimately paid for by
Medicaid.

MedImmune moved to dismiss
the relator’s amended complaint
on the ground that because the al-
leged fraud was already publicly
disclosed in New York’s complaint,
it is precluded by the FCA’s public
disclosure bar [31 U.S.C. § 3730(e)(4)
(A)]. The bar requires dismissal if the
relevant information has entered the
public domain. The court noted the
purpose of the bar is to strike a bal-

ance between encouraging private
persons to root out fraud and “sti-
fling parasitic lawsuits” in which a
relator seeks a “free ride” by merely
repeating previously disclosed
information.

The statute requires dismissal
“if substantially the same allega-
tions or transactions as alleged...
were publicly disclosed...in a federal
criminal, civil or administrative hear-
ing in which the government...is a
party...unless the person bringing
the action is an original source of the
information.”

The court held that New York’s
complaint, filed eight months prior
to the relator’s amended complaint,
was a prior public disclosure. The
court noted that the relator’s amend-
ed complaint “is a virtual carbon
copy” of New York’s complaint, re-
peatedly cites to it, and quotes it for
over 11 consecutive pages. The court
also held that relator’s additional
allegations that the scheme violated
various state false claim acts did not
negate substantial similarity, as the
same theory of fraud “permeat[ed]
the two complaints.”

The court next addressed wheth-
er the relator was an original source
of the allegations in New York’s com-
plaint. The court held that because
the original complaint focused on
off-label promotion of Synagis, was
devoid of any allegations of viola-
tions by MedImmune of anti-kick-
back statutes, and the relator never
identified MedImmune’s role in the
scheme and was concededly unaware
of it, she was not an original source.

In that regard, the court held that
relator’s allegations that MedIm-
mune engaged in similar misconduct
in other states was insufficient to
satisfy the original source rules, as
“merely expanding the geographic
scope of the potential fraud” was
simply derivative of New York’s al-
legations. The Court noted that the
central question is whether the in-
formation adds significantly to “the
who, what, when, where and how”
of the events, and that relator “had
not contributed an iota to the who,

what or how” of the scheme alleged
in New York’s complaint.

In dismissing the amended com-
plaint, and noting that the relator
had already received $4 million, the
court held that the “public disclosure
bar prevents her from potentially
receiving a second payday simply by
amending her complaint to mirror
New York’s very different theory of
fraud.”

Law Firm Disqualified From
Representing Physician in Suit
Against Hospital at Which Firm
Partner Is a Member of the
Board of Trustees

In re Blackman; Boca Raton Re-
gional Hospital, Inc. v. Tim Williams,
165 A.D.3d 654, 83 N.Y.S.3d 628 (2d
Dep’t, 2018)

In New York the Hospital
brought an action for construction of
a deceased patient’s trust that includ-
ed a charitable gift to the Hospital
valued at $75 million. Dr. Williams,
an oncologist who had treated the
patient at the Hospital, was named
as a defendant. In Florida, Dr. Wil-
liams sued the Hospital, alleging that
it was seeking to terminate Williams’
relationship with the Hospital in or-
der to gain control over the gift. The
law firm Fox Rothschild represented
Dr. Williams in both suits.

The Hospital moved to disquali-
fy Fox Rothschild from representing
Dr. Williams on the grounds that
at the time both actions were com-
menced, a partner of the firm was a
member of the Hospital’s Board of
Trustees.

The Appellate Division unani-
mously affirmed disqualification on
two grounds. First, as a trustee, the
partner owned a fiduciary duty to
the Hospital, which created a poten-
tial conflict of interest arising from
Fox Rothschild’s representation of
Dr. Williams in litigation against the
Hospital. Second, the Hospital estab-
lished that as a member of the Board
of Trustees, the partner had access to
confidential information regarding
the gift and the ongoing dispute with
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Dr. Williams. Accordingly, disqualifi-
cation was warranted under Rule 1.7
of the Rules of Professional Conduct.

Appellate Division Orders
Disclosure of Privileged Medical
Records in Whistleblower Case

McMahon v. New York Organ
Donor Network, 161 A.D.3d 680, 78
N.Y.S.3d 61 (1st Dep't, 2018)

In this suit under New York La-
bor Law § 740, Plaintiff alleged that
defendant, a federally designated or-
gan procurement organization, fired
him in retaliation for complaining
that defendant’s employees obtained
organs without performing legally
required tests, and from individuals
who still showed signs of life. In his
complaint, plaintiff named four indi-
viduals whose organs were allegedly
procured improperly by defendant.

To prevail on his claim, plaintiff
must prove that the defendant fired
him because he objected to or threat-
ened to disclose a practice that was
in violation of a law or regulation.
Plaintiff argued that the medical re-
cords of the four individuals would
show that defendant, in violation of
Department of Health regulations,
pressured physicians to declare pa-
tients dead. Plaintiff moved to com-
pel production of the records. The
Supreme Court, New York County,
ordered production, and the defen-
dant appealed, arguing that the med-
ical records were confidential under
HIPAA and the physician- patient
privilege.

The court noted that although
defendant is not a covered entity
under HIPAA, it is required by New
York Public Health Law § 4351(8) to
abide by HIPAA'’s privacy protec-
tions to the same extent as a hos-
pital or its employees. The court
also noted that plaintiff’s requested
disclosure, made in the course of a
judicial proceeding and subject to a
protective order, is authorized under
HIPAA. However, Public Health
Law § 4351(8) renders the medical
records subject to the protections of
physician-patient privilege set forth

in CPRL 4504, which privilege does
not terminate with a patient’s death.

Nonetheless, the court held that
the medical records were material
and necessary to plaintiff’s claim,
and that allowing discovery of the
records is consistent with the public
policy of the whistleblower statute,
which is to encourage employees to
report hazardous practices to super-
visors and the public. Accordingly,
the court affirmed the order directing
production of the medical records,
but to protect patient confidentiality,
modified it to require redaction of all
identifying patient information.

Appellate Division Rules That
Document Presented at Quality
Assurance Review Meeting Is
Privileged Under Education Law
§ 6527(3) but Is Discoverable
Under the Medical Malpractice
Exception

Drum v. Collure, 161 A.D. 3d 1509,
75 N.Y.S. 3d 746 (4th Dep't, 2018)

Plaintiff, a stroke victim, was
treated at two hospitals that are part
of Kaleida Health's hospital network,
Millard Fillmore Suburban Hospital
and Buffalo General Medical Center.
While at the second hospital, Buf-
falo General Medical Center, Plaintiff
alleged that his treating physician
showed him a slide show that de-
scribed his treatment. It is undis-
puted that the treating physician also
showed the same slide show to a hos-
pital quality assurance review com-
mittee meeting at Millard Fillmore
Suburban Hospital that concerned,
inter alia, Plaintiff’s care.

Plaintiff sued the operator of Ka-
leida Health’s hospital network, his
treating physician, and other related
parties, alleging medical malpractice
beginning with his treatment at Mil-
lard Fillmore Suburban Hospital.
When Plaintiff sought the produc-
tion of the slide show that he saw
at Buffalo General Medical Center,
Defendants moved for a protective
order on the grounds that the slide
show was privileged under, inter alia,
Education Law § 6527 (3). As a part of

their motion, Defendants submitted
an affirmation by the treating physi-
cian, in which the treating physician
outlined the hospital’s quality assur-
ance review procedure and explained
why the slide show was created for
the quality assurance meeting. The
Supreme Court of New York, Erie
County denied the motion, and De-
fendants appealed.

The Appellate Division affirmed,
and directed disclosure of the slide
show. The court found, as a thresh-
old matter, that Defendants met the
initial burden necessary to invoke
the privilege under Education Law §
6527 (3) because the treating physi-
cian’s affidavit showed that the slide
show was generated in connection
with a quality assurance review
function. However, the court held
that the slide show was nevertheless
discoverable under an exception to
the privilege. Statements, including
written materials, made by a person
in attendance at a quality assurance
review meeting may be disclosed
where the quality assurance review
meeting concerned the same subject
matter as the malpractice action, and
the statements were made by a defen-
dant in the action. In this instance, the
court held that the exception applied
because Plaintiff alleged malpractice
beginning with his treatment at Mil-
lard Fillmore Suburban Hospital, the
treating physician was a defendant
the malpractice case, and the treating
physician admitted that the quality
assurance review meeting, at which
he presented the slide show, con-
cerned, inter alia, Plaintiff’s care.

Appellate Division Holds That
Charges Brought by OPMC Eight
to Nine Years After Alleged
Misconduct Occurred Was Not
Prejudicial to Physician

St. Hill v. New York State Board for
Professional Medical Conduct, 166
A.D.3d 1092, 86 N.Y.S.3d 661 (3d
Dep't, 2018)

Petitioner, a physician who spe-
cializes in physical medicine and
rehabilitation, was the sole direc-
tor and officer of her professional
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medical corporation. In August 2015,
the Office of Professional Medical
Conduct (OPMC) charged Petitioner
with 30 specifications of professional
misconduct resulting from the treat-
ment of seven patients during 2006
and 2007. Following a hearing, the
Hearing Committee sustained 22
specifications, including fraudulent
practice of medicine, negligent prac-
tice of medicine, ordering excessive
tests, and failure to maintain accurate
medical records. Petitioner’s license
was suspended for 90 days, she was
placed on probation for five years,
and she was ordered to permanently
limit her practice to a Public Health
Law Article 28 facility.

Petitioner appealed the deci-
sion to the Administrative Review
Board (ARB). The ARB sustained the
charges, but modified the penalty.
Rather than limiting Petitioner’s
practice to an Article 28 facility, the
ARB prohibited her from owning a
professional corporation, engaging in
solo medical practice, and operating
her own office. Thereafter, Petitioner
commenced an Article 78 proceeding
in the Appellate Division, Third De-
partment, pursuant to Public Health
Law § 230-c(5), seeking to annul the
ARB’s decision.

The court noted that its review
was limited to determining whether
the ARB’s decision was arbitrary and
capricious, or affected by error of law
or an abuse of discretion. In mak-
ing such a determination, the court
stated it would not disturb the ARB
decision as long as it had a rational
basis and was supported by the facts
on record, and resolution of issues
such as credibility and weight of tes-
timony are solely within the province
of the ARB.

The court first addressed the is-
sue of the alleged delay in the inves-
tigation and bringing of disciplinary
charges. The court held that despite
the charges being brought in 2015
for misconduct that occurred during
2006 and 2007, there was no statute

of limitations regarding these charg-
es, and the doctrine of laches did

not apply to physician disciplinary
proceedings. Therefore, the ARB’s
decision could only be annulled if the
Petitioner demonstrated that she suf-
fered actual prejudice from the delay.

Petitioner argued she was preju-
diced because the Hearing Commit-
tee did not have the entire medical
record for each patient. However,
the court noted that the OPMC had
requested “a certified copy of the
complete medical record[s],” and Pe-
titioner’s billing clerk replied, attest-
ing that the records provided were
the “complete, true and exact copies”
of the requested records.

Further, the OPMC advised Pe-
titioner by letter in April 2010 that
she was under investigation and had
the opportunity to be interviewed in
connection with this investigation.
This letter also advised Petitioner
that the investigation included the
alleged failure to maintain accurate
medical records, the excessive and
unnecessary testing of the seven
patients involved with the charges,
and the staffing of her professional
corporations.

Petitioner replied to this letter
by sending the OPMC another set of
the subject patients’ medical records.
However, these records were nearly
identical to those sent by Petitioner
in 2008. Although Petitioner claimed
that she provided only billing ex-
cerpts because she was under the
impression that the investigation
related only to billing practices, the
Hearing Committee had not found
her explanations to be credible and
concluded that the complete set of
records had in fact been provided.
Therefore, the court held that Pe-
titioner was not prejudiced in this
case.

The court also disagreed with Pe-
titioner’s contention that the OPMC
erred in its decision on the charge of
fraudulent practice of medicine. The

court noted that the OPMC did not
find that the Petitioner failed to per-
form EMGs on patients, as Petitioner
claimed, but instead found that
Petitioner and her employee made
unsupported diagnoses for the seven
patients involved with this case,
which resulted in unnecessary tests
and treatments. Based on the pattern
of unsupported diagnoses and inap-
propriate testing found in the record,
and the OPMC’s expert testimony
that the performance of an EMG was
not clinically supported based on the
subject patients’ conditions, the court
ruled that the ARB rationally con-
cluded that Petitioner engaged in the
fraudulent practice of medicine.

Next, the court rejected Peti-
tioner’s challenge to the charge
that she failed to maintain accurate
medical records. The court noted
that whether a physician is guilty
of this charge is not limited only to
instances when the records fail to
convey objectively meaningful medi-
cal information, and thereby com-
promises continuity of care, but also
includes compliance with Education
Law § 6530(32), which mandates,
among other things, that physicians
maintain records that “accurately
reflect the evaluation and treatment
of a patient” and are retained for at
least six years. Petitioners expert’s
testimony that she could reconstruct
a patient’s history based upon the
records provided was insufficient
to show compliance with Education
Law § 6530(32).

The court also rejected Petition-
er’s assertion that she was entitled
to open the Administrative Record
based on newly discovered evidence,
because the statutory scheme did not
allow it. Petitioner was restricted to
the only two remedies available in
an Article 78 proceeding, “vacatur
or modification of the determina-
tion and order,” pursuant to Public
Health Law § 230(10)(q). However,
Petitioner had not shown she was en-
titled to either relief.
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Legislative Update: A Preview of 2019

By James W. Lytle

For those of us focused on New
York State policy and politics please
don’t refer to last November’s elec-
tions as “the midterms.” While the
term may accu-
rately describe
the federal side
of the ballot,
there was noth-
ing “midterm”
about last fall’s
state campaigns,
which resulted
in the election of
all four of New
York’s statewide
officials and every one of the 213
members of its state legislature—and
the consequences of the election will
be significant on health-related legal
and legislative matters for years to
come.

As this is being written, the 2018
elections have just taken place and a
few of the more hotly contested con-
tests have just been called. Neverthe-
less, it is not too soon to begin assess-
ing the impact of the 2018 election on
New York State health policy in 2019
and beyond.

Even before the last votes are
counted, the rumored “blue wave”
of Democratic resurgence was evi-
dent in New York, even if the results
were somewhat more mixed nation-
ally. Democrats easily won each
of the statewide races, maintained
overwhelming control of the State
Assembly and captured the State Sen-
ate majority, which had been the last
bastion of Republican power in state
government.

Governor Andrew Cuomo won
a very convincing victory and com-
mences his third term with a strong
mandate for his version of what
his father, Governor Mario Cuomo,
called “progressive pragmatism.”
While he has denied national ambi-
tions, his political resume will attract
support as the Democrats prepare
to select a nominee in 2020—and his

proposals and policies governing
health care, in particular, will inevi-
tably be viewed through that lens. It
might also be expected that the other
statewide officials, State Comptroller
Thomas DiNapoli, Lieutenant Gov-
ernor Kathy Hochul and Attorney
General-elect Letitia James will be
increasingly scrutinized by observers
who may wonder if the Governorship
may be in their futures. For health
care attorneys, Attorney General
James” approach to her new respon-
sibilities will bear especially close
watching, given the important role
her office plays in regulating health
care practices, overseeing not-for-
profit organizations and prosecuting
Medicaid fraud.

Albany-watchers were most fo-
cused on the battle for control of the
State Senate, which the Republicans
controlled before the election by a
single vote. Democrats captured
several seats, including several held
by Republicans on Long Island and
in the lower Hudson Valley, and will
begin the 2019 legislative session with
an anticipated majority of either 39 or
40 members in the 63-member Senate,
depending on whether independent-
minded Senator Simcha Felder joins
the Republican or Democratic caucus.
Perhaps as consequence, six of the
eight members of the more moderate
Independent Democratic Conference
were defeated in the primary by more
progressive challengers, who may tilt
the ideological balance in the Senate
further to the left.

The new Senate Majority Leader,
Andrea Stewart-Cousins, will be
given the opportunity to appoint new
Chairs to the subject-matter Commit-
tees in the Senate—a task that may
not be undertaken until the session
commences in January. It is assumed
that the current ranking member of
the Senate Health Committee, Senator
Gustavo Rivera, may be appointed
to Chair the Health Committee, a
role that Senator Kemp Hannon has

played (with one brief interruption)
for over two decades with extraor-
dinary leadership, insight and skill.
Senator Hannon would have sur-
rendered the role in any event, given
the Democratic majority, but he was
actually among the incumbent Re-
publicans who were not returned to
Albany.

Assembly Speaker Carl Heastie
will continue to lead an overwhelm-
ingly Democratic majority (107-43),
despite the fact that the Republicans
had a net gain of two seats in that
lower house. As Senator Hannon
displayed, the Health Committees
play an instrumental role in shaping
health policy, as evidenced by Assem-
bly Health Committee Chair, Rich-
ard Gottfried, who has served even
longer in that role and is expected to
continue to do so.

While the change in Senate con-
trol may be the most dramatic result,
the unusually large number of “fresh-
men” in both houses may be almost
as noteworthy: there will be 17 new
Senators, 15 Democrats and 2 Repub-
licans, in the 63-seat Senate, mean-
ing that more than one in four of the
members have never served in the
Senate before—many of whom have
never held public office previously.
Twenty-one new Assemblymembers
were elected, including 12 Democrats
and nine Republicans.

With Democrats in control of the
Governor’s Office and both chambers
of the state legislature, it is likely that
legislative initiatives that were stalled
in the Republican Senate will receive
new momentum. Among the health-
care issues likely to be debated this
year are the following five:

JAMES LYTLE is a partner in the Albany office
of Manatt, Phelps & Phillips, LLP. The author
gratefully acknowledges the assistance of his
Manatt colleague, David Oakley, in the prepa-
ration of this column.
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Reproductive Health: For several
years, legislation that would codify
Roe v. Wade and update other ele-
ments of New York law governing
abortion has stalled in the State Sen-
ate. Prompt passage of the legislation
is expected in early 2019, thanks to
the new Democratic Senate majority
and spurred by the prospect that Roe
may be endangered by the re-aligned
Supreme Court. Likewise, legislation
that would strengthen provisions in
the Affordable Care Act (ACA) and
the New York Insurance Law requir-
ing insurance coverage of contracep-
tion, known as the Comprehensive
Contraception Coverage Act, is also
expected to be enacted in the new
session.

Single Payor: Assemblyman Gott-
fried’s New York Health Act, which
would establish a single payor health
care system for New York State, has
passed the Assembly routinely in
recent years but has stalled in the
Senate—where it was sponsored by
virtually every member of the then-
Senate minority Democratic caucus.
Health care stakeholders, including

the health insurance industry (which
would be eliminated by the legisla-
tion), have mobilized in the last sev-
eral months to try to block the bill
and Governor Cuomo has expressed
skepticism over whether a state-
based single payor proposal is fiscally
viable.

Coverage Expansion and Insurance
Market Stabilization: In order to extend
coverage to the 5 percent of New
Yorkers who lack health insurance
and to forestall the more radical sin-
gle payor proposal, consideration is
likely to be given to steps New York
might take to expand coverage and
enhance the affordability of individ-
ual coverage on the state’s ACA ex-
change. Proposals may be advanced
to stabilize the New York State of
Health exchange coverage, to enact a
state-only individual health insurance
mandate (replacing the now repealed
ACA mandate), to extend and expand
Essential Plan and Medicaid cover-
age and to design some approach to
providing coverage to undocumented
immigrants, who make up about one-
third of New York’s uninsured.

Marijuana: Strong support for
legalizing adult-use marijuana in the
Democratic caucuses, together with
the more recent endorsement by Gov-
ernor Cuomo, puts that issue front
and center in 2019, with the debate
largely focused on the extent of state
regulation, the inclusion of minor-
ity- and women-owned businesses
among the authorized dispensaries
and the potential impact of legaliza-
tion on the existing medical mari-
juana facilities.

Nurse Staffing Ratios: For several
years, the Legislature has considered
proposals to enact mandatory nurse
staffing levels in hospitals and other
healthcare facilities, a proposal that
Governor Cuomo endorsed last year.
Despite sustained efforts by the New
York State Nurses Association, the
legislation has stalled due to vigor-
ous opposition from the hospital and
nursing home industry. The issue
was defeated in a referendum last
November by over 70 percent of Mas-
sachusetts voters—a factor that may
be considered by the legislature when
the issue re-emerges in 2019.
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In the New York State Agencies

By Francis J. Serbaroli

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

Notice of
Adoption. The
Department of
Financial Services amended Part 361
(Regulation 146) of Title 11 NYCRR
to allow for the implementation of
a market stabilization pool for the
individual and small group health
insurance markets. See N.Y. Register
August 15, 2018.

Food and Beverages in Funeral
Establishments

Notice of Adoption. The Depart-
ment of Health amended sections
77.5,78.1 and 79.4 of Title 10 NYCRR
to lift the ban of the consumption of
food and beverages in funeral estab-
lishments. See N.Y. Register August
15, 2018.

Patients’ Bill of Rights

Notice of Proposed Rulemaking.
The Department of Health proposes
to amend sections 405.7 and 751.9 of
Title 10 NYCRR to require general
hospitals and diagnostic and treat-
ment centers to update their state-
ments of patient rights. See N.Y. Reg-
ister August 15, 2018.

Certificate of Incorporation

Notice of Adoption. The Office
for People with Developmental Dis-
abilities amended Part 681 of Title 14
NYCRR to remove a requirement for
certificate holders that is no longer
required under Mental Hygiene Law
section 16.07. See N.Y. Register Au-
gust 15, 2018.

Statewide Planning and Research
Cooperative System

Notice of Proposed Rulemaking.
The Department of Health proposes

to amend section 400.18 of Title 10
NYCRR to revise the SPARCS regula-
tion related to data intake. See N.Y.
Register August 22, 2018.

New York State Medicaid Infertility
Treatment

Notice of Proposed Rulemaking.
The Department of Health proposes
to amend sections 505.1 and 505.3 of
Title 18 NYCRR to authorize Medic-
aid coverage of infertility benefits. See
N.Y. Register August 22, 2018.

Care Coordination Organizations

Notice of Adoption. The Office
for People with Developmental Dis-
abilities amended Subpart 635-11 of
Title 4 NYCRR to allow individuals to
be enrolled in a CCO when individu-
als are unable to enroll themselves.
See N.Y. Register August 22, 2018.

Site-Based and Community-Based
Prevocational Services

Notice of Emergency Rulemak-
ing. The Office for People with De-
velopmental Disabilities amended
Subpart 635-10 of Title 14 NYCRR to
clarify site-based and community-
based services and clarify reimburse-
ment requirements. See N.Y. Register
September 5, 2018.

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

Notice of Emergency Rulemak-
ing. The Office for People with De-
velopmental Disabilities amended
Subpart 635-11 of Title 14 NYCRR to
allow individuals to be enrolled in a
FIDA-IDD plan when individuals are
unable to enroll themselves. See N.Y.
Register September 5, 2018.

The Rule Pertains to HIV/AIDS
Prevention, Treatment and
Confidentiality

Notice of Proposed Rulemaking.
The Office of Alcoholism and Sub-
stance Abuse Services proposes to
amend repeal of Parts 309, 1070, 1072;
and addition of Part 807 of Title 14
NYCRR to clarify the statutory and
regulatory obligations of OASAS pro-
grams relating to HIV/AIDS. See N.Y.
Register September 12, 2018.

