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Section Co-Chairs’ Corner

Welcome to another edition of The Boston Health
Law Reporter, a publication of the Health Law
Section of the Boston Bar Association. As usual,
our Communications Committee has put together
a terrific collection of peer-reviewed articles on a
variety of topics, including state HIN1 prepared-
ness, priorities of the Massachusetts Hospital As-
sociation during the economic downturn, the rec-
ommendations of the Commonwealth’s payment
reform commission, NIH stem cell guidelines, and
health care disparities faced by individuals with
disabilities. Please consider writing an article for
a future edition of the Reporter, or helping us out
as a peer reviewer.

We want to take this opportunity to acknowledge
Susan Stayn, Esq., who has stepped down from
her many years as Co-Chair of the Reporter. We
can’tthank Susan enough for all of her hard work,
leadership and dedication which have made the
Reporter such a fantastic publication. Susan will
still stay involved with the Reporter, and in fact
has written an article for this issue along with Me-
lissa Lopes, Esq. on the topic of the NIH stem cell
guidelines.

This is an extraordinary time for U.S. health policy
and health law. As you know, Congress is consid-
ering sweeping new federal regulation of health
insurers, new federal programs to provide cover-
age to the uninsured, a possible “public option”
for a new national federal health program, and
other groundbreaking changes to health care cov-
erage and health care financing. Simultaneously,
our own state payment reform commission has
proposed to replace the deregulated system dat-
ing from the early 1990s with new rules that could
profoundly change the roles of health plans and
health care providers. The full extent of federal
and statewide changes is yet to be determined.
It is possible that like President Clinton’s pro-
posed Health Security Act, all attempts to rewrite
the rules of the game will be turned aside in favor
of the status quo. It also is possible that the next
twelve months will mark a significant turning point
in both federal and state health care policy.

As co-chairs, we want to make the Health Law
Section relevant, useful and timely. Health law
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practitioners are already awash in summaries,
slide decks, reports, and legislative language.
One of our goals for 2009-2010 is to create op-
portunities for our members to learn about pro-
posed reforms, to convene with experts and each
other, and to better understand the key issues
driving federal and state health policy. Please let
us hear your thoughts and suggestions on how
we can better help all of you in this coming year.

We also note the passing of Senator Edward Ken-
nedy, who was a tireless champion of health care
access and quality. It is our plan to dedicate a
future issue of the Reporter to his memory. The
focus of that entire issue will be the federal re-
form issues currently being debated in Congress,
and how those issues may affect our state.

- Dave Szabo, Esq. and Alan Einhorn, Esq.

@ection Co-Chairs

David S. Szabo, Esq.
Edwards Angell Palmer & Dodge LLP
111 Huntington Avenue

Boston, MA 02199
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Alan H. Einhorn, Esq.
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Preparing for Pandemic Flu: DPH Emergency
Regulations Require Vaccination of
Healthcare Workers and Expand Authorized

Vaccinators

Lisa Snellings, Esq. and Howard Saxner, Esq.

Preparing for Pandemic Flu
The Commonwealth of Massachu-
setts is involved in a full-scale mo-
bilization of resources to ensure
that the state is prepared for pan-
demic HAN1 influenza this fall. As
part of this effort, the Department
of Public Health (“Department”)
filed emergency regulations on
September 14, 2009 requiring li-
censed hospitals, clinics and long-
term care facilities (“health care
facilities”) to establish influenza
vaccination programs for health
care workers (HCW), and expand
the categories of persons autho-
rized under law to administer influ-
enza vaccine in the event they are
needed.t 2 This article describes
the rationale for and requirements
of the emergency regulations.

Seasonal and H1N1 Influenza
Influenza is a contagious viral in-
fection of the respiratory tract that
is easily spread from person to per-
son by respiratory droplets when an
infected person coughs or sneezes,
or when someone touches a sur-
face contaminated with the virus.
Each year, 5% to 20% of the popu-
lation becomes ill with seasonal in-
fluenza.* Approximately 200,000
hospitalizations and 36,000 in-
fluenza-associated deaths occur
each year. Children under 2 and
adults over 65 or with underlying
health conditions are most at risk
for influenza-associated morbidity
and mortality.

Novel influenza A (HIN1) is a new
flu virus of swine origin that first
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caused illness in Mexico and the
United States in March and April
of 2009. It appears that HIN1
flu spreads in the same way that
regular seasonal influenza viruses
spread. Vulnerable populations
have been defined by the Federal
Centers for Disease Control and
Prevention (CDC) to include preg-
nant women, infants and children
through age 24, and persons aged
25 through 64 years with health
conditions associated with higher
risk of medical complications from
influenza.

On April 26, 2009, the United
States Government declared a
public health emergency and has
been actively and aggressively
implementing the nation’s pan-
demic response plan.* OnJune 11,
2009, the World Health Organiza-
tion (WHO) signaled that a global
pandemic of HIN1 was underway
by raising the worldwide pandemic
alert to the highest level. This ac-
tion was a reflection of the spread
of the new HAN1 virus, not the se-
verity of illness caused by the vi-
rus.

Since the WHO declaration of a
pandemic, the H1N1 virus has
continued to spread, with the num-
ber of countries reporting cases of
novel HIN1 nearly doubling. The
Southern Hemisphere’'s regular
influenza season is winding down
and countries there are reporting
that the new H1N1 virus has be-
come a more common source of
illness than what are regarded as

regular seasonal influenza viruses.
In the United States, significant
novel HIN1 illness continued into
the summer, with localized and
in some cases intense outbreaks
occurring. The United States con-
tinues to report the largest num-
ber of novel HIN1 cases of any
country worldwide; however, most
people who have become ill have
recovered without requiring medi-
cal treatment. The CDC reports
that as of August 29, there were
9,079 hospitalized cases of HIN1
nationally, with 556° deaths.® In
Massachusetts, almost 1,400
residents have been lab-confirmed
infected with HANZ1 virus, and 11
people have died.” Because test-
ing is not done for every case, the
true number of individuals infected
with HINZ1 in the Commonwealth is
probably in the tens of thousands.

While the outlook for the 2009-
2010 influenza season is uncer-
tain, based on evidence from the
Southern Hemisphere, the CDC
anticipates that there will be many
more cases, hospitalizations and
deaths associated with this pan-
demic in the United States. The co-
circulation of seasonal and H1IN1
influenza viruses is anticipated to
put great demand on the health-
care delivery system by making
many people sick over a short pe-
riod of time. The flu season is pre-
dicted to occur earlier and be more
widespread than usual. Shortly af-
ter a New York state court recently
enjoined enforcement of the New
York regulation, Governor David
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Paterson suspended implementa-
tion of the regulation.

In response, this summer the De-
partment determined that emer-
gency regulations were needed to
promote vaccination of HCWs and
to increase the number of HCWs
authorized to administer vaccine.
Every available HCW may be neces-
sary to provide care and to admin-
ister vaccine against both seasonal
and HAN1 viruses.