Update Standards for Adult
Homes and Standards for Enriched
Housing Programs

Notice of Emergency and Pro-
posed Rulemaking. The Department
of Health amended sections 486.7,
487.4, 488.4, 490.4 and 494.4 of Title
18 NYCRR to prohibit residential
providers from excluding an appli-
cant based solely on the individual’s
status as a wheelchair user. See N.Y.
Register September 12, 2018.

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

Notice of Emergency Rulemak-
ing. The Department of Financial
Services amended Part 52 (Regulation
62) of Title 11 NYCRR to establish
minimum requirements for policies of
volunteer firefighter enhanced cancer
insurance. See N.Y. Register Septem-
ber 19, 2018.

Eligibility of Services

Notice of Emergency Rulemak-
ing. The Office for People with De-
velopmental Disabilities added Part
629 to Title 14 NYCRR to create the
eligibility for individuals applying

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 the Health Law Section. The assistance of Caroline B. Brancatella and Katha-
rine J. Neer, respectively of counsel and associate of Greenberg Traurig's Health and FDA Business
Group, in compiling this summary is gratefully acknowledged.

NYSBA Health Law Journal | Winter 2018 | Vol. 23 | No. 3

15



for OPWDD-authorized services. See
N.Y. Register September 19, 2018.

Site-Based and Community-Based
Prevocational Services

Notice of Adoption. The Office of
People with Developmental Disabili-
ties amended Subpart 635-10 of Title
14 NYCRR to clarify site-based and
community-based services and clarify
reimbursement requirements. See
N.Y. Register September 19, 2018.

Respite Services

Notice of Adoption. The Office of
People with Developmental Disabili-
ties amended Subpart 635-10 of Title
14 NYCRR to remove language that
conflicts with respite services related
to the new 1115 waiver. See N.Y. Reg-
ister September 19, 2018.

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

Notice of Adoption. The Depart-
ment of Financial Services added
section 52.73 (Regulation 62) to Title
11 NYCRR to provide a formulary
exception process for medication for
detoxification or maintenance treat-
ment of a substance use disorder. See
N.Y. Register September 26, 2018.

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

Notice of Adoption. The Depart-
ment of Financial Services amended
Part 52 (Regulation 62) of Title 11
NYCRR to ensure essential health
benefits coverage in all individual,
small and large group, and student
accident and health policies. See N.Y.
Register October 3, 2018.

Transportation Network
Companies: Minimum
Provisions for Policies and Other
Requirements

Notice of Proposed Rulemaking.
The Department of Financial Services
proposes to amend section 60-3.7(b)
of Title 11 NYCRR to extend the date
in section 60-3.7(b) from January

1, 2019 to July 1, 2019 and to fix an
incorrect citation. See N.Y. Register
October 3, 2018.

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

Notice of Emergency Rulemak-
ing. The Department of Financial
Services amended Part 52 (Regula-
tion 62) of Title 11 NYCRR to ensure
essential health benefits coverage in
all individual, small and large group,
and student accident and health
policies. See N.Y. Register October 10,
2018.

Problem Gambling Treatment and
Recovery Services

Notice of Revised Proposed Rule-
making. The Office of Alcoholism and
Substance Abuse Services proposes
a repeal of Part 857; and addition of
new Part 857 to Title 14 NYCRR to re-
peal existing gambling regulation and
replace it with substantially updated
provisions. See N.Y. Register October
17, 2018.

Credentialing of Addictions
Professionals

Notice of Revised Proposed Rule-
making. The Office of Alcoholism and
Substance Abuse Services proposes to
repeal Part 853; addition of new Part
853 to Title 14 NYCRR to repeal obso-
lete rules and update process of cre-
dentialing addictions professionals.
See N.Y. Register October 17, 2018.

Durable Medical Equipment;
Medical/Surgical Supplies; Orthotic
and Prosthetic Appliances;
Orthopedic Footwear

Notice of Proposed Rulemaking.
The Department of Health proposes
to amend section 505.5 of Title 18
NYCRR to amend the Department’s
regulation governing Medicaid cover-
age of orthopedic footwear and com-
pression and support stockings. See
N.Y. Register October 17, 2018.

Stroke Services

Notice of Proposed Rulemaking.
The Department of Health proposes

the addition of section 405.34 to Title
10 NYCRR to establish the NYS cri-
teria for stroke center designation

as part of an accrediting process for
certification by nationally recognized
accrediting agencies. See N.Y. Register
October 17, 2018.

Office-Based Surgery Practice
Reports

Notice of Proposed Rulemak-
ing. The Department of Health pro-
poses to amend Part 1000 of Title 10
NYCRR to requires accredited Office-
Based Surgery practices to submit ad-
verse event and practice information
which includes procedural data. See
N.Y. Register October 17, 2018.

Emergency Medical Services (EMS)
Initial Certification Eligibility
Requirements

Notice of Revised Proposed Rule-
making. The Department of Health
proposes the amendment of sections
800.6 and 800.12 of Title 10 NYCRR to
reduce the EMS certification eligibil-
ity minimum age from 18 to 17 years
of age. See N.Y. Register October 17,
2018.

Operation of Crisis Residences in
New York State

Notice of Proposed Rulemaking.
The Office of Mental Health proposes
to amend Part 589 of Title 14 NYCRR
to revise and update the categories
of Crisis Residences to match what is
currently operation in New York. See
N.Y. Register October 24, 2018.

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

Notice of Adoption. The Depart-
ment of Financial Services amended
Part 52 (Regulation 62) of Title 11
NYCRR to establish minimum re-
quirements for policies of volunteer
firefighter enhanced cancer insur-
ance. See N.Y. Register October 31,
2018.

Medical Use of Marihuana

Notice of Emergency Rulemak-
ing. The Department of Health
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amended section 1004.2 of Title 10
NYCRR to add additional serious
conditions for which patients may be
certified to use medical marihuana.
See N.Y. Register October 31, 2018.

Rates of Reimbursement—
Alcoholism Facilities

Notice of Adoption. The Office
of Alcoholism and Substance Abuse
Services repealed Part 840 of Title 14
NYCRR to repeal obsolete regula-
tions. See N.Y. Register November 7,
2018.

Standards for Alcoholism Facilities
to Participate in the Medicaid
Program

Notice of Adoption. The Office
of Alcoholism and Substance Abuse
Services repealed Part 839 of Title 14
NYCRR to repeal obsolete regula-
tions. See N.Y. Register November 7,
2018.

Sale of Electronic Cigarette
Flavored Liquids

Notice of Proposed Rulemaking.

The Department of Health proposes

to amend Part 9 of Title 10 NYCRR to
prohibit the sale of electronic cigarette
flavored liquids. See N.Y. Register No-
vember 7, 2018.

Telehealth

Notice of Emergency and Pro-
posed Rulemaking. The Office for
People with Developmental Disabili-
ties amended Subpart 635-13 and Part
679 of Title 14 NYCRR to authorize
telehealth as a new modality for the
delivery of clinical services. See N.Y.
Register November 7, 2018.

PREFERRED QUALIFICATIONS

¢ Excellent interpersonal skills;

RESPONSIBILITIES

of the Task Force;

CONDITIONS OF EMPLOYMENT
Full-time.
APPLICATION PROCEDURE

position is filled.

ANNOUNCEMENT OF JOB OPPORTUNITY

The New York State Department of Health's Division of Legal Affairs is seeking qualified candidates for the position of Director of
the Bureau of the Task Force on Life and the Law, established by Executive Order NO. 56 (Governor Mario M. Cuomo, 1984) and con-
tinued by Executive Order No. 2 (Governor Andrew M. Cuomo, 2011). The position is available immediately and is located in Albany,
NY (preferred) or New York City (depending on circumstances). Salary will be determined at a later date.

The purpose of the Task Force on Life and the Law is to study the legal and ethical implications of complex health issues. The
Director will work with the more than 20 accomplished scholars in assorted disciplines who are members of the Task Force to iden-
tify, contact, and interact with leading authorities and stakeholders in relevant fields, and to analyze and summarize in a persuasive
manner relevant legal and scientific literature.

The ideal candidate for this position has a strong interest in law, medicine, bioethics, philosophy, and health policy, and the abil-
ity to shepherd the studies undertaken by the Task Force to completion in the form of a polished, thorough, professional product that
reflects the consensus opinion of the Task Force Chair and members.

e Juris Doctorate (preferred) or postgraduate degree in the field of medicine, bioethics, philosophy, or health policy;
e Demonstrated experience: developing symposia, written reports, and electronic presentations, including achieving consensus
among diverse experts and stakeholders;

¢ Helpful, creative, and assistive in the workplace, can give and take directions, receptive to constructive feedback, and able to
work effectively both in a team and independently;
¢ Proficient with Word, Excel, and PowerPoint.

Candidates should be able to describe how the candidate would use the above referenced preferred qualifications to meet the
following responsibilities under the supervision of the Task Force Chair and the Department’s General Counsel:

¢ present leading authorities and stakeholders in the relevant field, and relevant legal and scientific literature, to the members

o facilitate efficient, well organized, and productive Task Force meetings, conference calls, and deliberations;
e develop symposia, written reports, and electronic presentations;
e oversee day-to-day activities of the Task Force and supervise staff in their day-to-day activities.

Submit resume, preferably in PDF format, to Division of Legal Affairs, Corning Tower Building, Room 2438, Empire State Plaza,
Albany, New York 12237 by email to heather.bowden@health.ny.gov or by fax to (518) 473-2802. Resumes will be accepted until the

AN AFFIRMATIVE ACTION/EQUAL OPPORTUNITY EMPLOYER. WOMEN, MINORITIES AND PEOPLE WITH DISABILITIES ARE
ENCOURAGED TO APPLY. PURSUANT TO EXECUTIVE ORDER 161, NO STATE ENTITY, AS DEFINED BY THE EXECUTIVE ORDER, IS
PERMITTED TO ASK, OR MANDATE, IN ANY FORM, THAT AN APPLICANT FOR EMPLOYMENT PROVIDE HIS OR HER CURRENT COM-
PENSATION, OR ANY PRIOR COMPENSATION HISTORY, UNTIL SUCH TIME AS THE APPLICANT IS EXTENDED A CONDITIONAL OFFER
OF EMPLOYMENT WITH COMPENSATION. IF SUCH INFORMATION HAS BEEN REQUESTED FROM YOU BEFORE SUCH TIME, PLEASE
CONTACT THE GOVERNOR'S OFFICE OF EMPLOYEE RELATIONS AT (518) 474-6988 OR VIA EMAIL AT INFO@GOER.NY.GOV.
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New York State Fraud, Abuse and Compliance

Developments
Edited by Melissa M. Zambri

New York State Department of
Health Medicaid Decisions

Compiled by Margaret
Surowka Rossi

None reported.

New York State Attorney
General Press Releases

Compiled by Bridget Steele,
Dena DeFazio and Eric Dyer

New York Agreed to a Settle-
ment With Pfizer for Its Deceptive
Advertising in Its Copayment Card
Program—October 11, 2018—The set-
tlement between New York and Pfizer
led to Pfizer paying over $200,000 in
restitution to consumers and $500,000
in penalties, fees and costs for its “Pay
No More Than” drug copayment card
program. Pfizer also agreed to change
the text on its coupons to “pay as little
as.” In some cases, when consumers
presented the “Pay No More Than”
coupon at pharmacies, they were
required to pay more than the stated
out-of-pocket amount. https://ag.ny.
gov/press-release/ag-underwood-an
nounces-settlement-pfizer-deceptive-
advertising-pay-no-more-drug.

Unlicensed Nurse Arrested for
Accepting Over $20,000 in Salary for
Unauthorized Practice—October 10,
2018—A Rochester nurse was arrested
for Grand Larceny and the Unauthor-
ized Practice of a Profession for alleg-
edly accepting more than $20,000 in
salary from a nurse staffing agency
while practicing without a license.
The nurse’s license was suspended
on October 4, 2017, but she continued
providing nursing services until Janu-
ary 7,2018. The charge for Grand Lar-
ceny in the Third Degree is a class D
felony, and the Unauthorized Practice
of a Profession is a class E felony. If
convicted, the nurse faces a maximum
sentence of seven years. https://
ag.ny.gov/press-release/ag-under
wood-announces-arrest-rochester-

nurse-charged-
grand-larceny-
and-working.

Ameri-
sourceBergen
Settles With
States and
Federal Gov-
ernment for
$625 Mil-
lion—October
1, 2018—New York, 43 other states
and the federal government reached a
settlement with drug distributor Am-
erisourceBergen Corporation (ABC)
for illegally distributing adulterated
and misbranded drugs. The allega-
tions stem from a pharmacy opened
by an ABC subsidiary in Alabama that
caused false claims to be submitted
to Medicaid for unapproved, defec-
tive, contaminated and compromised
drugs and for double billing for
the same vial of drug product. The
pharmacy allegedly broke the seal of
FDA-approved drugs in an unsterile
environment, and then combined
and repackaged the drug vials in
order to create excess drug product.
The ABC subsidiary also pled guilty
to illegally distributing misbranded
drugs in September 2017, and agreed
to pay $260 million in criminal fines
and forfeitures. In total, the New York
Medicaid program will receive over
$7 million from the civil settlement.
https:/ /ag.ny.gov/press-release/ag-
underwood-announces-625-million-
national-agreement-amerisourceber
gen-corporation.

Orange County Taxi Cab Owner
Arrested For Allegedly Stealing
From Medicaid—September 26,
2018—A cab owner and operator was
arrested for submission of false claims
concerning medical transportation
services and improper receipt of over
$200,000 from Medicaid between
August 30, 2013 and October 1, 2017.
The owner allegedly submitted
individual mileage claims for each
Medicaid recipient, even though the

recipients travelled as a group. The
owner also claimed the maximum
amount of $50 in toll expenses,
rather than the amount incurred. The
charges include Grand Larceny in
the Second Degree, a class C felony,
and multiple counts of Offering a
False Instrument for Filing in the First
Degree, a class E felony. The charges
could result in a sentence of five to
15 years. https://ag.ny.gov/press-
release/ag-underwood-announces-
arrest-orange-county-taxi-cab-
company-owner-stealing-over-200k.

A.G. Underwood Files Brief for
Women’s Birth Control Access—
September 25, 2018—Along with 17
other Attorneys General, the New
York Attorney General filed an amicus
brief in support of a Massachusetts
lawsuit that challenges the Federal
Government’s attempt to change rules
related to contraception coverage. The
Federal Government has appealed an
injunction that prevents its proposed
rules from taking effect. The pro-
posed rules permit employers with
a religious or moral objection to be
released from having to provide con-
traceptive coverage. The amicus brief
argues that this rule change would
violate the Affordable Care Act’s re-
quirement that insurance companies
pay for preventive health care services
without co-pays. https://ag.ny.gov/
press-release/attorney-general-un-
derwood-files-brief-protect-womens-
birth-control-access.

A.G. Underwood Announces
Guilty Plea of Former Medical Uni-
versity President for Abusing His
Position to Illegally Boost His Pay—
September 24, 2018—The former
President of SUNY Upstate Medical
University pleaded guilty to three
counts of official misconduct, must
pay more than $250,000 in restitution
and fines, and is expected to receive
three years’ probation. An investiga-
tion found that while serving as presi-
dent from September 2006 to Novem-
ber 2013, the former president abused
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his authority and increased his pay
without authorization by directing a
subordinate to approve an unauthor-
ized raise, receiving unauthorized
housing expenses, and directing and
overseeing the creation of a deferred
compensation plan to benefit himself
and others, without the SUNY Chan-
cellor’s authorization or knowledge.
https:/ /ag.ny.gov/press-release/
ag-underwood-announces-guilty-
plea-former-suny-upstate-medical-
university-president.

A.G. Underwood Announces
Guilty Pleas of Former Nursing
Home Operators for Endangering
Resident—September 12, 2018—A
former corporate owner/operator
and a high managerial agent pleaded
guilty to Endangering the Welfare
of an Incompetent or Physically Dis-
abled Person in the Second Degree,

a class A misdemeanor. The charges
arose after an elderly resident was
left in a recliner for approximately 41
hours without medication, food, wa-
ter, services, treatment, or care. Four
staff members were also convicted of
neglect for making false entries in the
resident’s medical records. An investi-
gation found that the owner/operator
and managerial agent controlled the
nursing home from October 2014 to
December 31, 2017. During that time,
staff payroll, staffing levels, and other
necessary services and supplies were
cut, resulting in inadequate staffing
and insufficient supervision of staff
members. The owner/operator and
managerial agent received benefits
from Medicaid funds for resident care
through ownership or control of other
companies. In addition to the guilty
pleas, the owner/operator, manage-
rial agent and corporation entered
into an assurance of discontinuance
and agreed to pay $1 million to the
Medicaid program for restitution,
damages and equitable relief to re-
solve civil claims. The owner/opera-
tor and managerial agent also agreed
to divest themselves of all interests

in health care providers operating

in New York State; to not operate or
administer any health care providers;
nor have oversight or involvement

in financial operations or decisions
involving the delivery of health care

Ms. Zamsri is a partner in 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 enter-
prise development and regulatory guidance for the health care industry. She also teaches
Health Care Compliance for Albany Law School and Legal Aspects of Health Care for Clark-

son University.

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. 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.

MR. DYER is an associate attorney at Barclay Damon, LLP in its Albany office, focusing his
practice in the health care and human services and health care controversies areas, includ-
ing compliance, regulatory matters, audits and patient record disclosures. Mr. Dyer also has
an M.B.A. in Health Care Management from Clarkson University.

Ms. DeFAzio is a law clerk, awaiting admission to the New York State Bar, in the Firm's
Albany office, focusing her practice in the health care controversies and health care and

human services areas.

services to nursing home residents for
a period of five years. https://ag.ny.
gov /press-release /ag-underwood-
announces-guilty-pleas-former-focus-
otsego-nursing-home-operators.

A.G. Underwood Announces
$1.65 Million Joint State-Federal
Settlement With Centers Plan for
Healthy Living Over False Medic-
aid Billing—September 12, 2018—A
settlement was reached resolving alle-
gations that a long-term care plan vio-
lated both the state and federal False
Claims Acts by submitting fraudulent
requests to Medicaid for monthly pre-
miums. Centers Plan contracted with
licensed home care services agencies
to provide skilled nursing and home
health aide services to its managed
long-term care plan members. An in-
vestigation stemming from a whistle-
blower lawsuit found that between
April 1, 2013 and December 31, 2015,
members did not receive services dur-
ing at least a portion of the period for
which they were enrolled. However,
Centers Plan failed to disenroll these
members in a timely manner, and
continued to collect monthly Medic-
aid premiums of $2,500 to $4,300 per
member, per month. The New York
State Medicaid program will receive
$1.65 million in restitution and pen-
alties as a result of the settlement.

https:/ /ag.ny.gov/press-release/ag-
underwood-announces-165-million-
joint-state-federal-settlement-centers-
plan-healthy.

A.G. Underwood Leads New
Amicus Brief Opposing Efforts to
Defund Planned Parenthood—Sep-
tember 4, 2018—A coalition of 18
Attorneys General, including New
York, filed an amicus brief in the U.S.
Court of Appeals, Sixth Circuit case
Planned Parenthood of Greater Ohio v.
Himes. The brief challenged an Ohio
state law that would defund Planned
Parenthood and other health services
providers by prohibiting the award
of public health grants to provid-
ers performing or promoting safe
and legal abortions, despite the fact
that the grants are unrelated to such
services. Instead, the grants provide
funds for health care services includ-
ing breast and cervical cancer screen-
ings, HIV and AIDS prevention, and
infant mortality prevention, among
others. The Attorneys General alleged
violations of the First Amendment
and Due Process Clauses, and that
the law imposed an unconstitutional
condition on state grants infringing
on plaintiffs’ right to free speech and
to provide access to abortion services,
as well as clients’ rights to receive
these services. https://ag.ny.gov/
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press-release/ag-underwood-leads-
new-amicus-brief-opposing-efforts-
defund-planned-parenthood.

A.G. Underwood Announces
Prison Sentence of Patient Recruiter
Who Bribed Medicaid Recipients
to Undergo Unnecessary Medical
Tests—August 29, 2018—A Manhat-
tan man was sentenced in Queens
County Criminal Court to 1%2 to 3
years in state prison for defrauding
Medicaid, resulting in more than
$10,000 in fraudulent claims. He
previously pleaded guilty to Health
Care Fraud in the Fourth Degree,
Grand Larceny in the Fourth Degree,
and Prohibited Practices for Persons
Acting in Concert with a Medical As-
sistance Provider, all class E felonies.
Undercover agents observed the man
offering individuals with Medicaid
coverage cash to undergo physicals
and testing. The investigation showed
that individuals were told to report
certain specified health conditions to
clinic staff, without regard for truth-
fulness, and that each patient received
identical testing, regardless of medi-
cal history or need. Upon completion
of the tests, the patients were paid
cash. Patients did not receive their
test results and no follow up appoint-
ments were scheduled. https://ag.ny.
gov /press-release /ag-underwood-
announces-prison-sentence-patient-
recruiter-who-bribed-medicaid.

A.G. Underwood Announces
Restoration of $574 Million to NY’s
Essential Plan, Following AG Law-
suit—August 29, 2018—Earlier in
the year, the Attorney General filed a
lawsuit to block the Trump Adminis-
tration from cutting funding for New
York’s Essential Plan. A.G. Under-
wood announced that following the
lawsuit, the Trump Administration
ordered the restoration of $574 million
for three-quarters of the year for New
York’s Essential Plan. https:/ /ag.ny.
gov /press-release/ag-underwood-an
nounces-restoration-574-million-nys-
essential-plan-following-ag-lawsuit.

A.G. Underwood Announces
$200,000 Settlement With Non-Profit
for Exposing Clients’ Sensitive Per-
sonal Information on Internet for
Years—August 29, 2018—The Attor-

ney General announced a settlement
with a nonprofit serving people with
developmental disabilities for expos-
ing its clients’ personal information
online. The organization notified af-
fected clients, provided clients with a
free one-year subscription to LifeLock
to protect themselves from identity
theft, and posted a link to information
regarding the breach on its website.
As part of the settlement, the non-
profit will pay $200,000, conduct a
risk analysis, and review and revise
its policies and procedures. https://
ag.ny.gov/press-release/ag-under
wood-announces-200000-settlement-
buffalo-non-profit-exposing-clients-
sensitive.

A.G. Underwood and Governor
Cuomo Announce Suit Against Pur-
due Pharma for Widespread Fraud
and Deception in Marketing of Opi-
oid Products—August 14, 2018—A.G.
Underwood and Governor Cuomo
filed a lawsuit against Purdue Pharma
L.P,, Purdue Pharma Inc., and Purdue
Frederick Company, Inc. (“Purdue”)
alleging that Purdue persistently
made misrepresentations about its
opioid products as less subject to ad-
diction than other opioid products
in order to increase opioid product
sales. The lawsuit seeks disgorgement
of profits, civil penalties, restitution,
and costs to abate the harms caused.
https:/ /ag.ny.gov/press-release/
attorney-general-underwood-and-
governor-cuomo-announce-suit-
against-purdue-pharma.