Vaccination of Health Care
Workers

Influenza vaccination is the most
effective method of preventing
influenza virus infection and its
potentially serious complications,
providing 70% to 90% protec-
tion against influenza infection in
healthy adults, and reducing the
severity of illness and mortality in
at-risk populations, such as the
elderly and immuno-compromised
patients in health care settings.®
Vaccination of HCWs minimizes
the risk of transmission to patients,
coworkers and family members, re-
duces absenteeism, and reduces
“presenteeism”.  employees not
functioning effectively because they
are at work while ill.° While HCWs
with direct patient care responsibil-
ity are at the frontline of exposure
to and transmission of influenza,
employees without direct patient
care responsibility also must be
protected because their work is es-
sential to the efficient and effective
delivery of health care.

Despite clear evidence of the ef-
fectiveness of vaccination in pre-
venting the spread of influenza,
and the recommendation of nu-
merous professional agencies and
organizations including the CDC,
the National Foundation for Infec-
tious Diseases (NFID), the Infec-
tious Diseases Society of America
(IDSA) and The Joint Commission,*°

nationally only 44% of HCWs re-
ceived influenza vaccine during the
2006-2007 flu season.** While av-
erage employee vaccination rates
at acute care hospitals in Massa-
chusetts is better than the national
average, the vaccination rates
need to be increased significantly
to reduce employee and patient
susceptibility to influenza illness.
At the end of the 2008-2009 flu
season - before the emergence of
HAIN1 - the Department required
acute care and state hospitals to
report staff seasonal flu vaccina-
tion rates through March 2009.
Reported vaccination rates ranged
from 33% to 78%, with a mean of
51% and a median of 50%.

Why are HCW vaccination rates so
low? A recent review of studies as-
sessing the reasons HCWs in hos-
pitals receive or reject influenza
vaccination found the two primary
barriers to be (1) a wide range of
misconceptions or lack of knowl-
edge about influenza infection, and
(2) a lack of convenient access to
vaccine.*? Studies show that when
HCWs receive vaccine they do so
primarily for their own benefit and
not for the benefit of their patients.
HCW vaccination rates could be
improved by educational efforts to
dispel misconceptions about the
risks and by flexible workplace vac-
cine delivery.

A handful of states have instituted
mandatory vaccination require-
ments for HCWs. As of May 2009,
only Alabama, California, New
Hampshire, Maine, Rhode Island
and Tennessee required vaccina-
tion of HCWs in hospitals.’®* In
anticipation of the 2009-2010 flu
season, on August 13, 2009 New
York enacted emergency regula-
tions similar to the Massachusetts
regulations requiring HCWSs at hos-
pitals and other health facilities to
be vaccinated.** While the Mas-
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sachusetts emergency regulations
allow an employee to decline vac-
cination for any reason -- after be-
ing fully informed of the risks and
benefits of vaccination, the New
York regulation only provides an ex-
emption when the vaccine is medi-
cally-contraindicated for a particu-
lar employee.

In anticipation of a severe and
early flu season resulting from
the co-circulation of seasonal and
novel/pandemic HIN1 viruses,
the Massachusetts Public Health
Council (PHC) approved promulga-
tion of emergency regulations on
August 14, 2009, and sent notice
to licensed health facilities that
they should immediately begin
planning for early implementation
of the new employee vaccination
standards in advance of the Sep-
tember 14, 2009, effective date.
The emergency amendments are
outlined below.

SeasonallInfluenzaVaccination
for Health Care Workers

The amendments require licensed
hospitals, clinics (including dialysis
centers) and long-term care facili-
ties to establish vaccination pro-
grams for all employees (including
medical staff, contractors and cer-
tain volunteers) against seasonal
influenza virus, no later than De-
cember 15, 2009, and annually
thereafter.

The amendments require health
care facilities to notify every em-
ployee of the seasonal influenza
vaccination requirement and the
risks and benefits of vaccination.
Health care facilities may use a
Vaccine Information Statement
(VIS) for this purpose.’® It is the
health care facility’s responsibility
to provide a copy of the most up-to-
date version of the VIS prior to ad-
ministering vaccine.
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The amendments require health
care facilities to provide or arrange
for vaccination of all employees
who cannot provide proof of current
immunization against influenza, at
no cost to the employee, unless
the employee declines vaccination.
Employees (such as contractors
performing administrative func-
tions) who do not physically work
at or come to the licensed health
care facility site are not required to
be vaccinated under these amend-
ments.

A health care facility is not required
to provide for vaccination of an em-
ployee if (a) the vaccine is medical-
ly-contraindicated for that employ-
ee, (b) vaccination is against the
employee’s religious beliefs, or (c)
the employee refuses the vaccine
for any reason. An employee who
declines vaccination must sign a
declination statement and certify
that he/she received information
about the risks and benefits of vac-
cination. Guidance provided by the
Department to licensed health fa-
cilities states that a health care fa-
cility may not require an employee
to indicate the reason they decline
vaccination.

The amendments state that a
health care facility is not required
to provide or arrange for influenza
vaccination when the vaccine is un-
available for purchase, shipment or
administration by a third-party, or if
the Commissioner of Public Health
(“Commissioner”) issues an order
or guidelines restricting the use of
a vaccine.

The amendments require health
care facilities to (1) maintain a cen-
tral system to track the vaccination
status of each employee (including
declinations) and (2) maintain doc-
umentation of vaccination status
in each employee’s personnel file.
If a health care facility is unable
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to provide or arrange for influenza
vaccination for any employee, it
must document the reasons such
vaccination could not be provided
or arranged.

The amendments require health
care facilities to collect and submit
data to the Department in accor-
dance with guidelines to be issued
by the Commissioner. Department
guidelines issued on September
14, 2009, require all licensed
health facilities to maintain the
following data: the total number
of employees subject to the vac-
cination requirement, the total
number of employees vaccinated
through any source, and the to-
tal number of declinations. Acute
care and public health hospitals
will be required to report this data
to the Department for the 2009-
2010 flu season by April 15, 2010.
The Department may issue future
guidelines requiring other types of
licensed health facilities to report
vaccination data.

Novel or Pandemic Influenza
(H1N1) Vaccination for Health
Care Workers

In addition to requiring that health
care facilities provide for annu-
al vaccination of all employees
against seasonal influenza virus,
the amendments authorize the
Commissioner to issue guidelines
as needed to require health care
facilities to establish novel/pan-
demic (such as HAIN1) employee
vaccination programs. The emer-
gency regulations allow the Com-
missioner to issue guidelines in the
event of the emergence of a novel/
pandemic virus (and availability of
vaccine) to require licensed health
facilities to provide for vaccination
of employees against that novel/
pandemic virus.