A.G. Underwood Announces
Arrest of Nurse Aide for Alleged
Patient Abuse—August 1, 2018—A
Certified Nurse Aide working at a
nursing home was arrested for alleg-
edly wrestling a 64-year-old patient
to the ground, punching him, yelling
a racial epithet, smelling of alcohol
and appearing high. The 57-year-old
nurse aide was charged with Endan-
gering the Welfare of an Incompetent
or Physically Disabled Person in the
First Degree and Willful Violation
of Health Laws. https:/ /ag.ny.gov/
press-release/ag-underwood-an
nounces-arrest-monroe-county-nurse-
aide-alleged-patient-abuse.

A.G. Underwood Takes Action
Against “Gag Rule” That Jeopar-
dizes Critical Family Planning Fund-
ing—July 31, 2018—A.G. Underwood
filed comments opposing the United
States Department of Health and
Human Services” (HHS) proposed
rule that makes regulatory changes
to the Title X program. The services
provided through Title X include
screenings for depression, sexually
transmitted diseases, and breast and
cervical cancers; counseling on family
planning methods; and access to con-
traception. A.G. Underwood claims
the proposed rule will reduce and de-
lay patient access to care and decrease
the quality of care provided through
Title X, as certain requirements may
make it difficult for many providers to
continue participating in Title X. A.G.
Underwood is seeking withdrawal of
the proposed rule and plans to sue if
it becomes law. https:/ /ag.ny.gov/
press-release/attorney-general-under
wood-takes-action-against-gag-rule-
jeopardizes-critical-family.

New York State Office of the
Medicaid Inspector General
Update

Compiled by Eric Dyer

OMIG Pharmacy Inspections,
Referral Leads to Arrest of Brook-
lyn Pharmacist Who Illegally
Diverted Oxycodone—November
1, 2018—https://omig.ny.gov/
latest-news/1115-omig-pharmacy-
inspections-referral-leads-to-arrest-of-
brooklyn-pharmacist-who-illegally-
diverted-oxycodone.

OMIG Issues 2017 Annual Re-
port—October 4, 2018—https://
omig.ny.gov/latest-news/1108-omig-
releases-2017-annual-report.

UPDATE: Second Doctor Who
Participated in $30 Million Health
Care Fraud Scheme Sentenced
in Federal Court—August 22,
2018—https:/ /omig.ny.gov/latest-
news/1105-update-second-doctor-
who-participated-in-30-million-
health-care-fraud-scheme-sentenced-
in-federal-court.
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For Your Information

By Claudia O. Torrey

The following information is a
brief overview and reminder of some
delayed implementation changes to
the Federal Policy for the Protection
of Human Subjects (the Common
Rule, or “CR); the new date is Janu-
ary 19, 2019 (Revised CR, 82 Fed. Reg.
No.12, January 19, 2017). Effective
January 19, 2019, some of the clarion
CR changes will affect continuing
review, exemptions, and informed
consent.

Continuing review will no longer
be needed for ongoing research that
can undergo an expedited review, or
for research studies wherein the only
remaining activity is the analysis of
identifiable data/biospecimens or ac-
tivity to obtain observational follow-
up clinical data. Expounding upon
an expedited review, such requires
research review by the Institution-
al Review Board (IRB) chair or by one
or more experienced reviewers des-
ignated by the chairperson (45 C.ER.
Part 46.110).

There will be some new categories
and clarifications for exempt research
(45 C.ER. Part 46.110 and 21 C.ER.
Part 56.110) yielding “Limited IRB
Review and/or Self-Determination
Review.” While a limited review may
be self-explanatory, self-determina-
tion review permits the principal

investigator to issue an exemption
determination based on responses to
key questions within the qualifying
human subjects” exemption catego-
ries. Of course, one would expect that
an entity involved in any research that
accesses Protected Health Information
would not permit a self-determination
exemption.

Regarding informed consent
there are some waiver changes, as
well as the utilization of a “broad
consent” alternative consent option
allowed only for the storage, mainte-
nance, and secondary use of identifi-
able private information or identifi-
able biospecimens for future use.
Research teams that utilize a broad
consent will be required to (a) identify
the types of research that may be con-
ducted with the data/biospecimens;
(b) record and track who has refused
or agreed to consent; and track con-
sent terms to determine whether
proposed future secondary research
use falls within the scope of identified
research types.

It should also be noted that as of
January 20, 2020, most federallyfund-
ed domestic collaborative research
will be required to utilize a single IRB
(academic, hospital-based, or commer-
cial)—this is seen as less burdensome
(Single IRB-of-record /sIRB).

CLaupiA O. Torrey is a Charter Member of the Health Law Section.

Follow NYSBA on Twitter

Stay up-to-date on the latest news
from the Association

www.twitter.com/nysba
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The Impact on NYS Research Institutions of the Amended
Federal Common Rule on Human Subject Research

By the Health Law Section Committee on Medical Research and Biotechnology

Note: This Report was issued on January 4, 2018 in an-
ticipation of a change to the federal Common Rule that was
then expected to go into effect January 19, 2018. The change
was postponed one year—until January 19, 2019. Accordingly,
the Report now has renewed relevance, and is being published
in the Journal.

Shortly before this edition of the Journal went to print,
the Department of Health indicated that it is exploring ways
to deem PHL 24-A inapplicable to research at institutions that
comply with federal policies and regulations for all of its human
subjects research.
—Sam Servello and Alex Brownstein,
Committee Co-Chairs

As a result of a change in federal rules relating to
human subjects research, a large amount of human sub-
jects research conducted in New York will potentially no
longer be subject to such federal regulations, and instead
will have to start to comply with New York law govern-
ing such research. Without steps by the New York State
Department of Health (DOH), this change could simulta-
neously diminish protections for human subjects in New
York while also imposing significant new burdens on
researchers, research institutions, and DOH. As explained
below, we propose that DOH remedy the problem by
finding that research institutions that commit by policy
to follow the federal human subjects research standards
either (i) remain exempt from New York law, or (ii) are in
compliance with such law.

. Background

On January 19, 2017, HHS and 15 other federal agen-
cies issued a final rule amending the federal Policy for the
Protection of Human Subjects, also known as the Com-
mon Rule.! The Common Rule is a set of federal regula-
tions that governs human subjects research funded by
one of the adopting federal agencies. Among other chang-
es, the revised U.S. Department of Health and Human
Services’ Office of Human Research Protections (OHRP)
policy will eliminate the ability of a research institution to
agree, as part of the assurance process discussed below, to
comply with the Common Rule for those human subjects
research activities that would not otherwise be subject
to the Common Rule (i.e., research that is not federally
funded—referred to in this memo, together with other
research that does not involve FDA-regulated drugs or
articles, as “non-federal human research”).?

A research institution that conducts human subjects
research funded by an adopting agency must submit a

Federal Wide Assurance (FWA) form, a written assurance
of compliance with the Common Rule, to OHRP. Cur-
rently, the FWA allows a research institution to voluntarily
comply with the Common Rule for all human subjects
research conducted by the institution, bringing even non-
federal human research under the oversight of the OHRP.
This election is commonly referred to as “checking the
box” on the FWA form. However, under the revised fed-
eral rules, that option to “check the box” will be removed
on January 19, 2018, when the final rule is expected to take
effect. As a result, research institutions will in the future
lose the opportunity to subject their non-federal research
to OHRP oversight through this process. However, OHRP
has informally indicated that it will continue exercise
oversight over non-federal research at any facility that
“checked the box” prior to January 19, 2018, for so long as
its FWA remains valid.

This change has significant implications for hu-
man subjects research conducted in New York. In 1975,
New York State enacted Public Health Law Article 24-A
- Protection of Human Subjects.* The statute, enacted in
response to research abuses in New York,” defines “hu-
man research,”® requires informed consent for human
research,” prohibits any person other than a licensed
professional to conduct human research,® requires prior
review and approval of human research by a “human re-
search review committee” (hereinafter, HRRC), requires
reporting of violations to the Commissioner of the Depart-
ment of Health (hereinafter, the “Commissioner”),!? and
requires the prior consent of the Commissioner for re-
search involving “minors, incompetent persons, mentally
disabled persons and prisoners.”!!

Significantly, PHL Article 24-A exempts from its ap-
plicability research that is subject to federal regulations
aimed at the protection of human subjects, principally the
Common Rule:

§ 2445. Applicability

The provisions of this article shall not
apply to the conduct of human research
which is subject to, and which is in com-
pliance with, policies and regulations pro-

Opinions expressed are those of the Section/Committee preparing this
memorandum and do not represent those of the New York State Bar
Association unless and until they have been adopted by its House of
Delegates or Executive Committee.
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mulgated by any agency of the federal
government for the protection of human
subjects.

The reason for the exemption is stated in the legisla-
tive memorandum supporting the passage of PHL Article
24-A. After noting the abuses the bill would address, the
sponsor wrote:

Federal regulations, promulgated since
the occurrence of these incidences, cover
those situations where federal funds are
involved. This bill covers those remain-
ing situations where federal regulations
do not apply.'?

Research institutions that “check the box” on the
FWA become “subject to” the federal human subjects
research regulations for all of their human subjects re-

II. Alternative Suggestions on How the
Department May Move Forward

As explained below, provided a research institution
adopts the policies described below, DOH can conclude
that the research conducted by the institution either (i)
continues to be exempt fromPHL Article 24-A (See Sec-
tion II.A.) or (ii) complies with PHL Article 24-A (See Sec-
tion I1.B).

A. Research Institutions Continue to Be Deemed
Exempt from PHL 24-A

Under PHL §2445, the NYS human subject research
law does not apply to research “which is subject to, and
which is in compliance with, policies and regulations
promulgated by any agency of the federal government for
the protection of human subjects.” Currently institutions
voluntarily make themselves subject to the federal regula-

“Research institutions that ‘check the box’ on the FWA become ‘subject
to’ the federal human subjects research requlations for all of their human
subjects research, including their non-federal human research.”

search, including their non-federal human research. Ac-
cordingly, they become exempt from PHL Article 24-A
for non-federal research performed in compliance with
federal regulations.!3

Once research institutions lose the opportunity to
check the box on a FWA, there is a concern that all of their
non-federal research will become subject to PHL Article
24-A. If so, research institutions will face the complexity
and administrative burden of complying with different
regulations for different research protocols. This will also
interfere with New York research institution participation
in multistate research. Most importantly, this will sig-
nificantly diminish the protection of research subjects by
encouraging research institutions to decline to follow the
comprehensive, detailed and up- to-date Common Rule
safeguards for non-federal research.

Fortunately, DOH can avert the consequences of this
federal change by taking the steps described below.

First, DOH can simply publicly acknowledge that
institutions that checked the box on their FWA are still
subject to OHRP oversight for the duration of their FWA
and therefore remain exempt from PHL Article 24-A for
that period (unless and until ORHP indicates otherwise).
This step will provide significant immediate, if tempo-
rary, relief.

But the bigger issue, of course, relates to non-federal
research conducted by institutions with new FWAs that
do not include the checked box.

tions by “checking the box.” While that mechanism will
disappear on January 19, 2018, there are other ways for
an institution to legally commit itself to comply with the
federal Common Rule.

Specifically, a research institution can adopt a policy
that sets forth its commitment to comply with the Com-
mon Rule. This commitment would be legally enforce-
able: in the event the institution fails to follow Common
Rule requirements, DOH would terminate the institu-
tion’s exemption from PHL § 2445, and could if warrant-
ed, impose sanctions for PHL Article 24-A violations.

To be sure, research institutions will no longer be
able to strictly comply with two procedural aspects of the
Common Rule: the obligation to submit reports to OHRP
and to allow inspections by OHRP. However, the institu-
tion’s policy could remedy this by committing to make
such reports to, and allow such inspections by, DOH.4

In this manner, the institution would continue to
be legally subject to the substantive and ethical require-
ments of the federal regulations for the protection of
human subjects, and subject to equivalent procedural
requirements. This is a sufficient basis for the DOH to
find that institutions that adopt such policies continue to
qualify for the PHL §2445 exemption.

B. Research Institutions That Comply with The
Common Rule Will be Deemed in Compliance
with PHL Article 24-A.

Even if a research institution is not exempt under
PHL § 2445, it would be able to fully comply with Article

24
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24-A by complying with the Common Rule, provided it
takes some additional steps described in Section IL.B.2.
below.

1. Common Rule and PHL Article 24-A Compared

The Common Rule is both a far more comprehensive
and detailed regulatory regime than PHL Article 24-A.
Even with the recent amendments, intended in part to
“reduce administrative burdens,”!> the Common Rule
is notable for the breadth and specificity of its require-
ments. Notably, it defines “research” much more broadly
than PHL Article 24-A, and thereby governs a more
extensive range of activity. Its requirements relating to
IRBs and informed consent are lengthy and specific.

In contrast, PHL Article 24-A is relatively brief and
general and states key concepts, primarily the need for
informed consent and review by an HRRC, without
much detail. Moreover, while the Common Rule is up
to date, having undergone extensive federal rulemaking
processes with broad participation by many stakehold-
ers, PHL Article 24-A has remained unchanged for over
40 years since its original enactment in 1975.

As a result, for the most part the Common Rule re-
quirements encompass and go beyond the PHL Article
24-A requirements. Thus, for the most part, compliance
with the Common Rule constitutes compliance with
PHL Article 24-A. This is demonstrated by the attached
chart, which sets forth every provision in PHL Article
24-A, and shows the parallel Common Rule requirement
where there is one. (Attachment 1).

Yet the attached chart also reveals six places where
PHL Article 24-A has a requirement that does not ex-
pressly appear in the Common Rule, or where the Com-
mon Rule has an exception to a requirement and PHL
Article 24-A does not expressly have that exception.

a. Waiver and alteration of informed consent. PHL
Article 24-A prohibits the conduct of human research
without informed consent of the subject or other autho-
rized person. It does not set forth a process for waiver
of the requirement, or alteration of the elements of the
informed consent.

In contrast, the Common Rule allows IRBs to ap-
prove waiver or alteration of informed consent require-
ments in narrow circumstances. The only circumstance
that is relevant here is a waiver/alternation of informed
consent where:

i. The research involves no more than minimal risk
to the subjects;

ii. The research could not practicably be carried out
without the requested waiver or alteration;

iii. If the research involves using identifiable private
information or identifiable biospecimens, the re-
search could not practicably be carried out with-

out using such information or biospecimens in an
identifiable format;

iv. The waiver or alteration will not adversely affect
the rights and welfare of the subjects; and

v. Whenever appropriate, the subjects or legally au-
thorized representatives will be provided with ad-
ditional pertinent information after participation.

The Common Rule defines “minimal risk” as follows:

Minimal risk means that the probability
and magnitude of harm or discomfort
anticipated in the research are not greater
in and of themselves than those ordinar-
ily encountered in daily life or during the
performance of routine physical or psy-
chological examinations or tests.!”

Since the definition of “human subject research” in
PHL § 2441 is narrow and requires a “physical or psy-
chological intervention on the body of the subject ... not
required ... for the diagnosis, prevention, or treatment of
disease”!® only a rare and unusual case of human subject
research could involve “no more than minimal risk” and
thus be eligible for the Common Rule waiver. As a result,
the waiver provision in the Common Rule is not in any
material conflict with the requirements of PHL Article
24-A.

b. Commissioner approval of HRRC membership. PHL §
2444.1 requires that HRRC members must be “approved
by the commissioner.” There is no parallel provision in
the Common Rule. Given the detailed IRB eligibility
criteria in the Common Rule, the Commissioner could
exercise his or her approval authority by approving in
advance any person who meets Common Rule IRB mem-
bership criteria. Indeed the imposition of requirements
for deemed approval would be an advance over current
practice, in which this approval provision has been large-
ly or entirely disregarded.

c. Commissioner approval of HRRC statement of principle
and policy. PHL §2444.2 requires that the institution or
agency that sponsors an HRRC must promulgate a state-
ment of “principle and policy,” and “the Commissioner
shall approve that statement prior to its taking effect.”
The Common Rule requires each IRB to establish written
procedures,!? but does not call it a “statement of prin-
ciple or policy” or have it approved in advance by the
Commissioner. Again, given the detailed Common Rule
requirements regarding IRB functions and operations,
including the requirement that it adopt procedures, the
Commissioner could exercise his or her authority by ap-
proving in advance any IRB policy that meets Common
Rule IRB policy requirements.

d. Expedited review. PHL Article 24-A does not au-
thorize “expedited review” (e.g., approval by the Chair
and one other member) of any categories of research. In
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contrast, the Common Rule offers an expedited review
process for research involving no more than minimal
risk, and for minor changes in previously approved re-
search. As discussed above in connection with waiver
or alteration of informed consent, activities that involve
no more than minimal risk are unlikely to fall within the
PHL definition of “human subject research.” And there
is no PHL Article 24-A requirement for HRRC approval
of minor modifications to previously approved research.
As a result, the expedited review provision in the Com-
mon Rule is not in conflict with the requirements of PHL
Article 24-A.

e. Duty to report violations. PHL § 2444.2 requires the
HRRC to report violations of its policies to the Commis-
sioner. The Common Rule has no such requirement. For
compliance with the Common Rule to meet PHL Article
24-A standards, this omission will have to be addressed.
See Section I1.B.2.b. below.

f. Vulnerable populations.

PHL § 2444 .2 requires the approval of the Commis-
sioner for certain categories of vulnerable subjects. Spe-
cifically, it states:

In addition to the voluntary informed
consent of the proposed human sub-

ject as required by section twenty-four
hundred forty-two of this chapter, the
consent of the committee and the com-
missioner shall be required with relation
to the conduct of human research involv-
ing minors, incompetent persons, men-
tally disabled persons and prisoners.

In contrast, the Common Rule does not require gov-
ernmental approval of such research. Instead, the Com-
mon Rule requires the following:

When some or all of the subjects are like-
ly to be vulnerable to coercion or undue
influence, such as children, prisoners,
pregnant women, mentally disabled per-
sons, or economically or educationally
disadvantaged persons, additional safe-
guards have been included in the study
to protect the rights and welfare of these
subjects.?’

Moreover, the Common Rule also includes various
subparts that set forth detailed and specific safeguards
related to review of research involving certain popula-
tions, such as pregnant women (Subpart B), prisoners
(Subpart C), and children (Subpart D). This Common
Rule framework has been broadly accepted on a national
level as an effective framework for addressing the partic-
ular vulnerabilities of these populations, without requir-
ing governmental agency approval of each study. The
issue of additional safeguards for “incompetent persons”

and “mentally disabled persons” is discussed in Section
I.B.2.d. below.

2.  Steps Institution Would Take to Be Deemed In
Compliance with PHL Art 24-A:

In all but a few respects, the Common Rule stan-
dards meet or exceed the PHL Article 24-A standards,
and compliance with the Common Rule meets or ex-
ceeds compliance with PHL Article 24-A. However,
the analysis in this paper reveals a few gaps, and a few
requirements that require adaptation. Accordingly we
believe that the Commissioner can accept compliance by
a research institution with the Common Rule as compli-
ance with PHL Article 24-A, with the provisos described
below.

Research institutions that want to be deemed com-
pliant with PHL Article 24-A by complying with the
Common Rule must adopt a policy as described below.

Adoption of a policy. The research institution
must adopt a policy, or amend an existing policy (the
“Policy”), relating to “Non-Federal Human Research,”
(i.e. human subjects research not legally subject to the
Common Rule or FDA regulation) that includes the
following:

a. Commitment to comply with Common Rule for
Non-Federal Human Research. The Policy must
state that the institution will follow the Common
Rule for all of its Non- Federal Human Research,
with the adaptations set forth below. This is sub-
stantially the same commitment the institution
now makes by “checking the box” on the FWA.

b. Reporting to the Commissioner. The Policy must
state that for Non-Federal Human Research, any
reports that would have been made to OHRP
under the Common Rule must be made to the
Commissioner.

c. Books and Records. The Policy must provide that
for Non-Federal Human Research, any inspec-
tion rights that would have been given to OHRP
under the Common Rule must be given to the
Commissioner.

d. Research Involving Vulnerable Subjects.

i. Pregnant Women, Prisoners and Children:
The Policy should provide that the institution
will comply with Subparts B, C and D of the
Common Rule implementing safeguards pro-
tecting pregnant women, prisoners and chil-
dren, respectively, for all Non-Federal Human
Research.

Rationale for this recommendation: The PHL
§2444.2 requirement of Commissioner approv-
al for research involving subjects is the most
significant difference between the Common
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Rule and PHL Article 24-A. As noted previ-
ously, PHL §2444.2 requires the consent of the
Commissioner for research involving minors,
incompetent persons, mentally disabled per-
sons and prisoners.

As also noted above, the Common Rule
includes three Subparts that set forth re-
quirements specifically tailored to afford
safeguards for three of the categories of vul-
nerable subjects specified in PHL §2444.2:
pregnant women (Subpart B), prisoners (Sub-
part C), and children (Subpart D). Given those
detailed safeguards, the Commissioner could
and should exercise her or her consent au-
thority by approving in advance research that
meets Subpart B, C and D requirements.

ii. “Incompetent persons” and “mentally
disabled”:

a. The Policy should state that the institution
will apply the safeguards in the Common
Rule for incapable subjects (including consent
by a legally authorized representative) for:

(1) Non-Federal Human Research studies not
focusing on individuals who lack capacity
(e.g., a cancer study) that may include indi-
viduals who meet the inclusion criteria for
that study but may lack capacity, as well as (2)
Non-Federal Human Research studies focus-
ing on individuals who lack capacity (e.g., an
Alzheimer study) that involve no more than
minimal risk.

b. For Non-Federal Research focusing on indi-
viduals who lack capacity (e.g., an Alzheimer
study) that involve more than minimal risk
the Policy must require that the IRB expressly
consider whether an “Independent Consent
Monitor” and/or “Medically Responsible Cli-
nician” (as those terms are described below) is
needed to protect the interests of the subject,
and document that consideration. This could
be accomplished on either a protocol-by-pro-
tocol basis, or address the issue in the policies
of the IRB.

Rationale for this recommendation: The issue of ad-
ditional safeguards for “incompetent persons” and
“mentally disabled persons” is more complex. In 2009,
a subcommittee appointed by OHRP—The Subcom-
mittee for the Inclusion of Individuals With Impaired
Decision Making in Research (SIIIDR)—recommended
various safeguards for research involving subjects with
impaired decision making.?! HHS has not adopted
those recommendations, so there is no Subpart with
safeguards specific to that population.

In 2014 the NYS Task Force on Life and the Law
recommended safeguards for research involving subjects
who lack capacity, drawing in many respects upon the
SIIIDR’s recommendations.?? The Task Force did not call
for statutory or regulatory change; it focused on provid-
ing guidance for IRBs and researchers.?® In particular,
after categorizing research based on degree of risk to
the incapable subject versus prospect of benefit to the
subject, for certain categories it recommended assign-
ing an “Independent Consent Monitor” (ICM)?* for
each subject, and for other categories it recommended a
“Medically Responsible Clinician” (MRC) as well.?>

Notably, the Task Force took the position that the
adoption of certain safeguards “would obviate the
need for full case-by-case Commissioner/Department
of Health review.”?¢ We agree with the Task Force that
the Commissioner can fulfill the PHL § 2444.2 approval
requirement by categorical rather than case-by-case
approvals.

We recommend that the Commissioner can and
should categorically approve Non-Federal research that
principally involves subjects who lack capacity provided
that, in those protocols involving more than minimal
risk to the subject, the IRB must expressly consider
whether an “Independent Consent Monitor” and/or
“Medically Responsible Clinician” is needed to protect
the interests of the subject, and document that consider-
ation. It could accomplish this either on a protocol-by-
protocol basis, or address the issue in its policies.

However, this is an obligation to consider the utility
of an ICM and MRC; we would not recommend impos-
ing an ICM or MRC requirement without further review
of the implications of such requirement, including the
concern about a disparity between state and federal
requirements. Moreover we believe the argument for
this mandated consideration of an ICM and MRC is
warranted only when the research is focused on subjects
who lack capacity; the safeguards in the Common Rule
for incapable subjects (including consent by a legally
authorized representative) are sufficient in research not
focused on incapable patients (e.g., a cancer protocol)
even if the protocol does not exclude subjects who lack
capacity.

Ill. Conclusion

Research institutions in New York State conducting
human subjects research have operated under the Feder-
al Common Rule framework, and not under PHL Article
24-A, for decades. The Common Rule regime is compre-
hensive, detailed and highly protective of subjects. There
is a compelling interest in avoiding the unexpected and
unintentional application of PHL Article 24-A to such
research. With these adaptations identified in this memo,
the Commissioner can accept a research institution’s

NYSBA Health Law Journal | Winter 2018 | Vol. 23 | No. 3

27



commitment, by policy, to comply with the Common
Rule as either a basis for continued exemption from PHL
24-A or as compliance with PHL Article 24-A.

We note that the Commissioner has authority to

adopt regulations to implement PHL Article 24-A,%” and
could adopt these recommendations by regulation. How-
ever, the Commissioner may determine that he or she
can take these steps through guidance in a form other
than regulations.
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ATTACHMENT 1
Comparison of PHL Article 24-A and The Common Rule (as amended effective 1/19/2018)

Common Rule Will compliance with the

PHL 24-A (with amendments effective Common Rule result in
1/19/2018) compliance with PHL 24-

A?
§ 2440. Policy and purpose Not relevant to this analysis Not relevant to this
analysis

The use of human subjects in medi-

cal research projects has brought

about many beneficial scientific ad-

vances resulting in the increased

health and well-being of the human

race. Safeguarding the rights and

welfare of individual human subjects

in the conduct of these human re-

search projects is a matter of vital

state concern. Every human being

has the right to be protected against

the possible conduct of medical or

psychological research upon his

body without his voluntary in-

formed consent. Human research

may effect dangerous and unantici-

pated results causing irreversible

damage to the human subject. Ac-

cordingly, it shall be the policy of

this state to protect its people against

the unnecessary and improper risk

of pain, suffering or injury resulting

from human research conducted

without their knowledge or consent.

§ 2441. Definitions 46 CFR § 102 Yes - The Common Rule
(e)(1) Human subject means a definition includes and

For the purposes of this article: living exceeds the NYS defini-
individual about whom tion.

1. “Human subject” shall mean | aninvestigator

any individual who may be exposed (whether professional or student)

to the possibility of injury, including | conducting research:

physical, psychological or social in-

jury, as a consequence of participa- (1) Obtains information or bio-

tion as a subject in any research, de- | specimens through intervention or

velopment, or related activity which | interaction with the individual,

departs from the application of | and uses, studies, or analyzes the

those established and accepted | information or biospecimens; or

methods necessary to meet his

needs or which increases the ordi- | (ii) Obtains, uses, studies, analyzes,

nary risk of daily life including or

the recognized risks inherent in a
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chosen occupation or field of service.

generates identifiable private
information or identifiable biospec-
imens.

2. “Human research” means any|
medical experiments, research, or sci
entific or psychological investigation,
which utilizes human subjects and
which involves

. physical or psychological in-
tervention by the researcher
upon the body of the subject
and

.which is not required for the
purposes of obtaining in-
formation for the diagno-
sis, prevention, or treat-
ment of disease or the as-
sessment of medical con-
dition for the direct bene-
fit of the subject.

. Human research shall not,
however, be construed to
mean the conduct of biolog-
ical studies exclusively uti-
lizing tissue or fluids after
their removal or withdraw-
al from a human subject in
the course of standard med-
ical practice, or to include
epidemiological investiga-
tions.

46 CFR § 102

() Research means a systematic
investigation, including research
development, testing, and eval-
uation,

designed to develop or contribute
to

generalizable knowledge.

Activities that

meet this definition constitute re-
search

for purposes of this policy, whether
or

not they are conducted or

supported

under a program that is considered
research for other purposes. For ex-
ample, some demonstration and ser-
vice programs may include research
activities. For purposes of this part,
the

following activities are deemed not
to be

research:

(1) Scholarly and journalistic
activities (e.g., oral history,
journalism,

biography, literary criticism, legal
research, and historical scholar-
ship),

including the collection and use of
information, that focus directly on
the

specific individuals about whom
the

information is collected.

(2) Public health surveillance ac-
tivities, including the collection
and

testing of information or
biospecimens,

conducted, supported, requested,
ordered, required, or authorized
by a

public health authority. Such activi-
ties

are limited to those necessary to
allow

a public health authority to
identify,

Yes - The Common Rule
definition includes and
exceeds the NYS defini-
tion.
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monitor, assess, or investigate poten-
tial

public health signals, onsets of
disease

outbreaks, or conditions of public
health

importance (including trends,
signals,

risk factors, patterns in diseases, o1
increases in injuries from using con-
sumer products). Such activities in-
clude those associated with provid-
ing

timely situational awareness and
priority setting during the course of
an

event or crisis that threatens public
health (including natural or man-
made

disasters).

(3) Collection and analysis of
information, biospecimens, or
records

by or for a criminal justice agency
for

activities authorized by law or
court

order solely for criminal justice or
criminal investigative purposes.
(4) Authorized operation-

al activities

(as determined by each agency) in
support of intelligence, homeland
security, defense, or other national
security missions.

(m) Written, or in writing, for
purposes of this part, refers to
writing

on a tangible medium (e.g., paper)
or in

an electronic format.

3. “Fluid” means a normal body
excretion or any fluid formed by
normal or pathological body pro-
cesses obtained during diagnostic or
therapeutic procedures conducted
for the benefit of the human subject.

Not relevant to this analysis

Not relevant to this
analysis

4. “Tissue” means part or all of
any organ of a human subject re-
moved during a diagnostic or ther-
apeutic procedure conducted for
the benefit of the human subject.

Not relevant to this analysis

Not relevant to this
analysis

5. “Voluntary informed consent”

(b) Basic elements of informed

Yes, except as noted

an
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means the legally effective knowing
consent of an individual or his legal-
ly authorized representative, so situ-
ated as to be able to exercise free
power of choice without undue in-
ducement or any element of force,
fraud, deceit, duress or other form of
constraint or coercion.

With regard to the conduct of human
research, the basic elements of in-
formation necessary to such consent
include:

(a) a fair explanation to the indi-
vidual of the procedures to be fol-
lowed, and their purposes, includ-
ing identification of any procedures
which are experimental;

(b) a description of any attendant
discomforts and risks reasonably to
be expected;

(c) a description of any benefits
reasonably to be expected;

(d) a disclosure of any appropriate
alternative procedures that might
be advantageous for the individual;

(e) an offer to answer any inquiries
by the individual concerning the
procedures; and

(f) an instruction that the individual
is free to withdraw his consent and to
discontinue participation in the hu-
man research at any time without
prejudice to him.

consent. Except as provided in
paragraph (d), (e), or (f) of this
section,

in seeking informed consent the fol-
lowing information shall be provid-
ed

to each subject or the legally
authorized

representative:

(1) A statement that the study
involves research, an explanation
of the

purposes of the research and the
expected duration of the subject’s
participation, a description of the
procedures to be followed, and
identification of any procedures
that are

experimental;

(2) A description of any reasonably
foreseeable risks or discomforts to
the

subject;

(3) A description of any benefits to
the

subject or to others that may
reasonably

be expected from the research;

(4) A disclosure of appropriate al-
ternative procedures or courses of
treatment, if any, that might be ad-
vantageous to the subject;

(5) A statement describing the
extent,

if any, to which confidentiality of
records identifying the subject will
be

maintained;

(6) For research involving more
than

minimal risk, an explanation as to
whether any compensation and
an explanation as to whether any
medical

treatments are available if injury
occurs

and, if so, what they consist of, or
where

further information may be
obtained;

further below in the
analysis of PHL § 2442
Informed Consent.

Specifically, the Common
Rule’s basic requirement
for informed consent in-
cludes and exceeds the
NYS requirement, except
as noted further below in
the analysis of PHL § 2442
Informed Consent.
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(7) An explanation of whom to
contact for answers to pertinent
questions about the research
and research subjects’ rights,
and whom to

contact in the event of a research-
related

injury to the subject;

(8) A statement that participation
is voluntary, refusal to participate
will

involve no penalty or loss of
benefits to

which the subject is otherwise enti
tled,

and the subject may discontinue par-
ticipation at any time without penal-
ty or loss of benefits to which the
subject is otherwise entitled; and

(9) One of the following statements
about any research that involves
the

collection of identifiable private in-
formation or identifiable biospeci-
mens:

(i) A statement that identifiers

might

be removed from the identifiable
private

information or identifiable biospec-
imens and that, after such removal,
the information or biospecimens
could be used for future

research studies or distributed to
another investigator for future re-
search

studies without additional informed
consent from the subject or the legal-
ly

authorized representative, if this
might

be a possibility; or

(ii) A statement that the subject’s
information or biospecimens col-
lected

as part of the research, even if
identifiers are removed, will not be
used

or distributed for future research
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studies.

(c) Additional elements of in-
formed consent. Except as provided
in paragraph (d), (e), or (f) of this
section,

one or more of the following ele-
ments

of information, when appropriate,
shall

also be provided to each subject or
the

legally authorized representative:

(1) A statement that the particu-
lar treatment or procedure may
involve

risks to the subject (or to the
embryo or

fetus, if the subject is or may
become

pregnant) that are current-

ly unforeseeable;

(2) Anticipated circumstances
under

which the subject’s participation
may be

terminated by the investigator
without

regard to the subject’s or the
legally

authorized  representative’s
consent;

(3) Any additional costs to the
subject

that may result from participation
in the

research;

(4) The consequences of a

subject’s

decision to withdraw from the re-
search

and procedures for order-

ly termination

of participation by the subject;

(5) A statement that significant

new

findings developed during the
course of

the research that may relate to the)
subject’s willingness to continue par-
ticipation will be provided to

34
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the sub-
ject;

(6) The approximate number of
subjects involved in the study;

(7) A statement that the subject’s
biospecimens (even if identifiers
are

removed) may be used for commer-
cial

profit and whether the subject will
or

will not share in this commercial
profit;

(8) A statement regarding wheth-
er clinically relevant research re-
sults, including individual re-
search results,

will be disclosed to subjects, and if
S0,

under what conditions; and

(9) For research involving biospec-
imens, whether the research will

(if known) or might include whole
genome sequencing (i.e., sequenc-
ing of

a human germline or somatic
specimen

with the intent to generate the ge-|
nome

or exome sequence of that
specimen).

(d) Elements of broad consent for
the

storage, maintenance, and
secondary

research use of identifiable private
information or identifiable biospec-
imens. Broad consent for the
storage, maintenance, and
secondary

research use of identifiable private|
information or identifiable biospec-
imens (collected for either research
studies other than the proposed
research or nonresearch purposes)
is

permitted as an alternative to the in-|
formed consent requirements in

NYSBA Health Law Journal | Winter 2018 | Vol. 23 | No. 3

35



paragraphs (b) and (c) of this
section. If

the subject or the legally
authorized

representative is asked to provide
broad

consent, the following shall be pro-|
vided

to each subject or the subject’s
legally

authorized representative:

(1) The information required in
paragraphs (b)(2), (b)(3), (b)(5),
and

(b)(8) and, when appropriate, (c)(7)
and

(9) of this section;

(2) A general description of the
types

of research that may be conducted
with

the identifiable private information
or

identifiable biospecimens. This de-
scription must include sufficient
information such that a reasonable
person would expect that the
broad consent would permit the
types of research conducted;

(3) A description of the identifiable
private information or identifiable
biospecimens that might be used in
research, whether sharing of identi-
fiable

private information or identifiable
biospecimens might occur, and the
types of institutions or researchers
that

might conduct research with the
identifiable private information or
identifiable biospecimens;

(4) A description of the period of
time

that the identifiable private infor-
mation

or identifiable biospecimens may
be

stored and maintained (which
period of

time could be indefinite), and a de-
scription of the period of time that
the

36
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identifiable private information or
identifiable biospecimens may be
used

for research purposes (which
period of

time could be indefinite);

(5) Unless the subject or legally
authorized representative will
be provided details about specif-

ic research

studies, a statement that they will
not be

informed of the details of any
specific

research studies that might be con-
ducted using the subject’s
identifiable private information or
identifiable biospecimens, includ-
ing the

purposes of the research, and that
they

might have chosen not to consent
to

some of those specific research
studies;

(6) Unless it is known that

clinically

relevant research results, including
individual research results, will be
disclosed to the subject in all cir-
cumstances, a statement that such
results may not be disclosed to the
subject; and

(7) An explanation of whom to
contact for answers to questions
about

the subject’s rights and about
storage

and use of the subject’s identifiable
private information or identifiable
biospecimens, and whom to con-
tact in

the event of a research-related
harm.

6. “Researcher” means any person
licensed under title VIII of the edu-
cation law to perform diagnosis,
treatment, medical services, pre-
scription or therapeutic exercises

with regard to or upon human be-
ings, or any other person deemed

46 CFR § 102

(e)(1) Human subject means a
living

individual about whom

an investigator

(whether professional or student)

Yes - While the Common
Rule does not define
Researcher” , it uses the
term “investigator” for
any person conducting
human subject research.
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appropriately competent and qual-
ified by a human research review
committee as provided by section
twenty-four hundred forty- four of
this chapter.

conducting research:

(i) Obtains information or bio-
specimens through intervention or
interaction with the individual,
and uses, studies, or analyzes the
information or biospecimens; or

(ii) Obtains, uses, studies, analyzes,
or

generates identifiable private infor-
mation or identifiable biospecimens.

See analysis of PHL §
2443 further below.

§ 2442. Informed consent

No human research may be conduct-
ed in this state in the absence of the
voluntary informed consent sub-
scribed to in writing by the human
subject.

If the human subject be a minor,
such consent shall be subscribed to
in writing by the minor’s parent or
legal guardian.

If the human subject be otherwise
legally unable to render consent,
such consent shall be subscribed to
in writing by such other person as
may be legally empowered to act on
behalf of the human subject.

No such voluntary informed consent
shall include any language through
which the human subject waives, or
appears to waive, any of his legal
rights, including any release of any
individual, institution or agency, or
any agents thereof, from liability for
negligence.

§1.116 General Requirements for
Informed Consent

(@) General. General requirements
for

informed consent, whether written
or

oral, are set forth in this paragraph
and

apply to consent obtained in
accordance

with the requirements set forth in|
paragraphs (b) through (d) of this
section. Broad consent may be ob-
tained

in lieu of informed consent
obtained in

accordance with paragraphs (b) and
©

of this section only with respect to
the

storage, maintenance, and
secondary

research uses of identifiable private
information and identifiable bio-
specimens. Waiver or alteration of
consent in research involving
public

benefit and service programs con-
ducted

by or subject to the approval of
state or

local officials is described in
paragraph

(e) of this section. General waiver
or

alteration of informed consent is de-
scribed in paragraph (f) of this sec-
tion. Except as provided elsewhere

Yes, except as noted below:

Overall, the Common Rule’s
basic requirements for in-
formed consent include and
exceed the NYS require-
ments.

However, the Common Rule
allows an IRB to waive or al-
ter informed consent under
narrow circumstances de-
scribed in § 45.116(e) and (f).
There is no such waiv-
er/alteration mechanism
under PHL 24-A.

But to qualify for the waiver,
the activity must involve “no
more than minimal risk.
Such activity (e.g., a question-
naire, survey or medical rec-
ord review) is unlikely to
meet the PHL Article 24-A
definition of human subject
research.

«
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in this policy:

(1) Before involving a human
subject

in research covered by this policy,
an

investigator shall obtain the legally|
effective informed consent of the
subject

or the subject’s legally authorized
representative.

(2) An investigator shall seek in-
formed consent only under cir-
cumstances that provide the pro-
spective subject or the legally au-
thorized representative sufficient
opportunity to discuss and consid-
er whether or not to participate
and that

minimize the possibility of
coercion or

undue influence.

(3) The information that is given to
the subject or the legally author-
ized

representative shall be in language
understandable to the subject or the
legally authorized representative.

(4) The prospective subject or the
legally authorized representative
must

be provided with the information
that a

reasonable person would want to
have

in order to make an informed deci
sion

about whether to participate, and
an

opportunity to discuss that infor-
mation.

(5) Except for broad consent
obtained

in accordance with paragraph (d)
of this

section:

(i) Informed consent must begin
with

a concise and focused presentation
of

the key information that is most
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likely

to assist a prospective subject or
legally

authorized representative in under-
standing the reasons why one might
or might not want to participate
in the research. This part of the
informed consent must be or-
ganized

and presented in a way
that facilitates

comprehension.

(if) Informed consent as a whole
must

present information in sufficient de-
tail

relating to the research, and must
be

organized and presented in a way
that

does not merely provide lists of
isolated

facts, but rather facilitates the pro-
spective subject’s or legally author-
ized representative’s

understanding of the reasons
why one

might or might not want to partici-
pate.

(6) No informed consent may
include

any exculpatory language
through which the subject or the
legally authorized representative
is made to

waive or appear to waive any of
the

subject’s legal rights, or releases or
appears to release the investigator,
the

sponsor, the institution, or its
agents

from liability for negligence.

[Paragraphs (b) - (d) are addressed
alongside PHL § 2441(5) above.

(e) Waiver or alteration of consent
in

research involving public benefit
and

service programs conducted by or

40
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subject to the approval of state or
local

officials —

(1) Waiver. An IRB may waive the
requirement to obtain informed
consent for research under para-
graphs

(a) through (c) of this section,
provided

the IRB satisfies the requirements

of

paragraph (e)(3) of this section. If
an

individual was asked to pro-
vide broad

consent for the storage,
maintenance,

and secondary research use of iden-
tifiable private information or identi-|
fiable biospecimens in accordance
with the requirements at para-
graph (d)

of this section, and refused to con-
sent,

an IRB cannot waive consent for
the

storage, maintenance, or secondary
research use of the identifiable pri-
vate

information or identifiable biospec-
imens.

(2) Alteration. An IRB may
approve a

consent procedure that omits some,
or

alters some or all, of the elements
of

informed consent set forth in
paragraphs

(b) and (c) of this section provided
the

IRB satisfies the requirements of
paragraph (e)(3) of this section. An|
IRB

may not omit or alter any of the
requirements described in par-
agraph (a)

of this section. If a broad consent
procedure is used, an IRB may not
omit

or alter any of the elements
required

under paragraph (d) of this section.
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(3) Requirements for waiver and
alteration. In order for an IRB to
waive

or alter consent as described in this
subsection, the IRB must find and|
document that:

(i) The research or demonstra-
tion project is to be conducted by
or subject

to the approval of state or local
government officials and is de-
signed to

study, evaluate, or otherwise exam-
ine:

(A) Public benefit or service
programs;

(B) Procedures for obtaining
benefits

or services under those programs;
(C) Possible changes in or
alternatives

to those programs or procedures; or
(D) Possible changes in methods or
levels of payment for benefits or
services under those programs; and

(if) The research could not
practicably

be carried out without the waiver
or

alteration.

(f) General waiver or alteration of
consent —

(1) Waiver. An IRB may waive the
requirement to obtain informed
consent for research under para-
graphs

(a) through (c) of this section,
provided

the IRB satisfies the requirements
of

paragraph (f)(3) of this section. If
an

individual was asked to pro-
vide broad

consent for the storage,
maintenance,

and secondary research use of iden-
tifiable private information or identi-
fiable biospecimens in accordance
with the requirements at para-

graph (d)
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of this section, and refused to con-
sent,

an IRB cannot waive consent for
the

storage, maintenance, or secondary
research use of the identifiable pri-
vate

information or identifiable biospec-
imens.

(2) Alteration. An IRB may
approve a

consent procedure that omits some,
or

alters some or all, of the elements

of

informed consent set forth in
paragraphs

(b) and (c) of this section provided
the

IRB satisfies the requirements of
paragraph (f)(3) of this section. An|
IRB

may not omit or alter any of the
requirements described in par-
agraph (a)

of this section. If a broad consent
procedure is used, an IRB may not
omit

or alter any of the elements
required

under paragraph (d) of this section.

(3) Requirements for waiver and
alteration. In order for an IRB to
waive

or alter consent as described in this
subsection, the IRB must find and|
document that:

(i) The research involves no more
than minimal risk to the subjects;
(ii) The research could not
practicably

be carried out without the
requested

waiver or alteration;

(iii) If the research involves using
identifiable private information or
identifiable biospecimens, the re-
search

could not practicably be carried out
without using such information or
biospecimens in an identifiable for-
mat;

(iv) The waiver or alteration will
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not

adversely affect the rights and wel-
fare of

the subjects; and

(v) Whenever appropriate, the
subjects or legally authorized
representatives will be provided
with

additional  pertinent  infor-
mation after

participation.

(g) Screening, recruiting, or de-
termining eligibility. An IRB
may

approve a research proposal in
which an

investigator will obtain information
or

biospecimens for the purpose of
screening, recruiting, or deter-
mining the

eligibility of prospective subjects
without the informed consent of
the

prospective subject or the subject’s
legally authorized representative, if
either of the following conditions
are

met:

(1) The investigator will obtain in-
formation through oral or written
communication with the prospec-
tive

subject or legally authorized repre-
sentative, or

(2) The investigator will obtain
identifiable private information or
identifiable biospecimens by ac-
cessing

records or stored identifiable bio-
specimens.

(h) Posting of clinical trial consent
form. (1) For each clinical trial con-
ducted or supported by a Federal
department or agency, one IRB ap-
proved

informed consent form used

to enroll subjects must be posted
by the

awardee or the Federal department
or
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agency component conducting the
trial

on a publicly available Federal

Web site

that will be established as a reposito-
ry

for such informed consent forms.

(2) If the Federal department or
agency supporting or conduct-

ing the

clinical trial determines that certain
information should not be made
publicly available on a Federal
Web site

(e.g. confidential commercial infor-
mation), such Federal department

or agency may permit or require
redactions to the information post-

ed.

(3) The informed consent form

must

be posted on the Federal Web site
after

the clinical trial is closed to re-
cruitment, and no later than 60
days

after the last study visit by any sub-
ject,

as required by the protocol.

(i) Preemption. The informed
consent

requirements in this policy are nof
intended to preempt any applicable
Federal, state, or local laws (includ-
ing

tribal laws passed by the official
governing body of an American
Indian

or Alaska Native tribe) that require
additional information to be disA
closed

in order for informed consent to be
legally effective.

(j) Emergency medical care.
Nothing

in this policy is intended to limit
the

authority of a physician to provide
emergency medical care, to the ex-
tent

the physician is permitted to do so
under applicable Federal, state, or
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local

law (including tribal law passed by
the

official governing body of an
American

Indian or Alaska Native tribe).

§ 2443. Conduct of human research
No one except a researcher shall
conduct human research in this

state.