Any novel/pandemic vaccination
guidelines are to address:

1. Categories and priority of
employees to be vaccinated

2. Type of vaccine(s) to be ad-
ministered

3. Date by which employees
must be vaccinated

4. Data collection and reporting
requirements

Once the Commissioner issues
guidelines directing health care
facilities to implement a novel /
pandemic employee vaccination
program, the amendments require
health care facilities to comply
with the same requirements that
apply to seasonal influenza for (1)
employee notification of risks and
benefits, (2) provision of vaccina-
tion without charge to designated
employees, (3) declination of vac-
cination, and (4) documentation of
employee vaccination status.

On September 14, 2009, the Com-
missioner issued guidelines direct-
ing health care facilities to provide
for vaccination of all employees
with the HIN1 2009 vaccine im-
mediately upon receipt of the HIN1
vaccine, which began to be distrib-
uted in October. The guidelines
provide that health care facilities
may determine the order in which
employees are vaccinated against
HAIN1, and should complete vac-
cination as rapidly as the supply
and vaccination schedule allow. In
the event of an insufficient supply
of either seasonal or HIN1 2009
influenza vaccine, the Department
may issue further guidance speci-
fying the categories and priority of
employees to be vaccinated.

Administration of Vaccines
by Designated Health Care
Workers

The Department also filed emer-
gency amendments on September
14, 2009, permitting the Com-
missioner to authorize additional
health care professionals to admin-
ister seasonal influenza and H1IN1
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vaccine in the event the Commis-
sioner determines that there are
or will be insufficient health care
professionals available for timely
administration of vaccine. 1¢

The amendments were necessary
because the Controlled Substanc-
es Act, M.G.L. c. 94C and related
regulations at 105 CMR 700.000
limit the persons who may lawfully
administer controlled substances
(i.e., prescription medications, in-
cluding vaccines). Under the ex-
isting regulations, only certain li-
censed health care providers, such
as physicians, nurses, physician
assistants, nurse practitioners and
pharmacists, may administer vac-
cine. Section 7(g) of Chapter 94C,
however, permits the Commis-
sioner to authorize by regulation
the registration of persons for a
specific activity or activities, includ-
ing administration of controlled
substances. Under the authority of
§ 7(g), the amendments enlarge
the number of health care profes-
sionals authorized to administer
vaccines - under specified circum-
stances - and therefore expedite
the administration of flu vaccine
in the event that large numbers of
people need to be vaccinated in a
short period of time.

The emergency amendments au-
thorize the Commissioner to issue
an order designating additional
health care professionals, licensed
or certified by the Department, or
medical or nursing students en-
rolled in approved or accredited
programs, to administer vaccine
for the prevention of pandemic,
novel or seasonal influenza virus.
Any order of the Commissioner
must specify the conditions under
which the vaccine may be admin-
istered. The amendments require
that the vaccine be administered
under an order or prescription of a
practitioner authorized to prescribe

vaccines. The vaccinators must ad-
minister in accordance with the or-
der/prescription and the Commis-
sioner’s order.

On September 14, 2009, the Com-
missioner issued an order desig-
nating dentists, paramedics, phar-
macists, and some medical and
nursing students as authorized
vaccinators. The order references
and is accompanied by guidance
on the training required, protocols
for vaccination and record-keep-
ing as well as other requirements.
Those organizing community or
facility-based flu vaccine clinics
will decide whether to use newly-
authorized vaccinators to assist in
administering seasonal and H1N1
vaccine.

The Commissioner’s order and as-
sociated guidelines and protocols
may change as needed throughout
the flu season dependent upon
emerging conditions.

Availability of H1IN1 Vaccine
Although a limited amount of HIN1
influenza vaccine was distributed
beginning in October, production
has been slower than expected,
delaying widespread distribution
of the vaccine. All HIN1 vaccine
will be supplied by the federal gov-
ernment at no cost to providers in
both the public and private sectors.
State health departments are re-
sponsible for allocating all doses of
HAN1 vaccine.

The initial shipments of HIN1 vac-
cine have been directed to priority
populations including HCWs and
emergency medical personnel,
children, pregnant women, and
those of all ages at higher risk of
complications from influenza in-
fection. The Department will post
the latest guidance about priority
groups and all other recommen-
dations related to HIN1 vaccine
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on the Department’s flu website
http://www.mass.gov/dph/flu.

In order to facilitate allocation of
HAN1 vaccine to providers in Mas-
sachusetts, the Department has
developed an on-line system to reg-
ister all public and private provider
sites interested in receiving and
administering novel HIN1 vaccine
(including private providers, health
care facilities, local health depart-
ments, regional public health coali-
tions, visiting nurses associations,
health care facilities, pharmacists
and commercial community vac-
cinators). Information about ac-
cessing the registration site will be
disseminated broadly through e-
mail and in collaboration with pro-
fessional organizations and trade
associations, and will be posted
on the Department’s flu website

http://www.mass.gov/dph/flu.

Liability for Vaccine
Administration

The federal Public Readiness and
Emergency Preparedness Act
(PREP) of 2006 provides immu-
nity from tort liability under state
and federal law for persons autho-
rized under state law to administer
vaccines, including health care
professionals and students desig-
nated as H1N1 vaccinators by the
regulations and Commissioner’s
order.®* PREP Act immunity does
not extend to seasonal flu vaccina-
tion. The liability issues surround-
ing administration of seasonal flu
will be no different than in prior flu
seasons.

In terms of reimbursement, while
the HIN1 vaccine will be provided
at no charge, reimbursement for
vaccine administration is a mat-
ter between providers and third
party payers. Seasonal flu vaccine
will be available as in previous flu
seasons. Reimbursement for sea-
sonal vaccine and administration
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is similarly a matter for providers
and third party payers.

Regulatory Process

The emergency amendments were
approved for promulgation by the
PHC at its regularly scheduled
meetings on August 14 and Sep-
tember 9, 2009. The emergency
amendments became effective on
September 14, 2009, when they
were filed with the Office of the Sec-
retary of the Commonwealth, and
are effective for 3 months after that
date. The PHC promulgated these
amendments as emergency regu-
lations to provide hospitals, clinics
and health care facilities with as
much time as possible to imple-
ment HCW vaccination programs
in advance of the 2009-2010 in-
fluenza season. A public hearing is
scheduled for October 9, 2009; the
comment period closed on October
16, 2009. It is anticipated that the
regulations will be presented to the
PHC for final promulgation at its
meeting on November 18, 2009.

LatestInformationonlInfluenza
Outbreak and Vaccination

The task of administering millions
of doses of seasonal and pandem-
ic influenza vaccine is enormous.
The Department has worked
closely with health care facilities,
agencies, local health officials, and
health care professionals to pro-
mote and support enhanced ca-
pacity to expedite the provision of
flu vaccine.

You will find helpful information
about flu vaccine, including the
risks and benefits of getting vacci-
nated, and H1N1 guidance, on the
CDC’s website at http://www.cdc.
gov/flu. For the latest updates on
influenza also please visit the De-
partment’s website at www.mass.

gov/dph/flu and www.mass/gov/
dph/imm.
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105 CMR 700.003(H) & 700.004(B)(7)
and 105 CMR 130.325 (Hospital Licen-
sure); 105 CMR 140.150 (Licensure of
Clinics); and 105 CMR 150.002(D)(8)
(Licensing of Long-Term Care Facilities).
The emergency regulations and re-
lated orders and guidelines discussed
in this article can be found on the De-
partment’'s website at www.mass.gov/
dph/flu “emergency vaccination regula-
tions.”
http://www.cdc.gov/flu/keyfacts.htm.
http://www.cdc.gov/hin1flu/back-
ground.htm.
http://www.cdc.gov/h1n1flu/update.
htm.

http://www.cdc.gov/flu/weekly/.
http://ma-publichealth.typepad.com
files/weekly-report-9_3_2009-1.doc.
Influenza Vaccination: Strategies from
Research & Practice, The Joint Commis-
sion (2009) at ix.

Id.

Id., at 65-72.

Prevenion and Control of Seasonal Influ-
enza with Vaccines, Recommendations
of the Advisory Committee on Immuni-
zation Practice (ACIP), CDC, MMWR July
31, 2009/58 (RR08), 1-52 at Table 3.
Influenza Vaccination of Health Care
Workers in Hospitals - A Review of Stud-
ies of Attitudes and Predictors, H.G. Hol-
Imeyer et al., Vaccine 27 (2009) 3935-
3944,
http://www?2a.cdc.gov/nip/stateVac-
cApp/StateVaccsApp/Administrationby-
Vaccine.asp?Vaccinetmp=Influenza#23
5.

Health Care Personnel Influenza Vacci-
nation Requirements, Title 10 (Health).
Part 66, Subpart 66-3 of the Official
Compilation of Codes, Rules and Regu-
lations of the State of New York (August
13, 2009).

VISs are available at http://www.cdc.
gov/vaccines/pubs/vis/default.htm.
105 CMR 700.003(H) & 700.004(B)(7).
PREP Act, 42 U.S.C. § 247d-6d.

While the language of the PREP Act
appears to confer immunity on medi-
cal and nursing students authorized
by law to administer vaccine, the PREP
Act Declaration for HIN1 vaccine raises
a question as to whether the immunity
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Massachusetts Hospital Association:
2009/10 Legislative Priorities

Michael Sroczynski, Esq.

The Massachusetts Hospital Asso-
ciation is a voluntary, not-for-profit
organization comprised of hospi-
tals and health systems, related
organizations, and other members
with a common interest in promot-
ing the health of the people of the
Commonwealth. Through leader-
ship in public advocacy, education,
and information, MHA represents
and advocates for the collective in-
terests of its member hospitals and
health systems, and supports their
efforts to provide high quality, cost
effective, and accessible care.

While Massachusetts hospitals
and health systems are facing an
era of unprecedented change,
MHA members remain committed
to their most basic mission: caring
for people. MHA's 2009/10 leg-
islative and policy priorities focus
on five elements essential to rein-
forcing hospitals’ ability to provide
this care: 1) universal access and
coverage; 2) adequate financing;
3) minimized costs; 4) enhanced
quality; and 5) an educated and
qualified workforce. A sampling of
our legislative package and pub-
lic policy priorities are highlighted
herein (detailed summaries can
be found at www.mhalink.org). As
the Commonwealth moves toward
reform of our payment system, we
believe all of these proposals are
important complementary pieces.

Universal Access and
Coverage

MHA and our member hospitals
support universal coverage. In July,
Governor Deval Patrick rejected

the Legislature’s proposed elimina-
tion of Commonwealth Care health
insurance coverage for 30,000 tax-
paying “special status” legal immi-
grant residents. Governor Patrick
instead recommended $70 million
to develop a new insurance prod-
uct that would provide “meaning-
ful” coverage for this population.
While recognizing that the Legisla-
ture explored all available cuts be-
fore recommending this cut, MHA
supported the Governor’'s recom-
mendation. As a result of dwindling
tax revenues and the fact that the
federal government does not cur-
rently provide matching funds
for legal immigrant coverage, the
Legislature subsequently appro-
priated $40 million for Governor
Patrick’s Administration to develop
coverage these legal immigrants.
The currently allocated funding
will not preserve the benefits and
access previously available to
these individuals. As such, MHA
and its member hospitals remain
concerned about the impact that
scaled down insurance coverage
will pose, both to patient care and
to the viability of the state’s Health
Safety Net Trust Fund. As there is
a current shortage in the Fund,
hospitals will be solely responsible
for the cost of care needs for this
population. This funding burden
creates a risk to community ser-
vices for some hospitals and will
ultimately lead to higher insurance
premiums for every resident of the
Commonwealth. MHA will be work-
ing closely with the administration
in an effort to ensure that the $40
million is employed in a manner
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that best ensures meaningful ac-
cess to services.

One of MHA's priority legislative
filings this session seeks to ad-
dress another inadequacy in cover-
age for low-income patients. Cur-
rently, uninsured individuals who
qualify for Commonwealth Care
or MassHealth receive 10 days of
retroactive coverage (from the date
of their application) for services
provided in hospitals and commu-
nity health centers. But low-income
uninsured residents who are not
eligible for these programs receive
six months of Health Safety Net
“retroactive coverage”. HB1085
will make Health Safety Net “retro-
coverage” uniform and consistent
for all eligible low-income patients.
This legislation recognizes and
supports the initial health care ser-
vices that are provided to the un-
insured low-income patient regard-
less of which low-income program
that they are ultimately enrolled in.

Adequate Financing for
Healthcare

As both providers and employ-
ers, hospitals have made signifi-
cant contributions to bolster the
Commonwealth’s health reform
initiative. These include: enroll-
ing thousands of low-income resi-
dents; funding the cost of coverage
expansion by diverting hospital
supplemental payments and un-
compensated care funding toward
coverage, contributing hundreds
of millions of dollars since 2006;
increasing accountability through
Medicaid pay-for-performance and
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numerous new reporting require-
ments; escalating enrollment in
their own employer-sponsored in-
surance and meeting the new em-
ployer responsibilities called for by
the Reform law; and providing an
additional $20 million in 2008 to
help balance a budget shortfall.

The health care reform law (Chapter
58 of the Acts of 20006) called for a
three-year commitment to improve
hospital rates for the care provided
to MassHealth patients in order to
reach a level more closely reflect-
ing the actual cost of the care that
hospitals provide to MassHealth
patients (often described as “clos-
ing the Medicaid gap”). This state
investment was intended to reduce
or eliminate pressures leading to
increasing private insurance premi-
ums. A new trust fund was created
to provide an annual increase of
$90 million for three years to acute
care hospitals and physicians, with
$76.5 million targeted toward hos-
pitals. Yet, when the state was
forced to make difficult budget de-
cisions this year due to declining
revenues, hospitals were required
to accept reduced reimbursement
for care provided to low-income
MassHealth patients. MHA now es-
timates that hospitals, on average,
will be paid approximately 70% of
cost in 2010 under the Medicaid
fee-for-service program - meaning
that hospitals rates are now worse
than before the reform law was
enacted. The failure to close the
Medicaid underpayment gap con-
travenes one of the central tenets
of Chapter 58 and, as such, the
pressures on private rates remain.
As the state now moves toward pay-
ment reform, it must recognize that
this failure to appropriately pay for
care is an essential need that must
be addressed.