No parallel provision

Yes. The Common Rule is
broad enough to encompass
PHL 24-A.

Specifically, the Common
Rule wuses the term °
investigator,”  without an

express definition, for the
person who conducts the re-
search. It then imposes re-
quirements (e.g., informed
consent, IRB approval, etc.)
on the investigator.

§ 2444. Human research review]
committees

1. Each public or private institution
or agency which conducts, or which
proposes to conduct or authorize,
human research, shall establish a
human research review committee.

Such committee shall be composed
of not less than five persons, ap-
proved by the commissioner, who
have such varied backgrounds as to
assure the competent, complete and
professional review of human re-
search activities conducted or pro-
posed to be conducted or authorized
by the institution or agency.

No member of a committee shall be
involved in either the initial or con-
tinuing review of an activity in
which he has a conflicting interest,
except to provide information re-
quired by the committee.

No committee shall consist entirely
of persons who are officers, employ-
ees, or agents of, or who are other-
wise associated with the institution
or agency, apart from their member-
ship on the committee, and

§ 46.107 IRB membership.

(a) Each IRB shall have at least five
members, with varying
backgrounds to

promote complete and
quate review

of research activities commonly
conducted by the institution. The
IRB

shall be sufficiently qualified

ade-

through
the experience and expertise of its
members (professional compe-
tence),

and the diversity of its members, in-
cluding race, gender, and cultural
backgrounds and sensitivity to such
issues as community attitudes, to
promote respect for its advice and
counsel in safeguarding the rights
and

welfare of human subjects. The IRB
shall be able to ascertain the ac-
ceptability of proposed research in
terms of institutional commitments
(including policies and resources)
and

regulations, applicable law, and
standards of professional conduct
and

practice. The IRB shall therefore

Yes. The Common Rule is
broad enough to encompass
PHL 24-A.

Specifically, the Common
Rule meets these PHL §
2444 requirements:

at least 5 members

diverse membership

safeguards against
conflicts of interest

cannot be composes
entirely of institu-
tion employees

cannot be composed
entirely of one
profession
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no committee shall consist entirely
of members of a single professional

group.

include

persons knowledgeable in these
areas. If

an IRB regularly reviews research
that

involves a category of subjects that
is

vulnerable to coercion or undue
influence, such as children,
prisoners,

individuals with impaired decision
making

capacity, or economically or
educationally disadvan-

taged persons,

consideration shall be given to the
inclusion of one or more individu-
als

who are knowledgeable about
and experienced in working with
these categories of subjects.

(b) Each IRB shall include at least
one

member whose primary concerns
are in

scientific areas and at least one
member

whose primary concerns are in
nonscientific areas.

(c) Each IRB shall include at least
one

member who is not otherwise affili|
ated

with the institution and who is
not part

of the immediate family of a
person who

is affiliated with the institution.

(d) No IRB may have a member
participate in the IRB’s initial or
continuing review of any project in
which the member has a conflict-
ing

interest, except to provide
information

requested by the IRB.

(e) An IRB may, in its discretion,
invite individuals with competence
in
special areas to assist in the review
of
issues that require expertise beyond
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or
in addition to that available on the
IRB.

These individuals may not vote
with the

IRB.

2. The human research review com-
mittee in each institution or agency
shall require that institution or agen-
cy to promulgate a statement of
principle and policy in regard to the
rights and welfare of human subjects
in the conduct of human research,
and the committee and the commis-
sioner shall approve that statement
prior to its taking effect.

The committee shall review each
proposed human research project to
determine

(1) its necessity;

(2) that the rights and welfare of the
human subjects involved are ade-
quately protected,

(3) that the risks to the human sub-
jects are outweighed by the poten-
tial benefits to them or by the im-
portance of the knowledge to be
gained;

(4) that the voluntary informed con-
sent is to be obtained by methods
that are adequate and appropriate,
and

(5) that the persons proposed to con-
duct the particular medical research
are appropriately competent and
qualified.

The committee shall periodically ex-
amine each existing human research
project with regard to the proper
application of the approved princi-
ples and policies which the institu-
tion or agency has promulgated.
The committee shall report any vio-
lation to the commissioner.

In addition to the voluntary informed

§46.108 IRB functions and opera-
tions.

(@) In order to fulfill the re-
quirements

of this policy each IRB shall:

(3) Establish and follow written
procedures for:

(i) Conducting its initial and con-
tinuing review of research and for
reporting its findings and actions to
the

investigator and the institution;

(ii) Determining which projects
require review more often than
annually

and which projects need

verification

from sources other than the
investigators that no material
changes

have occurred since previous IRB
review; and

(iii) Ensuring prompt reporting
to the

IRB of proposed changes in a
research

activity, and for ensuring that
investigators will conduct the
research

activity in accordance with the
terms of

the IRB approval until any
proposed

changes have been reviewed and
approved by the IRB, except when
necessary to eliminate apparent
immediate hazards to the subject.

(4) Establish and follow written
procedures for ensuring prompt
reporting to the IRB; appropriate
institutional officials; the depart-
ment or

Yes, except as noted further
below.

Specifically, the Common
Rule sections 46.108 and
46.111 prompt the IRB to
determine, in substance if
not always terminology:

.that the proposed project
is necessary, that the rights
and welfare of the human
subjects involved are ade-
quately protected, that the
risks to the human subjects
are outweighed by the po-
tential benefits to them or
by the importance of the
knowledge to be gained,
that the voluntary in-
formed consent is to be ob-
tained by methods that are
adequate and appropriate,
and that the persons pro-
posed to conduct the par-
ticular medical research
are appropriately compe-
tent and qualified.

. that the IRB must period-
ically examine each pro-
ject;

However, the Common Rule
does not meet PHL § 2444
standard in three respects:

1. Statement of principle
and policy. The Common
Rule does not require
Commissioner approval of a
statement of principle and
policy; Section §2444 does,
in its opening sentence.
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consent of the proposed human sub-
ject as required by section twenty-
four hundred forty-two of this chap-
ter, the consent of the committee
and the commissioner shall be re-
quired with relation to the

conduct of human research involving
minors, incompetent persons, men-
tally disabled persons and prisoners.

agency head; and the Office for
Human

Research Protections, HHS, or any
successor office, or the equivalent
office

within the appropriate Feder-

al department or agency of

(i) Any unanticipated problems in-
volving risks to subjects or others
or

any serious or continuing non-
compliance with this policy or the
requirements or determinations of
the

IRB; and

(ii) Any suspension or termina-
tion of
IRB approval.

(b) Except when an expedited
review

procedure is used (as described in
§11.110), an IRB must review
proposed research at convened
meetings

at which a majority of the members|
of

the IRB are present, including at
least

one member whose primary
concerns

are in nonscientific areas. In order
for

the research to be approved, it shall
receive the approval of a majority
of

those members present at the meet-
ing.

(Approved by the Office of Man-
agement and
Budget under
0990-0260)
§11.109 IRB review of research.

(a) An IRB shall review and have
authority to approve, require mod-
ifications in (to secure approval),
or

disapprove all research activities
covered by this policy, including
exempt research activities under
§11.104 for which limited IRB
review

is a condition of exemption (under

Control Number

2. Expedited review. The
Common Rule offers an ex-
pedited review process, in
which the IRB chair and an-
other experienced member
may approve limited catego-
ries of research and minor
modifications to approved
research. Section 2444 offers
no such process.

3. Vulnerable popula-
tions. The Common Rule
does not require Commis-
sioner approval of research
involving vulnerable popu-
lations. It requires instead
the following

(b) When some or all of the
subjects are likely to be vul-
nerable to coercion or undue
influence, such as children,
prisoners, pregnant women,
mentally disabled persons,
or economically or educa-
tionally disadvantaged per-
sons, additional safeguards
have been included in the
study to protect the rights
and welfare of these subjects.
It specifies those safeguards
for children, prisoner and
pregnant women in Subparts
B, Cand D.
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§ 11.104(d)(2)(iii), (d)3)()(C), and
(d)(7), and (8)).

(b) An IRB shall require that in-
formation given to subjects (or
legally

authorized representatives,
when appropriate) as part of in-
formed consent

is in accordance with §11.116. The
IRB may require that information,
in

addition to that specifically
mentioned

in §11.116, be given to the subjects
when in the IRB’s judgment the in-
formation would meaningfully
add to

the protection of the rights and
welfare

of subjects.

(c) An IRB shall require documen-
tation of informed consent or

may waive documentation in ac-
cordance with §11.117.

(d) An IRB shall notify
investigators

and the institution in writing of its
decision to approve or disap-
prove the

proposed research activity, or of
modifications required to secure
IRB

approval of the research activity. If
the

IRB decides to disapprove a
research

activity, it shall include in its
written

notification a statement of the
reasons

for its decision and give the investi-|
gator

an opportunity to respond in per-
son or

in writing.

(e) An IRB shall conduct
continuing

review of research requiring review|
by
the convened IRB at intervals ap-
propriate to the degree of risk,
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not
less than once per year, except as de-
scribed in § 11.109(f).

(f)(1) Unless an IRB determines
otherwise, continuing review of
research is not required in the
following

circumstances:

(i) Research eligible for expedited
review in accordance with §11.110;

(ii) Research reviewed by the IRB
in

accordance with the limited IRB re-
view

described in §11.104(d)(2)(iii),
(@)(O), or (d)(7) or (8);

(iii) Research that has progressed
to

the point that it involves only one
or

both of the following, which are
part of

the IRB-approved study:

(A) Data analysis, including
analysis

of identifiable private information
or

identifiable biospecimens, or

(B) Accessing follow-up clinical
data

from procedures that subjects
would

undergo as part of clinical care.

(2) [Reserved.]

(g) An IRB shall have authority to
observe or have a third party ob-
serve the

consent process and the research.
(Approved by the Office of Man-
agement and

Budget under Control Number
0990-0260)

§ 11.111 Criteria for IRB approval
of

research.

(@) In order to approve research
covered by this policy the IRB
shall

determine that all of the following
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requirements are satisfied:

(1) Risks to subjects are mini-
mized:

(i) By using procedures that are
consistent with sound research
design

and that do not unnecessari-
ly expose

subjects to risk, and

(if) Whenever appropriate, by
using

procedures already being
performed on

the subjects for diagnostic or
treatment

purposes.

(2) Risks to subjects are reasonable
in

relation to anticipated benefits, if
any, to

subjects, and the importance of the
knowledge that may reasonably be
expected to result. In evaluating
risks

and Dbenefits, the IRB

should consider

only those risks and benefits that
may

result from the research (as
distinguished from risks and
benefits of

therapies subjects would receive
even if

not participating in the research).
The

IRB should not consider possible
long range

effects of applying knowledge
gained in the research (e.g., the
possible

effects of the research on public
policy)

as among those research risks that
fall

within the purview of its responsi-

bility.

(3) Selection of subjects is
equitable.

In making this assessment the IRB
should take into account the pur-
poses of

the research and the setting in
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which

the research will be conducted. The
IRB

should be particularly cognizant of
the

special problems of research that
involves a category of subjects
who are

vulnerable to coercion or undue
influence, such as children,
prisoners,

individuals with impaired deci
sionmaking

capacity, or economically or
educationally disadvan-
taged persons.

(4) Informed consent will be
sought

from each prospective subject or
the

subject’s legally authorized repre-
sentative, in accordance with, and
to the extent required by, §11.116.

(5) Informed consent will be ap-
propriately documented or appro-
priately waived in accordance with
§1.117.

(6) When appropriate, the re-
search plan makes adequate pro-
vision for monitoring the data col-
lected to ensure

the safety of subjects.

(7) When appropriate, there are
adequate provisions to protect the
privacy of subjects and to maintain
the

confidentiality of data.

(i) The Secretary of HHS will, after
consultation with the Office of
Management and Budget’s privacy
office

and other Federal departments and
agencies that have adopted this poli-
cy,

issue guidance to assist IRBs in
assessing what provisions are
adequate

to protect the privacy of subjects
and to

maintain the confidentiality of
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data.
(ii) [Reserved.]

(8) For purposes of conducting the
limited IRB review required by
§11.104(d)(7)), the IRB need not
make

the determinations at paragraphs
(a)(1)

through (7) of this section, and
shall

make the following determinations:

(i) Broad consent for storage,
maintenance, and secondary
research

use of identifiable private infor-
mation
or identifiable biospecimens is ob-
tained

in accordance with the re-
quirements of

§ 11116(a)(1)-(4), (a)(6), and (d);

(ii) Broad consent is appropriately
documented or waiver of docu-
mentation is appropriate, in ac-
cordance with §11.117; and

(iii) If there is a change made for
research purposes in the way the
identifiable private information or
identifiable  biospecimens are
stored or

maintained, there are adequate pro-
visions to protect the privacy of sub-
jects and to maintain the confidenti
ality of data.

(b) When some or all of the
subjects

are likely to be vulnerable to
coercion or

undue influence, such as children,
prisoners, individuals with im-
paired

decision-making capacity, or eco-
nomically or educationally disad-
vantaged persons, additional
safeguards have been included in
the

study to protect the rights and wel
fare

of these subjects.
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3. Each person engaged in the con-
duct of human research or proposing
to conduct human research shall affil-
iate himself with an institution or
agency having a human research re-
view committee, and such human re-
search as he conducts or proposes to
conduct shall be subject to review by
such committee in the manner set
forth in this section.

§ 46.109 IRB review of research.

(@) An IRB shall review and have
authority to approve, require mod-
ifications in (to secure approval),
or

disapprove all research activities
covered by this policy, including
exempt research activities under
§11.104 for which limited IRB
review

is a condition of exemption (under
§ 1.104(d)(2)(iii), (d)(3)(i)(C), and
(d)(7), and (8)).

Yes - The Common Rule in-
cludes and exceeds the NYS
standard with respect to re-
quiring IRB approval of
human subjects research.

§ 2445. Applicability The provi-
sions of this article shall not apply to
the conduct of human research
which is subject to, and which is in
compliance with, policies and regula-
tions promulgated by any agency of
the federal government for the pro-
tection of human subjects.

Not relevant to this analysis

Not relevant to this analysis

§ 2446. Rules and regulations The
commissioner shall have the power
to promulgate such rules and regula-
tions as shall be necessary and prop-
er to effectuate the purposes of this
article.

Not relevant to this analysis

Not relevant to this analysis
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Emerging Issues in Using Mobile Apps

for Clinical Research
By Nathan Prystowsky and Jonathan Walland

Since the advent of smart phones, lawmakers and
regulators have been slow to react to the exponential de-
velopment of mobile health apps. Health lawyers faced
with advising clients on the first generation of mobile
health apps faced the daunting task of trying to situate
novel technologies onto laws that were promulgated in
a pre-digital age: Could a given app be deemed a medi-
cal device subject to FDA regulation? When are use and
disclosure of medical information in an app subject to
the provisions of HIPAA? Are direct-to-consumer health
apps created by non-medical entities subject to any kind
of regulation?

Recent settlements, FDA guidance, and safe harbors
for limited functionality health apps have provided some
emerging frameworks and regulatory assurances. How-
ever, a key area of regulatory uncertainty remains in the
use of mobile health apps for clinical research. Depending
on the research aims and the nature of the parties con-
ducting and sponsoring a given research study, it may be
subject to an overlapping web of laws, regulations, and
standards including the Federal Policy for the Protection
of Human Subjects (also known as the “Common Rule”),
FDA drug or device testing regulations, and G.C.P. (Good
Clinical Practice). A recurring theme they all share, is the
paramount importance of data reliability and accuracy.

Historically, clinical research data has been generated
and collected by trained healthcare workers using stan-
dard collection methods and verifiable source documents.
But smart phone-enabled mobile health apps offer the
tantalizing prospect of real-world, continuous, and real-
time interaction with research subjects. A number of use
cases exist for mobile health apps in a research context:

* A mobile app might be used to collect self-reported
data from research subjects;

* A mobile app might be used as a health
intervention;

* A mobile app might be used to collect and mea-
sure quantitative biometric values from a research
subject using a smart phone’s built-in functionality
or peripherals including wearables.

We hypothesize that both regulators and study spon-
sors will increasingly be interested in using mobile apps
for the third purpose, in order to provide more reliable
real-time data that is potentially superior to the “snap-
shot” approach provided by weekly or monthly research
subject visits to an investigator’s laboratory or clinic. Yet
two intertwined challenges remain to the widespread
implementation of mobile apps in clinical research: (i)
the need to validate the technology behind mobile health

apps, and (ii) the need to develop regulatory frameworks
that support the use of mobile health app technology in
research.

This article will begin with an overview of the chal-
lenges raised by using mobile health apps and devices
in a research context. We will summarize the regulatory
landscape for mobile health apps and offer suggestions
for lawyers advising clients who want to conduct research
involving mobile apps in the life sciences sector.

FDA Regulation of Mobile Apps

The FDA'’s 2015 Guidance on Mobile Medical Ap-
plications, defined mobile application or “mobile app” as
“a software application that can be executed (run) on a
mobile platform (i.e., a handheld commercial off-the-shelf
computing platform, with or without wireless connectiv-
ity), or a web-based software application that is tailored
to a mobile platform but is executed on a server.”! An
enhanced category of mobile medical app was designated
for mobile apps that also satisfied the Food Drug and
Cosmetic Act’s criteria for a medical device and were in-
tended “to be used as an accessory to a regulated medical
device; or to transform a mobile platform into a regulated
medical device.”? Initially, the underlying criteria for
whether a mobile app should be deemed a medical de-
vice drew on the familiar FDA analysis of whether it was
meant for “the diagnosis of disease or other conditions, or
the cure, mitigation, treatment, or prevention of disease,
or is intended to affect the structure or any function” of
the human body. These criteria were further modified by
the medical device definition in the 21st Century Cures
Act and subsequent guidance, which moved some ex-
amples of mobile apps for which FDA intends to exercise
enforcement discretion to the class of mobile apps that
FDA categorically deems not medical devices.?

FDA guidance has identified three broad categories of
mobile app technology that would be deemed “regulated
medical devices,” subject to one of the existing medi-
cal device approval pathways (e.g., premarket review,
510(k) exemption etc.): (i) mobile apps that connect to a
medical device for purposes of active patient monitoring,
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or analyzing medical device data; (ii) mobile apps that
transform a mobile platform into a medical device by
using attachments, display screens, sensors or by includ-
ing functionalities similar to those of currently regulated
medical devices; and (iii) mobile apps that function as
regulated software by performing patient-specific analy-
sis, diagnosis, or treatment recommendations.

The FDA guidance provides instructive examples
of technology across disparate medical disciplines that
would likely fit the foregoing criteria: (i) apps that pro-
vide the ability to control inflation and deflation of a
blood pressure cuff through a mobile platform; (ii) mo-
bile apps that control the delivery of insulin on an insulin
pump by transmitting control signals to the pumps from
the mobile platform; (iii) mobile apps that use peripheral
attachments to perform medical device functions, such
as attachment of a blood glucose strip reader to a mobile
platform to function as a glucose meter; (iv) attachment
of electrocardiograph (ECG) electrodes to a mobile plat-
form to measure, store, and display ECG signals; (v)
a mobile app that uses the built-in accelerometer on a
mobile platform to collect motion information for moni-
toring sleep apnea; (vi) a mobile app that uses sensors
(internal or external) on a mobile platform for creating
an electronic stethoscope function, thus transforming
the mobile platform into an electronic stethoscope; (vii)
patient monitoring mobile apps that monitor a patient
for heart rate variability from a signal produced by an
electrocardiograph, vectorcardiograph, blood pressure
monitor and would be classified as cardiac monitoring
software; and (viii) treatment planning software apps
that use patient-specific parameters and calculate dosage
or create a dosage plan for radiation therapy.

On the other end of the spectrum, are “low risk”
technologies and functionalities which FDA has repeat-
edly identified in its guidance for enforcement discretion,
or more recently under the 21st Century Cures Act, as
irrefutably “not regulated devices.” These include many
consumer and health care provider (HCP) health apps
intended to: (i) help coach patients to make diet, exer-
cise, and lifestyle improvements, (ii) help patients track
and organize their health information; (iii) serve as EMR
portals that enable patient access to medical records and
related instructional health articles to manage symptoms;
(iv) serve as telemedicine portals that enable patients to
communicate with HCPs via a device’s sound and video
functionality; and (v) function as HCP clinical tools that
perform very basic calculations such as Body Mass Index.

Use of Mobile Apps and Wearables in Traditional
IRB-Approved Research

Initial deployment of mobile apps in clinical research
was often focused on collection of patient self-reported
data, including electronic pill diaries to monitor investi-
gational drug adherence, symptom diaries, adverse event
recording, and patient reported outcomes. One of the

earliest sources of recommendations was the FDA’s De-
cember 2009 guidance document, “Patient-Reported Out-
come Measures: Use in Medical Product Development to
Support Labeling Claims.”® This guidance defined patient
reported outcomes (PROs) as “any report of the status of
a patient’s health condition that comes directly from the
patient, without interpretation of the patient’s response
by a clinician or anyone else.”® FDA included suggestions
on the type of information suitable for PRO data, gener-
ally measurement of patient symptoms, disease severity,
and other concepts best known by the patient or best
measured from the patient perspective.” Of particular in-
terest for this article, was the guidance included in Section
IV. Clinical Trial Design, Subsection F. Specific Concerns
When Using Electronic PRO Instruments.

In a research context, mobile health app data, includ-
ing PRO data, would be considered a source document.
Accordingly, Subsection F raised several notable concerns
about the need for data reliability, including compliance
with FDA’s electronic data integrity standards set forth in
21 C.ER. § 11, and the need for investigators to ensure ac-
curate record keeping, maintenance, and access.® Another
key takeaway, was FDA’s emphasis on the proper alloca-
tion of responsibilities between sponsors and investiga-
tors. Because investigators are expected to control source
documents, FDA identified potential pitfalls when re-
search sponsors control electronic PRO tools. FDA recom-
mended that to satisfy the regulations, sponsors should
not have exclusive control over electronic tools that will
be relied upon as source documents, and that adequate
audit trails exist to ensure data are not modified.?

For clinical researchers interested in measuring
bodily function by collecting biometric device data from
a mobile app or wearable, the regulatory analysis should
include consideration of validation and testing to confirm
the accuracy and reliability of data generated. This is es-
pecially true if the mobile app or wearable functionality
crosses the line into the realm of “regulated medical de-
vice.” One could imagine a drug study conducted under
an Investigational New Drug (IND) application that uses
an unapproved medical device requiring its own regula-
tory pathway for an Investigational Device Exemption
(IDE). Validation of such mobile app or wearable for clini-
cal research uses might require pilot testing or head-to-
head comparisons with traditional data generated from
clinic visits, laboratory analysis, and physician-validated
assessment tools. Research sponsors will invariably face
the question of how much validation is needed before a
mobile app or wearable can be deemed sufficiently robust
to be deployed in a research study to gather submission-
quality data.