One MHA priority bill that is related
to the changed health care environ-

FaL 2009

VoLumE 5, Issue 1

ment in Massachusetts is SB556.
This legislation seeks to create a
more equitable assessment on all
healthcare providers in support of
the administrative operations of
the Division of Health Care Finance
and Policy (“Division”). Currently,
acute care hospitals are solely re-
sponsible for at least 65% of the
Division’s total expenses, includ-
ing not only the state’s budget ap-
propriations, but also additional
fringe and employee benefits. Yet
the Division’s role has expanded to
include the development of health
care policy, health care payment
reform, and data analysis for all
health care providers. It is also re-
sponsible for administering the op-
erations of the Health Care Quality
and Cost Council. While the work
performed by the Division is an
important resource for the entire
health care community, hospitals
believe that, with the advent of pay-
ment reform and integrated deliv-
ery systems, the cost of that work
should be apportioned equitably
across all providers. SB556 would
limit the hospital assessment to
FY2008 levels while directing the
Division to study the scope of work
of the Division and make recom-
mendations to the Legislature for
assessments on entities other
than hospitals consistent with the
Division’s responsibilities.

Minimized Costs

As the both the state and federal
governments continue to focus
on health care reform and the re-
duction of health care costs, MHA
has identified three “legs of the
stool” that must receive balanced,
thoughtful and simultaneous at-
tention in order to manage costs.
These include: the reduction of
clinical variation, payment reform,
and administrative simplification.
The third leg — administration sim-
plification - is an essential com-
ponent which can be addressed

immediately. While the Division of
Insurance (DOI) recently report-
ed that Massachusetts insurers
spend 11% of premiums annually
on administration, we know this
number does not take into account
the downstream effects that varied
and uncoordinated administrative
burdens place on providers. A re-
cent MHA report on administrative
costs found that billing and insur-
ance related activities in Massa-
chusetts exceed $5 billion a year.
Nationally, the U.S. Congressional
Research Service estimates that
the administrative costs of private
insurance and government pro-
grams to be about $465 billion per
year - not including the adminis-
trative costs borne by healthcare
providers to comply with those re-
quirements.

In an effort to address these is-
sues in the Commonwealth,
HB1077 seeks to reduce the cost
and complexity of accessing health
care services for patients, provid-
ers, and insurers by encouraging
greater consultation and collabora-
tion between providers and insur-
ers through standardizing certain
administrative processes in a logj-
cal format. It also focuses on the
potential for standardizing and
streamlining the collection and re-
porting of clinical information for
quality measures - processes that
have become more common and
widespread as insurance carriers
seek to implement pay for perfor-
mance arrangements. Most impor-
tantly, H1077 requires DOI to cre-
ate an advisory group to develop
recommendations and regulations
that will simplify the administrative
burdens for patients, clinicians,
and hospitals and reduce costs at
the same time.

Additionally, as health insurers
increasingly move towards “con-
sumer-directed” insurance poli-
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cies, they are increasingly shed-
ding their responsibility to collect
payment from subscribers and
instead forcing providers to make
these collections. Beyond the co-
payment amount highlighted on
a patient’s insurance card, health
care providers generally do not
have access to a patient’s financial
liability until well after services are
rendered and the insurer informs
the hospital of the co-insurance or
deductible amount. SB457/HB974
would require insurance carriers to
bear the responsibility of directly
monitoring and collecting any pay-
ments associated with deductibles
and co-insurance. Hospitals believe
that insurers, given their financial
relationships with subscribers, are
better suited to handle the admin-
istrative responsibility for the col-
lection of deductibles and co-insur-
ance.

Enhanced Quality

Since January 26, 2005, Massa-
chusetts hospitals have been en-
gaged in Patients First - a sweep-
ing quality-and-safety initiative
that creates an important layer of
transparency for patients. In ad-
dition to 26 different comparable
measures of quality care, including
pressure ulcer prevalence, falls,
heart attacks, heart failures, pneu-
monia and surgical infections, pa-
tients can review the planned and
actual patient care staffing plans
for every hospital in the Common-
wealth. Patients First is an impor-
tant step forward in enhancing
the transparency of hospital care.
The information that is collected
and posted through this voluntary,
first-in-the-nation initiative not only
helps patients and their families
make informed decisions about
their health care, but also provides
hospitals with benchmarks that
they can use to enhance their own
quality and safety efforts.

Over the past several years, one
of the more contentious legisla-
tive issues related to quality is an
effort by one of the state’s nurs-
ing unions to enact one-size-fits-all
mandatory registered nurse staff-
ing ratios (or “limits”). Despite the
lack of any scientific evidence that
such a mandate would contribute
to the quality of care, the political
rhetoric associated with this effort
has derailed discussion around nu-
merous quality and workforce pro-
posals that could have a positive
impact on patient care. In an effort
to responsibly address the union’s
arguments, in 2008 the state sen-
ate enacted compromise language
that is focused on the acuity of
individual patients and takes into
account the important contribu-
tions of every member of the pa-
tient care team. While the Senate’s
bill failed to get House approval
last year, Senator Richard Moore
(D-Uxbridge) has re-filed it in the
2009/10 session. MHA believes
that this comprehensive approach
to staffing regulation is responsible
and based on up-to-date studies
and best practices from the around
the country. The bill requires hos-
pitals to:

* implement acuity models and
create nursing care commit-
tees to contribute to the devel-
opment of a board approved
staffing plan. These nursing
care committees would be
comprised of at least 50% di-
rect care registered nurses.

e post and file hospital staffing
plans with the Department of
Public Health (DPH). Hospitals
would have to report on varia-
tions from these plans and
DPH would publically post each
plan and audit compliance.

e monitor and report on nurse-
sensitive  patient outcome
data. DPH would publish and
rank hospitals based on these
quality measures.
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MHA is also highly supportive SB18,
legislation that would improve the
state’s ability to respond to de-
clared emergencies and pandem-
ics. The need for such legislation
has been magnified by the recent
emergence on the HIN1 influenza
virus. SB18, which has already
been approved by the Senate, rep-
resents the collaborative efforts of
MHA, the Massachusetts Medical
Society, the Department of Public
Health, and other stakeholders to
develop this workable approach
to comprehensive emergency pre-
paredness in the Commonwealth.
SB18 encourages the participation
of volunteers and medical profes-
sionals to address public health
emergencies by extending liability
protection and coverage to individ-
ual providers responding to these
events. It also streamlines admin-
istrative requirements for the re-
cruitment and use of volunteers at
the local level when pandemic or
disaster strikes.