Although concerns about data privacy and confiden-
tiality have practically monopolized recent technology
discussions, we argue that traditional issues of quality
and data integrity should be the starting point when
developing mobile apps and wearables for clinical re-
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search. Data integrity is defined as the extent to which
data are complete, consistent, accurate, trustworthy and
reliable.!? Clinical research auditors have historically
used the acronym ALCOA as a pneumonic descriptor of
the relationship between source documents and the data
captured onto case report forms or electronic data capture
systems—data should be attributable, legible, contem-
poraneous, original, and accurate.!! For FDA-regulated
clinical research that will be used as part of a submission
for a new drug or device application, the standards set
forth in 21 C.ER. § 11 establish minimum criteria for data
integrity and reliability. These regulations distinguish be-
tween “open” versus “closed” systems. An open system
is one in which control of the system is not in the hands
of the individual responsible for generating the content
of the electronic record. Relying on data from mobile
apps and wearables can pose challenges for authenticat-
ing the identity of users and the veracity of information
collected. Outside of the controlled clinic environment, a
research subject might allow another household member
to use a mobile device or wearable. To what extent must
research sponsors and investigators authenticate the
identity of the mobile app users? Should such authentica-
tion be a one-time event when logging in or setting up
the device? Should there be periodic checks? How might
the reliability of data gathered from a mobile app or
wearable differ from data collected by an investigator or
research coordinator in a clinic setting?

The Food Drug and Cosmetic Act as well as regula-
tions under 21 C.ER. §§ 50 and 56 protect human subjects
participating in research for clinical trials. Generally,
consumer mobile health apps are not marketed as clinical
support medical devices that fall under 21 U.S.C. § 321
(h). When a mobile health application counts as “software
as a medical device” (SaMD under 21 U.S.C. § 321(h)), it
then requires an Investigational Device Exemption (IDE)
under 21 C.ER. § 812. This in turn further requires an
analysis of device in the trial for significant risk (SR), non-
significant risk (NSR), or exempt status.

While consideration of SaMD devices goes beyond
the scope of this article, it is worth noting that using mo-
bile health applications that fall outside of the SaMD reg-
ulatory framework can lead to clinical validation issues.
Devices outside of the SaMD framework presumably
have not gone through the FDA recommended principles
of software validation. The FDA has required software
validation as part of its design control provisions under
21 C.ER. § 820.30(g) in addition to other validation re-
quirements under 21 C.ER. § 11.10(a).

Industry guidance has been developing along with
technology to account for the appropriate compliance
considerations for software generally in the clinical re-
search setting. New guidance for collecting data from
electronic health record (EHR) systems that are interop-
erable with Electronic Data Capture Systems (EDC) for
clinical trials touches on many of the of the same interop-

erability points of consideration for using a mobile health
application.

The Office for Human Research Protection in the
Department of Health and Human Services (OHRP)
recommends that institutions have policies in place that
designate an individual or entity authorized to determine
whether research involving coded private information
constitutes human subject research. In the event the au-
thorized individual or entity determines the investigator
will know or may be able to readily ascertain the identity
of the individuals to whom the obtained private infor-
mation pertains, it would be considered human subject
research.

A human subject is defined by Federal Regulations as
“a living individual about whom an investigator conduct-
ing research obtains (1) data through intervention or in-
teraction with the individual, or (2) identifiable private in-
formation.” (45 C.ER. § 46.102(e)(1)). Identifiable private
information “includes information about behavior that
occurs in a context in which an individual can reasonably
expect that no observation is taking place” (such as a pub-
lic restroom) “and information which has been provided
for specific purposes by an individual and which the indi-
vidual can reasonably expect will not be made public (for
example, a health care record).” (45 C.ER. § 46.102(e)(4)).

IRB review of a proposed research study is required
unless the research project is determined to be exempt
under HHS regulations at 45 C.ER. 46.104. Otherwise, in-
formed consent of the subjects would be required unless
the IRB approved a waiver of informed consent under
45 C.ER. §§ 46.116(c) or (d). In the health care setting in-
formed consent can be particularly problematic because
HIPAA restricts the ability to obtain a compound individ-
ual privacy authorization, except in limited circumstance.
For example it may be possible incorporate a HIPAA Pri-
vacy authorization into a research consent in accordance
with 45 C.ER. § 164.508(b)(3) and (4).

As with IRB studies outside of FDA approved clini-
cal trials, there are issues with respect to obtaining the
consent of subjects. When informed consent is required,
the consent must include a statement describing the ex-
tent, if any, to which confidentiality of records identifying
the subject will be maintained according to 21 C.ER. §
50.25(a)(5). Since the FDA may inspect and copy records
relating to clinical investigations under 21 U.S.C. § 374
(a)(1) and 21 C.ER. §§ 312.58(a), 312.68, and 812.145(b)
the consent process should describe the possibility that
FDA inspectors and FDA submission reviewers may need
to review source material and electronic logs for mobile
app data, which in some cases may include communica-
tion between the research subject and HCPs. While some
EHR systems include audit mode capabilities that permit
regulatory inspection of medical records in a secure en-
vironment with direct patient identifiers removed, this
functionality might not exist in novel health and medical

apps.
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It is also worth noting that mobile health applica-
tions are not always capable of transmitting data in a
format that will be interoperable with the intended data
depository. The software being used to house, access, and
analyze the data in the research data repository often has
a different format that creates an obstacle hindering the
transmission and storage of data from a mobile health
application. This has implications for data integrity in
long-term storage situations where research may extend
beyond the lifecycle of the software. Consequently, data
management centers also need to be aware of data reten-
tion requirements.

Under 21 C.ER. §§ 312.62, 511.1(b)(7)(ii) and 812.140,
the clinical investigator must retain records required to
be maintained under §§ 312, 511.1(b), and 812, for a pe-
riod of time specified in these regulations. The retention
period should not be ignored. “White listing” software
upgrades throughout the software lifecycle (i.e., the
process of validating interoperability of new versions
with other interfaced software applications) is necessary
to preserve data integrity while also meeting the need
to update software that addresses current vulnerability
threats in the cyber security framework of the institu-
tion housing the research data repository. These issues
become especially relevant and challenging if expired
“legacy systems” that preserve data become inaccessible.
For example, the early generation iPhones have been
sun-setted by Apple, making them nearly unusable with
current operating systems and network environments.

Finally, in November of 2018, the FDA launched the
MyStudies app website, which includes open source
code to enable researchers and app developers to link
real world data and electronic health records in order
to support high-quality collection and use in regulatory
submissions.!? These tools are intended to comply with
the requirements of 21 C.ER. § 11 and enable efficiencies
in the drug development and safety monitoring pro-
cess.!3 In the long term, the ability to harness real world
evidence through so-called “pragmatic clinical trials”
might improve patient experience and accelerate the
drug development process. On the other hand, this may
lead to a diminished role for experienced clinical investi-
gators and researchers, as the clinical research and stan-
dard care world will increasingly converge. Questions
remain on how IRBs, sponsors, and investigators will
ensure adequate protections for human research subjects
if everyone’s smart phone becomes a medical data collec-
tion tool. These concerns have already started to surface
in the field of consumer health apps.

Clash of the Civilizations: Disruptive Technology
and Consumer Health Apps Meets Research
Regulators

Before the growing prevalence of mobile health
applications, the Institute of Medicine charged a Com-
mittee on Health Research and the Privacy of Health

Information to assess the HIPAA Privacy Rule and make
recommendations on facilitating health research while
maintaining protections for individual privacy. In its

2009 report, the committee noted “public opinion polls
suggest that a significant portion of the American public
would like to control all access to their medical records
for research via an individual consent mechanism.”!* Mo-
bile health apps have broad applications in these various
types of regulated research because of their ability to gen-
erate large quantities of scalable data.

Consumer health apps that collect health data are
already being used to support human subject research
covering a broad spectrum from recording vitals dur-
ing FDA-approved clinical trials and minimal risk IRB-
approved behavioral research. For this reason, research-
ers need to take into account important considerations
with respect to the types of data being generated in the
research setting and whether that data is protected data
under a regulatory scheme limiting its use in a research
setting.

The modern era of technology innovation has been
marked by a distinct obliviousness to legal and regulatory
requirements in the interest of speeding products and ser-
vices to market. In diverse areas such as online gambling,
taxi car service, and employee benefits, enthusiastic tech
entrepreneurs have launched start-up companies despite
in many cases being unfamiliar and non-compliant with
existing legal frameworks, or in other cases, choosing to
deliberately ignore them.

Health apps are no exception to this trend. Many
early health apps were developed by non-health care enti-
ties, unfamiliar with potential privacy concerns or per-
haps emboldened by their status as non-HIPAA covered
entities and their direct-to-consumer business model. In
many cases, user health data was collected and analyzed
for commercial data aggregation/monetization pur-
poses, or as part of research studies intended to validate
a mobile health app’s purported benefits. For example,
the 2014 launch of Apple’s HealthKit created a common
framework for developers to share patient-generated
health data (PGHD) among apps, services, and providers,
which at one point had over 1,500 apps developed that
could make use of a variety of PGHD including: data col-
lected, captured step counts, body measurements, vital
signs, exercise patterns, nutrition, reproductive health,
and sleep.' These adjuvant research uses of both fitness
and health-related mobile apps, initially caught lawmak-
ers and stakeholders off guard, and triggered a slow but
growing wave of regulation. Among the key concerns:
data privacy, data governance, and data permissioning.

Consequently, consumers have a growing concern
over what happens to their data, and data collected by
consumer wearables often does not have any relationship
to a covered entity and as such does not get protected
by HIPAA. With the growth of health information data
collected outside of the protected regulatory framework
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of HIPAA, or the IRB and FDA approval processes for
research, other agencies have taken action to use broad
consumer protection laws to create privacy protections
for mobile health applications.

The Federal Trade Commission (FTC) has designed
a consumer protection framework that requires certain
disclosures in the End User License Agreement (EULA).
Section 5 of the FTC Act authorizes the Commission to
challenge “unfair or deceptive acts or practices in or af-
fecting commerce.” 15 U.S.C. § 45(a). In April 2016, the
FTC launched a Mobile Health App web portal intended
to help guide developers towards regulatory compliance,
by highlighting some of the applicable laws in the field.!®
The site includes a HIPAA privacy decision tree tool, to
help determine which regulations might apply to mobile
health app developers.

Of particular interest for New York health lawyers,
the Attorney General’s Office (OAG) has relied on the
same consumer protection framework to aggressively
prosecute direct-to-consumer health app companies for
perceived shortcomings in device efficacy, privacy disclo-
sures, and research practices.!” In a trilogy of settlements
announced in 2017, three mobile health app manufac-
tures paid fines and agreed to cease making unsupported
functionality claims and bolster privacy risk disclosures
to consumers. The settlements involved the My Baby’s
Beat-Baby Heart Monitor App, the Heart Rate Moni-
tor, Heartbeat & Pulse Tracker, and the Cardiio-Heart
[sic] Rate Monitor.!® The OAG faulted the companies for
launching the products without adequate device valida-
tion and for gathering and sharing user data, including in
some cases health information, without informing users
that such data might not be protected by the HIPAA Pri-
vacy Rule.!? It is unclear to the authors if a court would
necessarily agree and impose an affirmative duty on a
non-HIPAA covered entity to inform users that they are
not subject to the HIPAA Privacy Rule, Security Rule, and
Breach Notification Rule, but there are several notewor-
thy clinical research concerns raised by the OAG in these
cases.

From a consumer protection perspective OAG was
displeased that all three app developers had launched
their products without sufficient testing. This was reflect-
ed in the settlement language emphasizing OAG'’s belief
on validation testing: “The testing must be performed by
researchers qualified by training and experience to con-
duct such testing.”?’ It seems clear that mere reliance on
software developers and product engineers may not be
enough. The regulators seem to be demanding that mo-
bile health apps be validated by researchers with clinical
research training and experience, especially mobile health
apps that might satisfy the earlier referenced FDA criteria
for regulated medical devices—i.e., those that measure
or monitor critical patient health conditions or seek to
replace existing regulated medical devices. Requiring
mobile health app developers to conduct validation stud-

ies may hamper innovation by adding to production costs
and product development timelines.

From a privacy protection perspective, OAG faulted
all three app developers for inadequate disclosures on
how they might aggregate, analyze, and disclose user
information to third parties. Although the settlements do
not make clear the extent to which the companies might
have intended to aggregate and monetize user health
information for subsequent research, OAG asserted that
collecting health data without clear warnings and user
consent would be seen as violations under NY General
Business Law §§ 349 and 350, and under NY Executive
Law § 63(12) deceptive business practices. This is espe-
cially noteworthy because many consumer health apps
have built their business model with an eye to non-IRB-
approved research consisting of user data aggregation
and data mining analytics.

The Next Frontier: Mobile Health Apps Data
Aggregation and Data Mining

The Office of the National Coordinator for Health In-
formation Technology (ONC) has recognized that PGHD
from consumer devices has the ability to enhance future
health care and research.?!

As an example, the ONC has recognized that re-
search-oriented platforms, such as Apple ResearchKit, of-
fers new recruitment methods that may speed up research
studies by increasing the rate of enrolment and making
it easier to build a dataset sufficient for analysis.?> The
exploration of using PGHD from consumer devices has
led to initiatives, such as the Precision Medicine Initiative,
which are being supported by the National Institute of
Health (NIH) and ONC by a Sync for Science pilot pro-
gram, which is “developing and testing the technology to
enable patients to share data from their clinicians” EHRs
with researchers.”?

Data generated by a mobile health application gener-
ally is classified in two ways. In its broadest sense, indi-
vidual health information generated, collected, and then
aggregated by a consumer health application is classified
as Individually Identifiable Health Information (IIHI).
More narrowly, IIHI that is created, received, maintained,
or transmitted by a HIPAA covered entity (e.g., health
plan, health care provider, or business associate) would be
considered Protected Health Information under HIPAA.%
Conversely, health information shared by a consumer or
between two consumers, independent of a covered entity
or business associate is not PHI under HIPAA.

However, as noted above, even if IIHI does not be-
come PHI under HIPAA it does not mean that the data
can be freely used. In the research setting there are three
broad sets of regulations that protect individuals who
volunteer their data to entities that seek to collect and
make use of that data for study. The Food Drug and Cos-
metic Act as well as regulations under 21 C.ER. §§ 50 and
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56 protect human subjects participating in research for
clinical trials. Human subject research for generalizable
knowledge requires compliance with 45 C.ER. § 46 (the
“Common Rule”) for the protection of human subjects.
Even if a given mobile health app research project would
be exempt from FDA regulation or the Common Rule,
in New York it might be subject to the New York State
clinical research laws under § 24-A of the Public Health
Law.? Although § 24-A contains exceptions for epide-
miological research and is focused on interventional
research, it does notably include psychological interven-
tions where there is no underlying therapeutic intent.

We believe that regulatory pressure, media scrutiny,
and growing public awareness might push mobile health
app developers to limit mobile health app data aggrega-
tion and data mining activities, or pursue a formal IRB
review and approval before embarking on big data anal-
yses of health data generated by consumer health apps.

Technical Regulatory Considerations for
Aggregating Mobile Health Data and Developing
Mobile Health Apps

Research sponsors and companies thinking of de-
veloping mobile health apps might consider engaging a
vendor to develop the software or technology that will
be used for research purposes. Such vendors might be
unfamiliar with privacy requirements and FDA data vali-
dation requirements. Accordingly, contracts with such
vendors should carefully address questions of intellectu-
al property ownership, allocation of risk for liability, and
indemnification. In addition, attention should be paid to
permitted uses of data, privacy considerations, breach
notification, data integrity, and data transfer.

In the electronic environment most data will exist in
one or more Structured Query Language (SQL) databas-
es, which are known by the technical term “instances,”
that are run by a larger software program functioning
for a particular industry purpose. One industry purpose
would be an ONC-certified EHR system. Whether the
information collected from a mobile health application
goes directly into an EHR, an academic research data-
base, or an FDA-regulated EDC System often changes the
analysis of how the data gets protected under the differ-
ent regulations governing human subject research.

Once the data migration path from the mobile health
application to the larger database is determined, further
analysis is needed to ascertain how to create a data re-
pository for mining purposes. To begin, a person charged
with identifying the applicable regulatory framework
should ask whether the mobile health app creates, re-
ceives, maintains, or transmits identifiable information. If
“yes,” the legal analysis might then turn to consideration
of the connection between the mobile health app and
any applicable covered entity under HIPAA 26 If the con-
sumer downloads a mobile health application and directs
it to transmit health data to an EHR that interoperability

arrangement alone does not create a business associate
relationship with the developer.?” On the other hand, if
the provider has a contract with the developer to perform
a covered function (e.g., for remote patient monitoring),
such developer may very well be creating and maintain-
ing that data on behalf of a covered entity.?®

If a proposed study makes use of a mobile health
app with a relationship to a covered entity that cannot
be avoided, it is worth considering whether the data can
be de-identified using an approved method, as described
below. The advantage of de-identification is that the
HIPAA Privacy Rule permits disclosure of de-identified
information, since it would no longer be considered PHI.
However, without de-identification the recipient of data
may have to enter into a data use agreement spelling out
certain safeguards required under the Privacy Rule.

The other advantage of using de-identified informa-
tion is that whether a given study is human research
depends upon the definition of human subject under 45
C.ER. § 46.102(e)(4). Obtaining identifiable private infor-
mation becomes individually identifiable according to the
OHRP when it can be linked to specific individuals by the
investigator(s) either directly or indirectly through coding
systems.?

There are two ways of de-identifying data under
HIPAA: (1) the expert determination method under
§ 164.514 (b)(1) or (2) the safe harbor method under §
164.514 (b)(2). The expert method requires a person with
“appropriate knowledge of an experience with generally
accepted statistical and scientific principles” to evaluate
the data set. Alternatively, the safe harbor method re-
quires the removal of eighteen (18) specific identifiers.

If the research can be performed with de-identified
data, then best practices would be to go through one of
the de-identifying processes to assemble the data reposi-
tory for research. However, the Institute of Medicine has
noted that many researchers find using de-identified data
sets problematic because the lack of essential identifiers
causes a form of self-selection that can bias results and
moreover limits the ability to use available metrics that
genuinely impact the outcome of a given study.*’ Another
emerging concern is the risk of re-identification, as com-
puting power increasingly allows for the re-identification
of individual subjects using minimal amounts of informa-
tion from de-identified datasets with available informa-
tion from social media networks, public records, and
other sources.

Conclusion

Mobile health app technology continues to evolve
and will increasingly play a role in clinical research, as a
data gathering tool where an investigational product is
being tested, where the health app itself is being validat-
ed, and for collection of real world evidence. Companies
and researchers interested in using mobile health apps
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Claim of Genetically Modified Babies:
If True, a Grave Abuse of Human Rights

By Center for Genetics and Society

Chinese scientist Jiankui He has announced the
birth of twin girls whose DNA he claims to have al-
tered using the gene-editing technique CRISPR.

“If true, this amounts to unethical and reckless
experimentation on human beings, and a grave abuse
of human rights,” said Marcy Darnovsky, Executive
Director of the Center for Genetics and Society, a public
interest organization that brings social justice and hu-
man rights perspectives to human biotechnologies.

“We wish the best for the health of these babies,
but strongly condemn the stunt that threatens their
safety, and puts the rest of us at risk,” Darnovsky said.
“Throwing open the door to a society of genetic haves
and have-nots undermines our chances for a fair and
just future.”

“Policy makers, scientists, and public interest
groups around the world have called for a moratorium
or ban on altering the genes of future children and
generations,” Darnovsky continued. “He’s experiment
violates the closest thing to a policy consensus we
have. It would be illegal in dozens of countries.”

Though there has been no independent confirma-
tion of the claim, He launched what amounts to a pub-
lic relations campaign to publicize it, complete with
promotional YouTube videos in English. The timing
of his announcement, on the eve of the Second Inter-
national Summit on Human Genome Editing in Hong
Kong, seems deliberately calculated to preempt that
high-profile scientific meeting.

China is effectively a co-sponsor of the Hong Kong
Summit, through the Academy of Sciences of Hong
Kong. But it is unclear whether the Chinese govern-
ment authorized He’s experiment. The procedures
were apparently conducted in secret, and He has re-
portedly applied for a patent on them. He is chairman
and co-founder of Direct Genomics, a DNA sequencing
company in Shenzhen.

“This unscrupulous experiment overrides both the
summit and the public deliberations on human germ-
line modification that have been widely called for,”
said Katie Hasson, CGS’s Program Director on Genetic
Justice. “It is imperative that the scientists gathered in
Hong Kong, and the Chinese authorities, clearly de-
nounce this act of scientific grandstanding. The actions
of a few rogue scientists should not derail the urgently
necessary process of democratic deliberation. We need

“It's hard to imagine a graver
abuse of a child. If this goes
unchallenged, other rogue
actors will soon offer wealthy
parents purported genetic
enhancements for their

children.”
—Marcy Darnovsky

to put in place enforceable regulations now to stop re-
productive gene editing while this public conversation
takes place.”

Jiankui He’s recklessness is underscored by his
own self-justification. As He acknowledged, though
the babies’ biological father is infected with HIV, this
would not prevent him from having healthy children.
The embryos created with his sperm, and subjected to
the dangers of gene editing, were not affected by HIV
or AIDS. The attempt to disable a gene in order to pro-
duce future resistance to HIV was apparently done to
provide a proof of principle. But some reports suggest
that the experiment actually did not work as well as
He claims: in one twin, only one copy of the gene was
changed and there were signs of mosaicism.

“It’s hard to imagine a graver abuse of a child,”
Darnovsky said. “If this goes unchallenged, other rogue
actors will soon offer wealthy parents purported genetic
enhancements for their children. In a time of resurgent
racism and socio-economic disparity, the last thing we
need is for some people and groups to consider them-
selves biologically superior to others.”

Reprinted with permission from the Center for Genetics and
Society. Original press statement published by the Center

for Genetics and Society on November 26, 2018. Available

at https://www.geneticsandsociety.org/press-statement/
claim-genetically-modified-babies-if-true-grave-abuse-human-
rights.
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Reproductive Gene Editing Imperils

Universal Human Rights

The prohibition on reproductive gene
editing to enhance human capabilities
is weakening in the face of scientific
breakthroughs—leaving universal
human rights at risk without
immediate intervention.

By Marcy Darnovsky, Leah Lowthorp
and Katie Hasson

What do recent advances in molecular genetics have
to do with human rights? Quite a lot, it turns out. And
key human rights documents have recognized this for
some time.

Over the past few years, new “gene editing” tools
that are cheaper, easier to use, and more accurate than
previous ways to change living organisms’ DNA have
rapidly spread to labs around the world. Scenarios that
previously seemed far-fetched or far off now confront us,
including the prospect of directly controlling the genes
and traits that are passed down to future children and
generations. Since 2015, a half dozen research teams, in
China, the UK, and the United States, have separately
reported efforts to modify specific genes in human em-
bryos. These developments have brought us to a critical
juncture: human reproductive gene editing now poses a
threat to the human rights of future generations.

Gene editing for human reproduction carries huge
social risks. It has the potential to threaten the health and
autonomy of future generations, to exacerbate existing
social disparities, and to lay the basis for a new market-
based eugenics that would fuel discrimination and
conflict. A debate about whether to risk these outcomes is
now raging, though mostly in the publications and meet-
ings of scientific and professional organizations, far away
from public view and civil society attention. It is essential
that human rights advocates make their voices heard in
this debate.

Imagine a world where wealthy parents could pur-
chase genetic enhancements to give their children real
or alleged advantages, where children’s futures were
thought to be determined by their genes, and where
babies were labeled at birth as “good” or “bad” based on
their DNA. What would be the implications for human
rights, and for the right of children to decide their own
futures?