An Educated and Qualified
Workforce

As nursing and healthcare work-
forces shortages are projected to in-
crease over the next several years,
ensuring an appropriate supply of
qualified health care professionals
is a top priority of the hospital com-
munity. SB854 would authorize the
Commonwealth to join 24 states in
the national Nurse Licensure Com-
pact (NLC). The NLC is a mutual
recognition model of nurse licen-
sure that allows a nurse to have one
license in his/her state of residen-
cy and to practice in other states,
both physically and electronically,
subject to each state’s practice law
and regulation. It would also en-
hance the knowledge base needed
to address workforce shortages by
building a pool of shared data. As
average salaries for Massachusetts
nurses are second only to Califor-
nia, this legislation would ease the
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ability to draw qualified candidates
across state borders.

SB1794 will benefit the personal
safety of health care providers by
establishing a heightened standard
of punishment for individuals that
commit assault on a provider dur-
ing the delivery of health care ser-
vices. The bill broadens the current
protections in place for ambulance
operators and emergency medical
technicians by applying those pro-
tections to assaults on any health
care provider. This seeks to equally
protect all members of the patient
care team from violence in the
workplace.

The Future: Shared
Responsibility for Health Care
Payment Reform

As the Commonwealth pursues the
reform of the healthcare payment
system, Massachusetts hospitals
support the general thrust of this
initiative. The current system falls
short of meeting the reasonable ex-
pectations and needs of too many
healthcare stakeholders - most
importantly patients, but also those
who pay for care and those who
provide care. The status quo can-
not and should not be defended.
MHA's members agree that a more
integrated and coordinated system
of care should have positive results
in terms of the access to and qual-
ity of care. The general direction of
payment reform away from fee-for-
service towards a more integrated
form of delivery and payment -
such as global payment - could be
successful. But the ultimate suc-
cess or failure of payment reform
in our Commonwealth, and the pro-
ductive engagement of hospitals to
this end, will depend on thoughtful
and responsive answers to certain
key issues from policymakers as
we make more concrete plans and
contemplate the process of imple-
menting a new system. And, as has
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been stated in the final report of
the State’s Special Commission on
the Healthcare Payment System, it
will require transparency, continu-
ous monitoring and responsive
modification of healthcare provider
plans as we gain experience with
the new payment and organization-
al arrangements. All stakeholders
deserve and expect that this will be
the case. We should expect nothing
less from our leaders, who deserve
great credit for this bold undertak-

ing.

For an overview of critical founda-
tional issues related to payment
reform in the Commonwealth,
please visit MHA's website at www.

mbhalink.org.
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Recommendations of the Special Commission
on the Health Care Payment System: New
Challenges for Massachusetts Health Care
Providers

Georgia Maheras, Esq., Tad Heuer, Esq., Tom Barker, Esq.

Introduction

In April 2006, the Commonwealth
of Massachusetts passed its land-
mark health reform legislation, An
Act Providing Access To Affordable,
Quality, Accountable Health Care.!
Over the next three years, com-
prehensive health reform has en-
abled Massachusetts to enroll over
400,000 residents in public and
private plans — meaning that over
97% of residents are now insured.?

However, the success in insuring
residents has come at a price, as
the Commonwealth now faces in-
creasing pressure to control the
costs of health care. On July 16,
2009, the Special Commission on
the Health Care Payment System
(“Special Commission”) released
its recommendation: to control
costs by abolishing the prevail-
ing fee-for-service based payment
model and replacing it with a
global payments model. Under the
Special Commission’s recommen-
dations, the new payment system
would apply to all payors, includ-
ing Medicare and Medicaid. This
article reviews the context of cost
containment efforts, summarizes
the Special Commission’s recom-
mendations, and analyzes some of
the potential implications of these
recommendations for Medicare
and Medicaid.

I. The Expansion of Coverage
and the Context of Cost
Containment

Chapter 58 of the Acts of 2006
focused primarily on increasing
access to coverage for Massachu-
setts residents. Its reforms of the
public and private insurance mar-
kets included Medicaid expansions
for children and adults, the intro-
duction of a new state-subsidized
plan, the mandate that all adults
carry health insurance, the merger
of the individual and small group
insurance markets, and a require-
ment that employers “play or pay”
by making a financial contribution
to the state if they do not offer a
certain level of health insurance for
their employees. Additionally, the
law created the Commonwealth
Health Insurance Connector Au-
thority (“Connector”) to oversee
the implementation of health care
reform. However, Chapter 58 took
only modest first steps towards
cost containment and improved
quality, such as the creation of the
Health Care Quality and Cost Coun-
cil (HCQCC), a representative body
tasked with evaluating cost and
quality in Massachusetts’ health
care system, and making reform
recommendations.

The cornerstone of the extension
of health insurance coverage in
Massachusetts was an expansion
to the state Medicaid program and
creation of the new state-subsi-
dized plan, Commonwealth Care.
Combined with the State Chil-
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dren’s Health Insurance Program
(SCHIP),® Medicaid now covers
children whose family income is
up to 300% of the federal poverty
level (FPL). Massachusetts Med-
icaid also expanded coverage for
adults with young children and for
the long-term unemployed. This ex-
pansion has provided coverage for
99,000 previously uninsured Mas-
sachusetts residents.* Common-
wealth Care, available to adults up
to 300% FPL, has provided cover-
age for 151,308 additional unin-
sured residents.> Together, these
two programs account for 55% of
Massachusetts’ increased access
to health insurance coverage.

As noted above, Massachusetts
created Commonwealth Choice, a
private insurance option for those
not purchasing insurance through
their employer. Commonwealth
Choice has expanded individual
plan purchasing options for Massa-
chusetts residents and allows them
to compare products easily. Total
new enrollment in the commercial
market is 96,000 Massachusetts
residents. While individual premi-
ums have decreased since imple-
mentation of this consolidation,
small business premiums have
fluctuated significantly. Chapter
58 also merged the individual and
small group commercial insurance
markets into a single risk pool. The
policy reason underlying this merg-
er was that such consolidation
should cause premiums to be, on
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average, significantly lower for indi-
viduals and only minimally higher
for small groups.

Having thus addressed the chal-
lenge of expanding access, the
Commonwealth increasingly rec-
ognized the parallel necessity of
addressing the challenge of spi-
raling costs. In August 2008, the
Legislature passed Chapter 305 of
the Acts of 2008, which aimed to
promote health care cost contain-
ment and improve the transpar-
ency and efficiency of the delivery
of quality health care. Chapter 305
included the following cost contain-
ment initiatives: The HCQCC Road-
map to Coverage, the RAND report
on health care cost containment,
a review of hospital and insurer
reserves, and a report on health
care cost drivers. Another initiative
contained in Chapter 58 was the
establishment of the ten-member
Special Commission charged with
examining alternatives to the tra-
ditional “fee-for-service” (FFS) pay-
ment model, and providing reform
recommendations that would “pro-
vide incentives for efficient and ef-
fective patient-centered care [and]
reduce variations in the quality and
cost of care.”®

Il. The Special Commission’s
Recommendations

After nine public meetings, the
Special Commission released its
final report on July 16, 2009, and
made a bold recommendation:
Abolish the prevailing FFS based
payment model and replace it with
a global payments model. The Spe-
cial Commission was charged with
three specific responsibilities: (1)
to examine payment methodolo-
gies and purchasing strategies, (2)
to recommend a common transpar-
ent payment methodology, and (3)
to recommend a plan for the imple-
mentation of the common payment
methodology across all public and
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private payers in the Common-
wealth.”