Gene editing for human reproduction, also known
as human inheritable or germline modification, involves
making changes to the DNA of human sperm, eggs, or
embryos. It is distinct from efforts to use gene editing as
a medical treatment , which target the somatic or non-
reproductive cells of existing patients. While somatic
gene editing, or “gene therapy,” aims to treat or cure
disease in living people, reproductive gene editing is not
a medical treatment. It would create a new person with a
pre-determined genetic make-up that would be inherited
by all of their descendants.

Gene therapy, if it can be made safe, effective, and
broadly affordable, will be a welcome addition to mod-
ern medicine. Germline gene editing, by contrast, doesn’t
treat anyone. It creates future children, and deprives
them and future generations of the choice to consent to
modifications made to their DNA. And if the goal is to
avoid the transmission of inheritable disease, it is unnec-
essary. Where there is risk of passing on a serious genetic
mutation, an existing embryo screening technique (pre-
implantation genetic diagnosis or PGD) can in almost
all cases eliminate the unwanted gene variant from the
family’s lineage. To be sure, embryo screening for PGD
raises challenging ethical questions about what condi-
tions are considered “unworthy of life.” But it is far safer
and less socially and ethically fraught than manipulating
the human germline.

Around 20 years ago, an earlier wave of concern
about human germline modification swept through
scientific and policy circles, and popular culture. The
1997 dystopian film GATTACA depicted a brutal society
that privileged the genetically enhanced over the unen-
hanced. Similarly, Princeton University molecular biolo-
gist Lee Silver made news with his vision of a genetically
stratified society, predicting that “the already wide gap
between wealthy and poor nations could widen further
and further with each generation until all common heri-
tage is gone.”

During the same period, concerns about safety,
human rights, and the potential for a high-tech, market-

MARcy DARNOVSKY is the executive director of the Center for Genetics
and Society (CGS). LEAH LOWTHORP is a program manager at the Center
for Genetics and Society (CGS). KaTie Hasson directs the Genetic Jus-
tice program at the Center for Genetics and Society (CGS).

Reprinted with permission from Open Global Rights. Original
article published by Open Global Rights on February 15, 2018.
Available at https.//www.openglobalrights.org/reproductive-
gene-editing-imperils-universal-human-rights/?lang=English.
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based eugenics prompted more than 40 countries—in-
cluding nearly every nation with a significant biotech
sector—to prohibit the modification of genes passed
down to subsequent generations. Several important
international human rights instruments also concluded
that human germline modification would violate human
dignity, a concept at the core of human rights.

One of these, the Council of Europe’s 1997 European
Convention on Human Rights and Biomedicine (also
known as the Oviedo Convention), is a binding inter-
national treaty. Its Article 13 explicitly prohibits inter-
ventions “seeking to introduce any modification in the
genome of any descendants.”

Another, UNESCO’s 1997 Universal Declaration on
the Human Genome and Human Rights, asserts that
“the human genome underlies the fundamental unity of
all members of the human family, as well as the recogni-
tion of their inherent dignity and diversity,” concluding
in Article 24 that “germ-line interventions” could be
“contrary to human dignity.”

In fact, an important motivation for the Universal
Declaration of Human Rights was an abhorrence of
the eugenic abuses perpetrated by Nazis during World
War II. The same logic provides the foundation for the
consumer-based eugenics that would result if germline
modification were allowed, where people’s life chances
would be limited if their unmodified genes were consid-
ered from birth to be inferior.

This prospect should make recent attempts to back-
pedal on the widespread and longstanding international
opposition to human germline modification particularly

worrying to human rights advocates. For example, a 2017
report by a committee of the US National Academies of
Sciences and Medicine recommended that gene editing
for human reproduction be permitted in certain circum-
stances, leaving open the possibility of expanding those
circumstances in the future. But in the real world of com-
mercial pressures and regulatory inadequacy, such limits
would simply not hold. If the door to the use of human
germline modification is cracked open, it will be impos-
sible to limit its spread and applications.

If the Door to the Use of Human Germline
Modification Is Cracked Open, It Will Be
Impossible to Limit Its Spread and Applications

At this critical juncture, it’s important to remind our-
selves why key human rights documents specifically pro-
hibited these practices, long before they were technically
feasible. The medical justifications for human germline
modification fall short, and the temptation to “enhance”
future generations is profoundly dangerous. Down that
road, our scientific achievements would all too likely
become not instruments of enlightenment and emancipa-
tion, but mechanisms for exacerbating inequality. And
our desire to improve the human condition would lead
us away from the realization of the human rights that we
know are needed for individuals, societies, and humanity
to thrive.

The rapid pace of these developments creates an
urgent need for the global community—perhaps gather-
ing under UN auspices—to reaffirm existing agreements
and clearly prohibit the dangerous and unethical use of
reproductive gene-editing.

NEW YORK STATE BAR ASSOCIATION

Law Journal articles.

e New FAQs relating to the amendments.
e A list of law journal articles about the FHCDA with links to NYSBA Health

Visit the FHCDA Resource Center at www.nysba.org/FHCDA.

An Updated NYSBA Family Health Care
Decisions Act Resource Center

NYSBA's Family Health Care Decisions Act Resource Center is one of the top websites visited
by people seeking information about the FHCDA. It has just been updated to include:

e Current text of the FHCDA, as amended.

e A summary of amendments since enactment (relating to decisions about
hospice and the authority of nurse practitioners).
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Gene Editing in Context

By Karen L. llluzzi Gallinari

In 1969, Hans Jonas, a German-born American Jewish
philosopher and the Alvin Johnson Professor of Philoso-
phy at the New School for Social Research in New York
City from 1955 to 1976, commented on scientific advanc-
es. He warned “that a slower progress in the conquest
of disease would not threaten society, grievous as it is to
those who have to deplore that their particular disease
be not yet conquered, but that society would indeed be
threatened by the erosion of those moral values whose
loss, possibly caused by too ruthless a pursuit of scientific
progress, would make its most dazzling triumphs not
worth having.”!

Over 40 years later, such warnings remain front
and center. The recent controversy regarding a Chinese
biophysics researcher who claimed to have genetically
altered twin girls has caused renewed concern about dan-
gers from poorly controlled genetic research and genetic
manipulation.?

letic ability. But that, for now, is not possi-
ble. Such traits are thought to be affected
by possibly hundreds of genes acting in
concert, and affected in turn by the en-
vironment. The biggest ethical concerns
for now are with rogue scientists enticing
couples who do not realize the risks to
babies that might result from the experi-
ments. And when those children grow
up, the altered genes will be passed on to
their children, and to their children’s chil-
dren, for generations to come.”

The legitimate concerns being articulated anew have
been under deliberation for some time and remain under
serious consideration by multiple scientific and medical
bodies throughout the world. These include the National
Academies of Science, Engineering, and Medicine,® The
National Human Genome Research Institute,” The Na-

“Medical practice, informed consent, consumer protection,
institutional policy requirements and institutional review boards
provide some protection from irresponsible development
and use of privately funded genetic technologies.”

The CRISPR? gene editing technology reported to be
used is the latest advance in the arsenal of gene therapies
which present tremendous potential to treat challenging
diseases. It was the subject of intense patent litigation*
and is especially concerning to some due to its ease of use
and efficiency.> While concern is warranted, the technol-
ogy is not yet widely available.

Gene therapy is currently available pri-
marily in a research setting. The U.S.
Food and Drug Administration (FDA)
has approved only a limited number

of gene therapy products for sale in the
United States. Hundreds of research stud-
ies (clinical trials) are under way to test
gene therapy as a treatment for genetic
conditions, cancer, and HIV /AIDS.®

Numerous media outlets have researched the issue
and several try to balance the information and put the
controversy in context. An example is a recent New York
Times article, noting:

Some worry that this is the first step to-
ward using gene editing to create people
with extreme intelligence, beauty or ath-

tional Institute of Health’s (NIH) Recombinant DNA
Research Advisory Committee (RAC),!? the Food and
Drug Administration (FDA),!! the British Royal Society,
the Chinese Academy of Sciences, the Korean Society of
Developmental Biology,'? the New York State Bar As-
sociation Health Law Section’s Ethics and Biotechnology
and Medical Research Committees, and the New York
City Bar Association’s Science, Law, Health and Bioethical
Issues Committees.!3

In addition to the host of governmental and volun-
tary scientific, medical and legal organizations trying to
ensure progress does not race ahead of our moral values,
we have research, treatment, and product safety regula-
tions. The relevant regulations'* in the United States
include the Dickey-Wicker Amendment, which limits the
use of federal funds for research involving human em-

KAREN L. ILLuzzi GALLINARI, Esq. is a health law, compliance and
bioethics attorney with over 20 years’ experience in the field. She

has served as Senior Compliance Officer for NYC Health + Hospitals,
Director of Compliance, Information Privacy Officer and Director of
Regulatory Affairs for Research at Montefiore Medical Center, and co-
chaired a Biobanking Bioethics Collaborative with representatives from
international academic medical centers.
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bryos.!> In addition, the NIH will not currently consider
research which involves genetic changes that would be
passed onto an individual’s offspring.'® The FDA is simi-
larly prohibited from approving such genetic research

or related treatment products.’” These limitations on
federally funded genetic technology have not prevented
the private market from emerging.'® Medical practice,'
informed consent,? consumer protection,?! institutional
policy requirements and institutional review boards®?
provide some protection from irresponsible development
and use of privately funded genetic technologies. De-
spite all these existing regulations, and the best efforts of
those at the forefront of the challenging debate between
progress and caution, the ability to sufficiently control
the pace of scientific progress is limited. All the more rea-
son to raise concerns, listen, deliberate and pause, to the
extent possible. This includes a need to pay increased at-
tention to analyses of why and how a revised regulatory
framework would provide more effective assurance of
safety and ethical behavior.?

The pros and cons of alternative methods to address
genetic disease will also continue to be evaluated. Prena-
tal genetic diagnosis and invitro fertilization are already
used safely and effectively, without altering the genes of
future offspring. These therapies, however, may lead to
the destruction of embryos which carry disease and are
not options for all couples.?

In addition to listening carefully to our medical, sci-
entific, legal and ethical experts, agencies responsible for
enforcement of existing regulations and any future regu-
lations must be sufficiently funded and supported. The
stakes are high. The potential for human rights abuses

presented by genetic research and treatment are discussed

in this issue of the New York State Bar Association’s
Health Law Section Journal by Marcy Darnovsky and Ka-
tie Hasson of the Center for Genetics and Society.?®

As continued deliberations will evidence, Professor
Jonas’ efforts to sound the alarm years ago were not pre-
mature. Those in similar positions today voice practical,
reasoned caution. Art Caplan, Ph. D, the Drs. William
F. and Virginia Connolly Mitty Professor of Bioethics at
New York University recently commented: “I don’t wor-
ry about the slippery slope. I think eliminating and pre-
venting diseases makes a lot of sense. I think it would be
almost impossible to argue against it.” Professor Caplan
cautions, however, that “Speed is important. But speed
kills.”?6 Professor Caplan further acknowledges the eco-
nomic challenges presented by our advancing technolo-
gies. “Do not tell me about helping humanity until you
tell me how you are going to make it affordable.”?”

The bottom line is, we have little choice but to move
ahead, with reasonable speed. All these issues need at-
tention, as do related equitable access?® and public health
implications.? These are challenges we will continue to
face and manage as long as science progresses. Hope-
fully, forever.
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New York State Assembly Bill to Prohibit Human Cloning

BILL NUMBER: A6632
SPONSOR: Fitzpatrick

TITLE OF BILL: An act to amend the public health law, in
relation to creating the human cloning prohibition act

PURPOSE: To prohibit the use of cloning technology to
initiate the development of new human beings at the em-
bryonic stage of life for any purpose, therapeutic or repro-
ductive.

SUMMARY OF PROVISIONS: Amends the public
health law by adding a new article 32-B to ensure the fore-
going.

JUSTIFICATION: On November 25, 2001, a biotechnol-
ogy firm in Worcester, Massachusetts known as Advanced
Cell Technology announced that it had cloned human
embryos. The company’s CEO, Mr. Michael West, insisted
that the company did not intend to implant cloned embry-
os and grow them into babies; they sought only to create a
new source for stem cells for research which can potential-
ly aid in the cure of disease. Other scientists and groups
however, have announced that they will try to produce
live-born children by human cloning. These developments
have renewed the government’s interest in the issue.

Human cloning creates a new living organism that is
genetically identical to a previously existing human or-
ganism. It violates human dignity and medical ethics to
either allow experimentation on these human organisms
or to implant these human organisms for pregnancy and
subsequent live birth. This legislation would prohibit hu-
man cloning for both scientific research purposes and for
reproductive purposes.

Human cloning technology represents an alarming assault
on the dignity and value of human life. Human cloning
reduces human life to a manufactured product that can

be created and discarded at will. Cloning is the ultimate
dehumanizing of human reproduction. New human lives
are made in the laboratory, tailored to preset specifications
to be mere carriers of genetic traits that others find useful.

This bill in no way stifles legitimate scientific research that
could lead to the diagnosis, treatment and prevention of
human disease and disorders. It does not alter the legal
status of gene therapy, the cloning of plants and animals,
the cloning of human organs for transplantation, or adult
stem cell research. Such morally appropriate technology
can be developed to generate human cells that may be
needed to treat certain illnesses (Alzheimer’s Disease,
Multiple Sclerosis, Cancer, Parkinson’s Disease, etc.) -
Without creating and killing human embryos.

PRIOR LEGISLATIVE HISTORY:
2016—A. 6566—Held in Health Committee
2014—A.3198—Held in Health Committee

2012—A.2612—Held in Health Committee
2010—A.4311—Held in Health Committee
2008—A.5393—Died in the Health Committee
2006—A.4855—Died in the Health Committee
FISCAL IMPLICATIONS:

None to State

EFFECTIVE DATE:

This act shall take effect on the sixtieth day after it shall
have become a law.

EXPLANATION: Matter in italics (underscored) is new;
matter in brackets [ ] is old law to be omitted.

2017-2018 Regular Sessions
IN ASSEMBLY
March 10, 2017

Introduced by M. of A. FITZPATRICK, FINCH—read
once and referred to the Committee on Health

AN ACT to amend the public health law, in relation to
creating the human cloning prohibition act

The People of the State of New York, represented in
Senate and Assembly, do enact as follows:

Section 1. Short title. This act shall be known and may
be cited as the “human cloning prohibition act”.

§ 2. Legislative findings. The legislature finds that: At
least one company has announced that it has successfully
cloned a human being at the early embryonic stage of life,
and others have announced that they will attempt to clone
a human being using the technique known as somatic cell
nuclear transfer. Efforts to create human beings by cloning
mark a new and decisive step toward turning human re-
production into a manufacturing process in which human
beings are made in laboratories to preordained specifica-
tions and, potentially, in multiple copies. Creating cloned
live-born human children, so-called “reproductive clon-
ing,” begins by creating cloned human beings at the em-
bryonic stage of life, a process which some also propose as
a way of creating human embryos for destructive research
as sources of stem cells and tissues for possible treatment
of other humans, so-called “therapeutic cloning”. Many
scientists agree that attempts at “reproductive cloning”
pose a massive risk of either producing children who are
stillborn, unhealthy, or severely disabled, and that attempt-
ing “therapeutic cloning” always results in the destruction
of human beings at the embryonic stage of life when their
stem cells are harvested. Creating new human life solely to
be exploited via “reproductive cloning” or destroyed via
“therapeutic cloning” in these ways has been condemned
on moral grounds by many as displaying a profound dis-
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respect for life. The distinction between “therapeutic” and
“reproductive” cloning is a false distinction scientifically
because both begin with the creation of a human being

at the embryonic stage of life, one destined for implanta-
tion in a womb, one destined for destructive farming of
its stem cells; regardless of its ultimate destiny, all human
embryos are simultaneously human beings. It will be
nearly impossible to ban only attempts at “reproductive
cloning” if “therapeutic cloning” is allowed because:

(i) cloning would take place within the privacy of a
doctor-patient relationship;

(ii) the transfer of embryos to begin a pregnancy is a
simple procedure; and

(iii) any government effort to prevent the transfer of
an existing cloned embryo, or to prevent birth once trans-
fer has occurred, would raise substantial moral, legal, and
practical issues.

Based on the above findings, it is the purpose of this
act to prohibit the use of cloning technology to initiate
the development of new human beings at the embryonic
stage of life for any purpose, therapeutic or reproductive.

§ 3. The public health law is amended by adding a
new article 32-B to read as follows:

ARTICLE 32-B
HUMAN CLONING PROHIBITION ACT
Section 3230. Definitions.

3231. Human cloning prohibitions.
3232. Exceptions.

3233. Penalties for violations.

3234. Severability.
§ 3230. Definitions. As used in this article, the follow-
ing terms shall have the following meanings:

1. “Human cloning” means human asexual reproduc-
tion, accomplished by introducing the genetic material
of a human somatic cell into an oocyte whose nucleus
has been removed or inactivated, to produce a living or-

ganism with a human or predominantly human genetic
constitution.

2. “Somatic cell” means a cell having a complete set of
chromosomes obtained from a living or deceased human
body at any stage of development.

3. “Oocyte” means the human female egg.
4. “Embryo” means an organism of the species

homo sapiens from the single cell stage to eight weeks
development.

5. “Fetus” means an organism of the species homo
sapiens from eight weeks development until complete
expulsion or extraction from a woman'’s body, or removal

from an artificial womb or other similar environment de-

signed to nurture the development of such organism.

§ 3231. Human cloning prohibitions. It shall be unlaw-
ful for any person or entity, public or private, to intention-
ally or knowingly:

1. perform or attempt to perform human cloning;
2. participate in an attempt to perform human cloning;
3. transfer or receive the product of human cloning for

an urpose,; or

4. transfer or receive, in whole or in part, any oocyte,

embryo, fetus, or human somatic cell, for the purpose of
human cloning.

§ 3232. Exceptions. Nothing in this article shall restrict
areas of scientific research not specifically prohibited by
this article, including in vitro fertilization, the administra-
tion of fertility-enhancing drugs, research in the use of
nuclear transfer or other cloning techniques to produce
molecules, DNA, tissues, organs, plants, or animals other
than humans, or cells other than human embryos.

§ 3233. Penalties for violations. 1. (a) Any person or

entity that violates subdivisions one and two of section
thirty-two hundred thirty-one of this article shall be guilty

of a class D felony.

(b) Any person or entity that violates subdivisions
three and four of section thirty-two hundred thirty-one of
this article shall be guilty of a class A misdemeanor.

2. Any person or entity that violates any provision of
this article and derives a pecuniary gain from such vio-

lation shall be fined up to one million dollars pursuant
to the prevailing federal penalty guidelines or twice the
amount of gross gain, or any amount intermediate be-
tween the foregoing, at the discretion of the court.

3. Any violation of this article shall constitute unpro-

fessional conduct and shall result in permanent revocation
of the violator’s license to practice medicine.

4. Any violation of this article shall be the basis:
(a) for denying an application for,
(b) for denying an application for the renewal of, or

(c) for revoking any license, permit, certificate, or any

other form of permission required to practice or engage in
a trade, occupation or profession.

§ 3234. Severability. If any clause, sentence, paragraph,
section or part of this article shall be adjudged by any

court of competent jurisdiction to be invalid and after ex-
haustion of all further judicial review, the judgment shall

not affect, impair or invalidate the remainder thereof, but

shall be confined in its operation to the clause, sentence,
paragraph, section or part of this article directly involved

in the controversy in which the judgment shall have been
rendered.

§ 4. This act shall take effect on the sixtieth day after it
shall have become a law.
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Informed Consent in Medical Decision Making:
A Historical Examination and Future Development

By Adam S. Herbst

The modern informed consent doctrine reflects the
contemporary sensitivity to patient rights and the devel-
opment of patient-centered care. It values active collabo-
ration, autonomy and dignity, and has taken a place at
the heart of medical decision-making. It emphasizes the
examination and comparison of treatment benefits, while
incorporating consideration of patient values, fears and
preferred outcomes.! It also encourages patient engage-
ment, improves quality of care and enables the patient to
set boundaries in the doctor-patient relationship. Many
believe it is also changing the attitudes of a new genera-
tion of doctors toward their patients. But the doctrine of
informed consent, which has benefited both sides of the
doctor-patient relationship, is a relatively modern one,
following a slow development, adoption and pitfalls.? It is
a dynamic story of reform and legal progress, combining
developments in bioethical philosophies with innovations
in judicial thought that continue today.

Informed consent in the medical context involves
two different duties: a duty of disclosure of information
to patients and a duty to seek the consent of the patient
prior to treatment. Although outside the scope of this
article, informed consent is also a foundation for federal
regulations on human experimentation and the touch-
stone for end-of-life decision-making.® The consent forms
that a health care institution requires all patients to sign
upon admission and before various procedures are the
most concrete manifestations of the doctrine.* Accord-
ingly, jurisdictions across the United States subscribe to
three basic elements of a valid informed consent: (i) disclo-
sure—fully revealing the reasonably appropriate amount
of information that is necessary for a patient to make an
informed decision; (ii) capacity—the ability for a patient
to both understand the information provided and form a
reasonable judgment based on the potential consequences
of their decision; and (iii) voluntariness—the patient’s right
to freely exercise their decision without being subjected
to external pressure (such as coercion, manipulation,
or undue influence). These foundational elements, well
established for over 40 years, safeguard the patient’s
individual autonomy, avoid fraud or duress and foster
rational decision-making by the patient.’ Strikingly, each
of these elements developed independently and for dif-
ferent reasons, leading to the question of whether further
elements will be added as technology and informational
resources continue to revolutionize our culture.

To consider this question, it’s helpful to trace why,
and how, this doctrine developed from an isolated, ineq-
uitable thought to an interdependent, pragmatic medical
principle and then consider what future changes may be

necessary to guarantee the patient/consumer is still sit-
ting at the table.

Early American Philosophies

At a minimum, patients desire respect, dignity and
a degree of independence when receiving medical care;
however, by tradition and under the common law, which
reflected it, physicians subordinated these desires in favor
of a paternalistic relationship marked by nondisclosure,
one first authored by the esteemed Hippocrates.® The doc-
tor, as the expert, agreed to treat the patient, who would
acquiesce to whatever care was advised. Obtaining pa-
tient consent was gratuitous. Benjamin Rush, a contribu-
tor to the Continental Congress and a leading mind in
colonial American medicine, promoted the idea of medi-
cal paternalism as an obvious function of practice.” Dr.
Rush wrote on the necessity of physician authority while
revealing little knowledge to the patient, including on
treatment or condition.’ Inauspiciously for the patient, the
paternalistic attitude was not unique to early American
medicine. After its founding in 1847, the American Medi-
cal Association published an instructive guide on medi-
cal ethics, outlining the patient right to reliability and
faithfulness, but counseling the physician on the need, in
certain cases, to prevaricate so as to ensure appropriate
treatment.” Common law reinforced the viewpoint that a
doctor must deliver all of the needed care but eschewed
patient consent and participation.'® In M'Clallen v. Adams,
an 1837 Massachusetts Supreme Court decision, the court
ruled that once the patient was placed in the doctor’s
care, an implied consent was given to the physician to
provide the required care.!! Although inconceivable to-
day, the decision at no time explored the patient’s right to
decision-making or preferences.