Before presenting its recommen-
dations, the Special Commission
outlined the context of its appoint-
ed task — acknowledging the ad-
vances Massachusetts has made
in health care reform, but warning
that unmitigated growth in health
care costs threatens the viability
of the 2006 reforms.® The Special
Commission first noted that Massa-
chusetts has the highest per capita
health care costs in the nation, and
that these costs were expected to
continue increasing. The Special
Commission also observed that ac-
cess to primary care physicians is
declining, and that the operating
margins for community hospitals
remain perilously low.®

The Special Commission then ex-
plained that its ultimate recom-
mendations were based on ten
“principles for payment reform,”
developed in collaboration with
key stakeholders. The foremost of
these principles was that the FFS
payment methodology “rewards
service volume rather than out-
comes and efficiency,” and thus
needed to be replaced by a pay-
ment model that was more closely
aligned to the delivery of high-qual-
ity, patient-centered care.’® Other
guiding principles developed by the
Special Commission included the
premises that “differences in pay-
ments should reflect measureable
differences in value,” that “health
care per capita costs and cost
growth should be reduced [and
the] payment system should be
transparent,” and that implemen-
tation of reforms should be phased
in on a clear and predictable time-
table.*

Guided by these principles, the
Special Commission examined
numerous alternatives to FFS, in-

cluding blended capitation rates,
episode-of-care payments, medical
home models, global budgets, pay-
for-performance (P4P) programs,
tiering of providers, evidence-
based purchasing strategies, epi-
sode-based payments, and global
payments.*?

The Special Commission reached
two main conclusions. First, the
Special Commission concluded
that while “modifying” FFS might
initially appear to be more attrac-
tive than outright replacement, the
“pervasive incentives” of FFS (and
the added complexity created by
grafting new models onto the FFS
methodology) rendered such an op-
tion wholly inadequate.*®* Second,
the Special Commission concluded
that the “global payments” model
was the best available option for
promoting “safe, timely, efficient,
effective, equitable, patient-cen-
tered care” while simultaneously
reducing “growth and levels of per
capita health care spending.”**

Under the “global payments” ap-
proach, providers are compensat-
ed prospectively for most (or all) of
the care their patients will receive
over a set contractual period. The
“global payment” is thus designed
to reflect the expected cost of the
covered services, and is calculated
using factors such as a patient’s
underlying health conditions and
overall patient demographics.
While global payments thus place
the “performance risk” squarely
on providers, they are risk-adjust-
ed to reduce the “insurance risk”
shouldered by any given provider.'®
Under the global payments model
advocated by the Special Commis-
sion, there would be further finan-
cial adjustments to incentivize and
reward the provision of accessible
and high-quality care (particularly
primary care), and certain limited
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exceptions for providers of very lim-
ited and/or specialized services.*®

In articulating its vision for what a
fully-implemented global payments
model might look like, the Special
Commission advocated for the in-
clusion of several key elements.
In terms of patient care delivery,
the Special Commission’s model
would include the development of
Accountable Care Organizations
(ACOs) to coordinate patient care,
a strong focus on primary care, an
emphasis on patient choice, and
the increased use of P4P incentives
to providers.'” In terms of financial
management, the expected model
would include required participa-
tion by both public and private pay-
ers, the sharing of financial risk be-
tween ACOs and insurance carriers,
an emphasis on strong and consis-
tent risk adjustment, and transpar-
ency in both cost and quality via a
system of common and available
metrics.*® Finally, the Special Com-
mission endorsed a global pay-
ments model that would incorpo-
rate the widespread adoption of
the “medical home” concept.®

Addressing the question of tim-
ing and implementation, the Spe-
cial Commission concluded that a
global payments model could be
implemented statewide within five
years.?®  Although some provid-
ers may adapt to global payments
quickly and voluntarily, the Special
Commission also recognized that
others would need to transition
more gradually, and would require
greater technical assistance.?* The
Special Commission therefore em-
phasized that adoption of global
payments would require invest-
ments in infrastructure, provider
training, and technical support,
and recommended several finan-
cial incentives that might be imple-
mented to speed this transition.??
Finally, the Special Commission

recommended the establishment
of either an independent board
or an executive branch agency to
oversee the implementation of the
new system.?3

In its conclusion, the Special Com-
mission acknowledged that con-
cerns had been raised regarding
previous attempts to implement
global payments. However, the
Special Commission responded to
these concerns by including in its
recommendations 1) a deliberative
and transparent transition process,
2) robust monitoring and oversight,
3) financial incentives for access
and quality, 4) improved risk ad-
justment models, and 5) support
for health information technology,
it had made significant improve-
ments on previous capitation mod-
els. The Special Commission thus
argued that any general concerns
about adopting global payments
had been largely mitigated as a
result of these tailored improve-
ments.?*

11l. The Medicare Question

The Special Commission envi-
sions that the new payment system
would apply to all payors, including
Medicare and Medicaid.?® Doing
so would require waivers from the
federal government. Federal law
provides the mechanism to alter
the otherwise-applicable payment
rules under these two programs.
Policymakers at the state level
will need to decide which of these
mechanisms to pursue in order to
implement the new payment sys-
tem across all payers.

Under the Medicare program, pay-
ment to acute care hospitals for the
cost of providing inpatient hospital
services to Medicare beneficiaries
“is equal to” an amount deter-
mined under the inpatient prospec-
tive payment system.2® Payment to
hospitals for the cost of providing
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covered hospital outpatient depart-
ment services to Medicare benefi-
ciaries “shall be determined” under
the outpatient prospective payment
system.?” Payment to physicians
for the cost of providing physicians’
services to Medicare beneficiaries
“shall ... be” determined under the
resource-based relative value sys-
tem.?8

Under the recommendations of the
Special Commission, however, pay-
ment to hospitals and physicians
(and, for that matter, most other
health care providers) would be
made as global payments by ACOs,
even with respect to services pro-
vided to Medicare beneficiaries.
Given that the Medicare statute
requires that payment to health
care providers be calculated under
precise formulae, some mecha-
nism would be necessary to waive
the application of the relevant stat-
utes.