Patient rights gradually developed under common
law with the extension of tort theories involving trespass
to the body and negligence.'? The trespass theory was

ApAMm S. HERrBsT, Esq., is Chief Legal, Planning and Government Rela-
tions Officer for Blythedale Children’s Hospital. Mr. Herbst has devoted
a considerable portion of his career focusing on the intersection of
where health care law meets with communications, technology and
employment issues and has worked on issues related to housing, edu-
cation, public health, economic development. He has trial experience in
both federal and state courts and is a frequent speaker on health care
access as well as an adjunct law professor focusing on health policy
and advocacy. Mr. Herbst received his Juris Doctor cum laude from
Albany Law School, Master's in Business Administration from Union
College, and Bachelor of Arts cum laude from American University.

The author would like to thank Evelina Khorenko and Vincent Rotondo
for their research contributions to this article.

72

NYSBA Health Law Journal | Winter 2018 | Vol. 23 | No. 3



straightforward: an intentional, unconsented touching of
the patient constituted a battery.!* The Supreme Court of
Minnesota in Mohr v. Williams supported the tort theory
of battery when it decided that it was necessary and
proper for a patient to grant permission prior to physical
contact by the physician.!* If, for example, a surgeon op-
erated on the wrong (non-consented) body part, courts
noted that both intentional (battery) and unintentional
(negligence) torts were acceptable theories of liability.!3
In battery, the tort is completed at the moment of the
unconsented-to touching, whereas in negligence there
must be actual injury in order for a plaintiff to make a
prima facie case.!'®* Common law now established that
the moment a physician touched the patient’s body to
perform a treatment without proper patient consent, a
battery had been committed.!” If the patient suffered an
actual injury from the operation, the physician could be
liable for both battery and negligence.!® Paternalism was
mutable; the green light for a doctor to do as he pleased
was changing.

Cardozo Period and the Post WWII Period

As medicine and its practice advanced, the re-
examination of battery and negligence as appropriate
theories for actions involving patient harm resulting
from nondisclosure began in 1914 with Justice Benjamin
Cardozo’s landmark decision in Schloendorff v. Society of
N.Y. Hospital. This case involved a patient who success-
fully sued the physician and hospital for being subjected
to surgery against her expressed wishes. The case further
eroded the physician’s paternalistic attitude as Justice
Cardozo wrote, “Every human being of adult years and
sound mind has a right to determine what shall be done
with his own body.”!® Subsequent to Schloendorff, in
Salgo v. Leland Stanford Jr. University Board of Trustees, the
court first authored the term “informed consent” as it
considered the case of a patient who suffered paralysis
as a surgical complication without first being informed
of the risk. The court wrote that a “physician violates
his duty...and subjects himself to liability if he with-
holds any facts which are necessary to form the basis
of an intelligent consent by the patient to the proposed
treatment.”?? Schloendorff and Salgo thus broadened the
physician’s fiduciary obligation within medical practice,
creating a new responsibility to fully disclose essential
decision-making information to the patient. This analysis
was applied for approximately the next 40 years, and the
disclosure duty extended to possible benefits, risks and
alternatives of proposed medical treatments.?! The ad-
vancement was episodic however, and was not without
limitations as courts still struggled with the notion of in-
formed consent.?? In Natanson v. Kline, where the patient
was injured despite being told there were no risks associ-
ated with her treatment, the court attempted to establish
the proper standard of care.?® Natanson determined that
informed consent cases were like any other malpractice
actions and the standard should be that of what the rea-
sonable medical practitioner would have done in the

same or similar circumstances: “The primary basis of li-
ability in a malpractice action is the deviation from the
standard of conduct of a reasonable and prudent medical
doctor of the same school of practice as the defendant un-
der similar circumstances.”*

Notwithstanding the legal innovations, some courts
were still suspicious of offering the patient too much
autonomy and were prone to extend exceptions to the
physician, recognizing, for example, the “extension”
doctrine, which freed the physician from disclosing in-
herent dangers if they were deemed so obvious that the
patient should have reasonably been aware of them or if
the patient should have had knowledge from past experi-
ence or learning.?’ Revealing collateral risks that were not
material to the patient’s decision in accepting or rejecting
an offered treatment was also exempted.?® The notion
of a “therapeutic” privilege was also extended to physi-
cians, limiting the scope of disclosure under the pretense
of medical necessity. The therapeutic privilege accepted
that a doctor may choose which risks and information to
disclose (to avoid frightening the patient out of treatment)
to obtain valid informed consent.?’ The “emergency”
doctrine allowed the physician to choose immediate care
despite lacking authority from the patient.?® Some courts
struggled with these exceptions, as they often contradict-
ed the notion of informed consent, leaving the mandate
of disclosure both subjective and undefined. The scope of
exceptions generated two different standards of practice:
(1) what the medical profession believed a patient needed
to know to give a knowledgeable consent to a proposed
treatment or procedure; and (2) what the patient needed
to know to maintain his right of self-determination.?

Canterbury and Present Day

The reasonable medical practitioner standard would
be rejected in Canterbury v. Spence, which adopted a
patient-oriented perspective in creating the informed
consent doctrine we know today.*® Canterbury involved
a young man who underwent thoracic spine surgery but
was never told about possible risks.?! Upon suffering
paralysis due to the surgery, he argued that the doctor
failed to inform him of the risks that existed. The court
analyzed the physician’s obligation to disclose, outlining
a new standard that would define the duty to that owed a
reasonable patient.3? Judge Spotswood Robinson opened
his elaborate opinion with a strong statement calling for a
patient-oriented test. He noted that “it is the prerogative
of the patient, not the physician, to determine for himself
the direction in which his interests lie.”?* The disparity in
power and access to information is extreme in the medical
setting; the patient is dependent on the doctor for infor-
mation, in fact “well-nigh abject.” The case first rejects the
professional standard as the measure of disclosure, since
the “reality of any discernible custom reflecting a profes-
sional consensus on communication of option and risk
information to patients is open to serious doubt. . . . what
in fact is no custom at all may be taken as an affirmative
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custom to maintain silence. . . .”34 Judge Robinson notes
that these cases are not complicated and there is little
need to defer to medical judgment; the standard of ordi-
nary care applies, “conduct which is reasonable under the
circumstances.”* The scope of disclosure is set by the pa-
tient: his or her “right of self-decision shapes the bound-
aries of the duty to reveal.”*® The patient’s need governs,
and “[t]hus, the test for determining whether a particular
peril must be divulged is its materiality to the patient’s
decision: all risks potentially affecting the decision must
be unmasked.”*” Judge Robinson notes that often the
decision has nontechnical elements, and prevailing medi-
cal practice may have some evidentiary significance but
nothing more, since “...surely in nondisclosure cases the
fact finder is not invariably functioning in an area of such
technical complexity that it must be bound to medical
custom as an inexorable application of the community
standard of reasonable care.”3® The patient’s “...right of
self-decision shapes the boundaries of the duty to reveal.
That right can be effectively exercised only if the patient
possesses enough information to enable an intelligent
choice. The scope of the physician’s communications to
the patient, then, must be measured by the patient’s need,
and that need is the information material to the deci-
sion...All risks potentially affecting the decision must be
unmasked.”*

The historic Canterbury decision rejected any use
of subjective criteria in determining proximate cause.
Adopting an objective test instead, the court asked
“what a prudent person in the patient’s position would
have decided if suitably informed of all perils bearing
significance.”#’ If a reasonable patient in the plaintiff’s
position would have foregone the treatment knowing the
risks involved, causation was established. If, however, a
reasonable patient would have consented to treatment
nonetheless, there is no causation.*! Prior to Canterbury,
courts almost unanimously held that a doctor had a duty
to disclose only those risks which a reasonable medical
practitioner of the same school of medicine would have
disclosed to the patient in order to obtain an informed
consent.*? Canterbury modified the informed consent doc-
trine, introducing a widely accepted standard that was
applied in the majority of American jurisdictions.*

Notwithstanding the Canterbury decision, a slight
majority of jurisdictions presently have adopted the pro-
fessional disclosure standard, determining the duty to
disclose by the standard of the reasonable medical prac-
titioner similarly situated and requiring expert testimony
to establish the content of a reasonable disclosure.** The
Canterbury rule, using the “reasonable patient” as the
measure of the scope of disclosure, has been adopted
by several states in the last few years. However some
states have adopted tort reform legislation that imposes
the professional disclosure standard.*> New York, for ex-
ample, has codified the concept that a reasonably prudent
patient lacks informed consent if there was a “failure
of the person providing the professional treatment...to

disclose to the patient such alternatives...in a manner per-
mitting the patient to make a knowledgeable evaluation.*®
Davis v. South Nassau Communities Hosp., a New York
Court of Appeals decision, slightly limited the state stat-
ute by noting that it is “a function of...physician to advise
the patient of ... risks and side effects...the medical pro-
fessional need do no more than simply warn the patient
of dangers.”¥’ What does this say about the patient-cen-
tered model in New York? What justifies the professional
standard in light of the Canterbury decision? Are we to
question the amount of disclosure that follows? Jurisdic-
tions that abide by the professional standard ordinarily
require the plaintiff to offer medical testimony to establish
(1) that a reasonable medical practitioner in the same or
similar community would make this disclosure, and (2)
that the defendant did not comply with this community
standard.*® Judge Robinson suggested that the Canterbury
standard is nothing more than the uniform application of
the negligence principle to medical practice. However, the
negligence principle normally evaluates the conduct of

a reasonable actor—not the expectations of a reasonable
victim.* The values served by the doctrine—patient au-
tonomy and dignity—are unrelated to the values served
by the doctrine of negligence. Informed consent really
serves the values we otherwise identify with the doctrine
of battery. It is ironic that a doctrine developed to foster
and recognize individual choice should be measured by
an objective standard.>

Future Development

Today, a patient treated without her consent still may
bring a battery action against the treating physician in
most jurisdictions, though claims involving treatment in
the complete absence of patient consent are rare.’! More
commonly, a claim for a breach of the duty to obtain
informed consent to treatment is a claim of negligence,
alleging that a physician failed to disclose important in-
formation to the patient prior to obtaining the patient’s
consent.’? While most jurisdictions presently require that
a proper informed consent involve disclosure of signifi-
cant treatment options and risks, this does not mean the
physician is obligated to discuss every conceivable option
and risk. Courts have debated how far a doctor must go,
but the answer continues to be far from settled. What if a
patient says she does not want to hear any more? Can a
patient remain ignorant? Some bioethicists have argued
that there are situations where one has a right to remain
uninformed about the risks of a particular medical treat-
ment.>* The most rational decision in some cases may be
to risk the consequences of not knowing.>* Is that argu-
ment applicable to “informed refusal” and shared deci-
sion-making? More than half of the states have enacted
legislation dealing with informed consent, largely in re-
sponse to various malpractice crises in their states.’ The
statutes take a variety of forms, from specific to general,
but all share the common thread of moving the informed
consent standard toward greater deference to medical
judgment.’® Given the current state and national trend of
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legislative limitations on common law tort remedies, it
may be expected that the common law of informed con-
sent will continue to be affected by legislative action.’

Most patients have a limited understanding of medi-
cine, so it is difficult, if not impossible, for a physician
to confirm that a patient has given adequate informed
consent. An informed consent form, or other written
documentation of the patient’s verbal consent, is treated
in many states as presumptively valid agreement to the
treatment at issue, with the burden on the patient to
rebut the presumption.>® The issue for many physicians
(and patients), however, is that informed consent forms
have become highly technical, complex and lengthy
documents, which are difficult to understand.*® This may
be where new forms of technology can promote shared
decision-making and help improve the way physicians
speak with patients. Newer electronic decision aids can
better protect individual autonomy while also encour-
aging physicians to carefully consider their decisions.
The quality and growth of decision-making aids, such
as web-based sites and DVD’developers have compiled
clearinghouses of decision aids that meet acceptable stan-
dards of informed consent for specific patient choices.
These tools can provide patients with another source
of detailed and specific information on treatment op-
tions, helping the physician clarify and guide the patient
through the decision-making process.® Decision aids
are being incorporated with electronic medical record
(EMR) systems and introduced into national legislation.
With the exception of a handful of politically charged is-
sues, policies that focus on patient choice have become a
national focus in public health. The Affordable Care Act
adopted the use of decision aids for preference-sensitive
care in section 3506 defining it as:¢!

medical care for which the clinical
evidence does not clearly support one
treatment option such that the appropri-
ate course of treatment depends on the
values of the patient or the preferences
of the patient, caregivers or authorized
representatives regarding the benefits,
harms and scientific evidence for each
treatment option

and mandating that “the use of such care should depend
on the informed patient choice among clinically ap-
propriate treatment options.” Section 3501 of the ACA
adopts the patient decision aid concept, and develops a
regulatory approach for implementing shared decision
aids with the stated purpose of facilitating collaboration
and providing information on treatment options that in-
corporate patient preferences and values into the medical
plan.®? Improved use of electronic decision aids will bet-
ter help protect patients and minimize the possibility of
coercion in the 21st century.

The continuous advancements in other technol-
ogy introduce new resources and new obstacles for the

informed consent doctrine. The New England Journal of
Medicine recently released an article titled “Informed Con-
sent,” discussing how technology may impact informed
consent.®® This article notes that digital technology has
transformed the way we communicate and that “[t] ech-
nological and societal changes in information practices
present fresh opportunities for innovative implementa-
tion of informed consent . . . Technologies allow for meth-
ods of informed consent that are modern, green, interac-
tive, and dynamic.” It discusses new challenges that may
arise with the use of electronic forms in informed consent.
The article suggests that “promoting informed consent
will require the creative use of electronic technologies that
are simple, easy to use, and in widespread and common
use.”% It asks whether there should be one standard for
situations when the risk to a patient is low and another
for when the risk is high, and suggests that further dia-
logue is needed to guide both physician and patient on
establishing a “standard” informed consent.

Moving legally protected patient expectations from
being the passive recipient of medical care to a fully
informed patient/consumer is a welcome innovation.
Although informed consent has been an extraordinary
graft onto medical practice, research suggests that trans-
parency and health outcomes improve if the paternalistic
physician-mindset is jettisoned for more shared decision-
making.%> The Affordable Care Act has taken patient
engagement one step further and promoted public en-
gagement as a central component of health care delivery
and payment.®® As such, technology and public policy are
ushering in a fourth new and dynamic element to the in-
formed consent doctrine, one with ethical advantages that
includes society’s help in safeguarding against deception
or omissions in medical decision-making.®’ As technol-
ogy progresses, doctors should expect their patients, and
the public in general, to ask even more questions about
their medical care. The definition of informed consent will
likely continue to evolve, mirroring societal expectations
of what a reasonable person would require. It reflects a
process of change that will hopefully benefit us all.
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H.R. 5062—Advancing Access to Precision Medicine Act

To provide for a study by the National Academy of
Medicine on the use of genetic and genomic testing to im-
prove health care, and for other purposes.

IN THE HOUSE OF REPRESENTATIVES
February 15, 2018

Mr. Swalwell of California (for himself, Mr. Shimkus,
Mr. Peters, Mr. Paulsen, and Mr. Vargas) introduced the
following bill; which was referred to the Committee on
Energy and Commerce

A BILL

To provide for a study by the National Academy of
Medicine on the use of genetic and genomic testing to im-
prove health care, and for other purposes.

Be it enacted by the Senate and House of Repre-
sentatives of the United States of America in Congress
assembled,

SECTION 1. SHORT TITLE.

This Act may be cited as the “Advancing Access to
Precision Medicine Act.”

SEC. 2. NATIONAL ACADEMY OF MEDICINE
STUDY.

(a) In General.— Not later than 60 days after the date
of the enactment of this Act, the Secretary of Health and
Human Services shall enter into an arrangement with the
National Academy of Medicine under which the Acad-
emy agrees to study—

(1) how genetic and genomic testing may improve
preventative care and precision medicine;

(2) how genetic and genomic testing may reduce
health disparities;

(3) how the Federal Government may help to reduce
barriers to genetic and genomic testing, including—

(A) encouraging the expansion of health insurance
coverage of genetic and genomic testing, including di-
agnostic, predictive, and presymptomatic testing, and
whole genome sequencing;

(B) supporting the collection of evidence for the clini-
cal utility and appropriate use of genetic and genomic
tests; and

(C) improving access to genetic counselors, patholo-
gists, and other relevant professions, including strength-
ening related workforce education and training efforts;

(4) (A) the extent to which coverage provisions in the
Medicare and Medicaid programs under titles XVIII and
XIX of the Social Security Act (42 U.S.C. 1395 et seq., 1396

et seq.) may restrain the use of genetic and genomic test-
ing that may improve clinical outcomes for beneficiaries;
and

(B) how the Centers for Medicare & Medicaid Services
may make coverage determinations that better suit a pre-
cision medicine approach to treatment; and

(5) how genetic and genomic testing may improve
health outcomes for all populations in the United States,
including

(A) individuals with a rare disease, including—

(i) a metabolic disease;

(ii) a hereditary cancer syndrome; and

(iii) a neurologic disease with known treatments; and
(B) special populations, including—

(i) infants and children;

(ii) critically ill (non-infectious and non-trauma)
patients;

(iii) transplant patients;
(iv) individuals with cardiac disease; and

(v) individuals with, or who have a family history of,
a birth defect or developmental disability.

(b) REPORT.—

(1) IN GENERAL.—The arrangement under subsec-
tion (a) shall provide for the National Academy of Medi-
cine to submit, not later than 3 years after the date of
enactment of this Act, a report on the results of the study
under subsection (a) to—

(A) the Secretary of Health and Human Services;

(B) the Committee on Ways and Means and the Com-
mittee on Energy and Commerce of the House of Repre-
sentatives; and

(C) the Committee on Finance and the Committee on
Health, Education, Labor, and Pensions of the Senate.

(2) CONSULTATION.—The arrangement under
subsection (a) shall provide for the National Academy of
Medicine, in developing the report required by paragraph
(1), to consult with physicians, other health profession-
als, health educators, health professional organizations,
relevant companies, patients, patient organizations, the
Health Resources and Services Administration, the Na-
tional Cancer Institute, the National Institutes of Health,
the Agency for Healthcare Research and Quality, and the
Centers for Medicare & Medicaid Services.
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SEC. 3. STATE OPTION TO PROVIDE WHOLE
GENOME SEQUENCING CLINICAL SERVICES FOR
CERTAIN CHILDREN.

Title XIX of the Social Security Act (42 U.S.C. 1396 et
seq.) is amended by inserting after section 1943 the fol-
lowing new section:

"SEC. 1944. STATE OPTION TO PROVIDE WHOLE
GENOME SEQUENCING CLINICAL SERVICES FOR
CERTAIN CHILDREN.

“(a) IN GENERAL.—Notwithstanding section
1902(a)(1) (relating to statewideness), section 1902(a)(10)
(B) (relating to comparability), and any other provision
of this title for which the Secretary determines it is neces-
sary to waive in order to implement this section, begin-
ning January 1, 2019, a State, at its option as a State plan
amendment, may provide for medical assistance under
this title to an eligible individual for purposes of provid-
ing the individual with whole genome sequencing clini-
cal services.

“(b) PAYMENTS.—

“(1) IN GENERAL.—A State shall provide a health
care provider (as defined by the State) with payments for
the provision of whole genome sequencing clinical servic-
es to any eligible individual. Payments made to a health
care provider for such services shall be treated as medical
assistance for purposes of section 1903(a), except that,
during the first 8 fiscal year quarters that the State plan
amendment is in effect, the Federal medical assistance
percentage applicable to such payments shall be equal to
75 percent.

“(2) METHODOLOGY.—The State shall specify in
the State plan amendment the methodology the State will
use for determining payment for the provision of whole
genome sequencing clinical services. Such methodology

for determining payment shall be established consistent
with section 1902(a)(30)(A).

“(3) PLANNING GRANTS.—

“(A) IN GENERAL.—Beginning January 1, 2019, the
Secretary may award planning grants to States for pur-
poses of developing a State plan amendment under this
section. A planning grant awarded to a State under this
paragraph shall remain available until expended.

“(B) STATE CONTRIBUTION.—A State awarded a
planning grant shall contribute an amount equal to the
State percentage determined under section 1905(b) for
each fiscal year for which the grant is awarded.

“(c) HOSPITAL REFERRALS.—A State shall include
in the State plan amendment a requirement for any hos-
pital that is a participating provider under the State plan
(or a waiver of such plan) to establish procedures for re-
ferring any eligible individual who seeks or needs treat-
ment in a hospital emergency department to a health care

provider who is qualified (as determined by the State) to
provide whole genome sequencing clinical services.

“(d) REPORTS BY STATES.— Not later than three
years after the date on which the State plan amendment
under this section is approved, a State shall submit a re-
port to the Administrator of the Centers for Medicare &
Medicaid Services and the Administrator of the Health
Resources and Services Administration on —

“(1) the extent to which whole genomic sequencing
clinical services reduce health disparities; and

“(2) the extent to which coverage under the State plan
(or a waiver of such plan) impedes the use of genetic and
genomic testing that may improve clinical outcomes for
eligible individuals enrolled in the State plan (or under a
waiver of such plan).

“(e) REPORTS BY HEALTH CARE PROVIDERS.—
As a condition for receiving payment for whole genome
sequencing clinical services provided to an eligible indi-
vidual, a health care provider shall report to the State, in
accordance with such requirements as the Secretary shall
specify, on all applicable measures for determining the
quality of such services.

“(f) DEFINITIONS.— In this section:

“(1) ELIGIBLE INDIVIDUAL.—The term ‘eligible
individual’ means an individual who—

“(A) is eligible for medical assistance under the State
plan (or a waiver of such plan);

“(B) is under the age of 21 (o1, at the option of the
State, under the age of 20, 19, or 18 as the State may
choose), or in the case of an individual described in sec-
tion 1902(a)(10)(A)(1)(IX), under the age of 26;

“(C) has been referred or admitted to a pediatric in-
tensive care unit for a chronic or undiagnosed disease;
and

“(D) has been seen by at least one medical specialist
for such chronic or undiagnosed disease; and

“(E) is suspected by at least one medical specialist to
have a pediatric-onset genetic disease.

“(2) WHOLE GENOME SEQUENCING CLINICAL
SERVICES.—The term ‘whole genome sequencing clinical
services’, with respect to an eligible individual—

“(A) means the unbiased sequencing of all deoxyri-
bonucleic acid bases in the genome of such individual
and, if for the sole benefit of the individual, a biological
parent of such individual for the purpose of determining
whether one or more potentially disease-causing genetic
variants are present in the genome of such individual or
such biological parent; and

“(B) includes any analysis, interpretation, and data
report derived from such sequencing.”
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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 healthcare 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

¢ 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

i
Visit www.nysba.org/HLS for more information
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Publication Policy:
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Brendan Parent, JD
Phone: 212-998-7065
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permission for publication in this Journal. We will as-
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Thank you for being a NYSBA and Health Law
Section member!

Renew your memberships for 2019 Don't let your NYSBA

by vi;sli_ting r\‘NV\I(,IW.n3l/)sbal.aorg/renew membership lapse, enroll
or calling the Member Resource : -

Center at 800-582-2452. in AUetic RETEEER

Have you considered also joining the Business Law Section
at only $25 per year? Network with knowledgeable lawyers
in your field and continually learn important issues most 9

pressing in your area of practice. Let us know when you I I EW YORK STATE
renew! NYSBA BAR ASSOCIATION
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