One such mechanism is section
402(a)(1)(A) of the Social Security
Act Amendments of 1967.2° Under
this statutory authority, the Secre-
tary of Health and Human Services
(“Secretary”), likely acting through
her delegee, the Centers for Medi-
care and Medicaid Service (CMS),
may “determine whether . .. chang-
es in methods of payment or reim-
bursement . . . for health care and
services under health programs
established under the Social Secu-
rity Act . . . would have the effect
of increasing the efficiency and
economy of health services under
such programs . ...” If the Secre-
tary makes such a determination,
then she “may waive compliance
with the requirements of [Medicare
and Medicaid] insofar as such re-
quirements relate to reimburse-
ment.”*® Use of a global payment
system for inpatient and outpatient
hospital services and physician
services is a “changel] in methods
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of payment and reimbursement .
. . for health care services under
health programs established under
the Social Security Act” because
global payments made to an ACO
would substitute for the inpatient
and outpatient reimbursement sys-
tems and the resource-based rela-
tive value scale.

The question for the Secretary or
CMS would be whether or not the
new system “would have the effect
of increasing the efficiency and
economy of health services un-
der such programs.” The Special
Commission report is replete with
examples of how the Special Com-
mission members anticipate that
a global payment system would
reduce the rate of growth in health
care spending in Massachusetts.
Indeed, the first sentence of the
chapter introducing the recom-
mendations states that a global
payment system would “promote
safe, timely, efficient, effective, eq-
uitable patient-centered care, and .
.. reduce growth and levels of per
capita health care spending.”®* Itis
likely that state officials will attempt
to convince CMS officials that the
trigger in section 402(a)(1)(A) is
met by the new system.

Federal law also provides addi-
tional authority for CMS to waive
provisions of Medicaid law that
might otherwise hinder the imple-
mentation of the new payment sys-
tem. Section 1115 of the Social
Security Act permits the Secretary
to waive compliance with “any of
the requirements” of the Medicaid
program in the case of a demon-
stration project that is “likely to as-
sist in promoting the objectives of”
Medicaid.*? The Secretary can also
approve costs that would not other-
wise trigger federal matching funds
in such a demonstration project.
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In this regard, the recommenda-
tions of the Special Commission
specifically note the impact that
high health care costs have on the
state Medicaid program, requiring
the state to spend a third of its bud-
get on Medicaid.®®* Clearly, state
officials would argue that a global
payment system would “promot[e]
the objectives” of Medicaid, one
of which is to “furnish . .. medical
assistance on behalf of families
with dependent children and of
aged, blind, or disabled individu-
als, whose income and resources
are insufficient to meet the costs of
necessary medical services.”3* The
implication of the recommenda-
tions is that the state cannot main-
tain its commitment to this objec-
tive at the current rate of health
care spending.

There are many provisions of Med-
icaid that the state might seek to
waive under this authority. For ex-
ample, Section 1902(a)(13)(A)(i)
of the Social Security Act requires
that states hold a public process
to determine the proposed rates
of payment for institutional pro-
viders under Medicaid. Under a
global payment system, such a
process may not be feasible; Sec-
tion 1115(a)(1) of the Social Se-
curity Act, then, would permit the
state to waive this requirement.
The statute is also prescriptive on
rates of payment to federally-quali-
fied health centers; the state may
wish to waive this requirement as
well.3®

IV. Conclusion

Having recognized the importance
of both expanding health care ac-
cess and containing health care
costs, the Legislature will now con-
sider the recommendations of the
Special Commission, and decide
whether Massachusetts will be the
first state in the nation to eliminate
the FFS payment system for both

public and private payers. One cru-
cial hurdle for the implementation
of global payments will be whether
the state can successfully obtain
Medicare and Medicaid waivers,
and the Commonwealth will need
to demonstrate that a global pay-
ments system would meet the
waiver requirements under federal
law by either “increas[ing] the effi-
ciency and economy” of Medicare
or “promot[ing] the objectives” of
Medicaid, respectively. Massachu-
setts is once again at the forefront
of national innovation in health care
reform. Its approach to cost con-
tainment will be closely watched
by policymakers across the country
who are seeking ways to bend the
health care cost curve.
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New Stem Cell Research Policies: The NIH
Guidelines and State Developments

Melissa Lopes, Esq. and Susan Stayn, Esq.

. Introduction

After years of awaiting supportive
federal direction, the scientific and
medical research community now
has national standards governing
federally funded human embryonic
stem cell research. OnJuly 7,2009,
the National Institutes of Health
(NIH) issued final Guidelines for
Human Stem Cell Research (“NIH
Guidelines”).r  The NIH Guide-
lines implement President Barack
Obama’s Executive Order in March
that permitted the U.S. Depart-
ment of Health and Human Servic-
es (HHS), through NIH, to fund and
conduct “responsible, scientifically
worthy human stem cell research,
including human embryonic stem
cell (hESC) research, to the extent
permitted by law.”?> Shortly after
the NIH Guidelines were issued,
the president instructed all federal
departments and agencies that
support stem cell research to fol-
low the NIH Guidelines, in the inter-
est of promoting a uniform federal
policy.3

This article reviews the NIH Guide-
lines, after a brief summary of the
different layers of standards af-
fecting this field to date. It then
notes areas of research that the
NIH Guidelines do not currently
address and discusses state ethi-
cal and policy approaches in those
areas. Implications of the new fed-
eral standards for state policymak-
ers and research entities are also
noted.
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Il. The 2009 NIH Guidelines for
Human Stem Cell Research

Context

Before the 2009 federal policy
change, a 2001 policy statement
by President George Bush set the
parameters of federally funded re-
search on human embryonic stem
cells.* As announced on August 9,
2001, the statement allowed for
federal funding of such research if
(i) the stem cell lines already had
been created before 9 p.m. on that
date, and (ii) the source of the cell
lines was excess embryos, which
were originally created for repro-
ductive services and were donated
to research with voluntary, informed
consent and without payment to
the donors.® A national stem cell
registry stored and made available
up to 21 cell lines pursuant to this
announcement.®

The 2001 policy statement did not
provide standards for the use of
newer cell lines, several hundred
of which since then have been cre-
ated and used in the U.S. and glob-
ally.” The policy statement also did
not address the actual collection
and use of embryos to create the
stem cell lines; this is because a
separate federal law, known as the
Dickey-Wicker Amendment, bars
the use of federal funds in research

that would destroy an embryo.®

In reaction to these federal restric-
tions,® about a dozen states in-

cluding Massachusetts® passed
legal measures to promote human

embryonic stem cell research, and
some states funded the research
as well. Through these initiatives,
states established their own regula-
tory and ethical standards. These
standards typically covered not only
use of cell lines, but also derivation
of new cell lines from in vitro em-
bryos donated to research. Some
states such as Massachusetts in-
corporated into their policies key
aspects of the federal regulatory
framework for human subject re-
search (the “Common Rule”), in-
cluding requirements for informed
consent and oversight of research
through institutional review boards

(IRBs).*

In addition to state-by-state activ-
ity, an expert committee appointed
by the National Academies of Sci-
ences issued guidelines for this
field (“NAS Guidelines”) in 2005,
and an international group of sci-
entists published the International
Society for Stem Cell Research
(ISSCR) Guidelines in 2006. Many
of the state laws and expert guide-
lines share similar elements, but
differ in operational requirements
and scope. Accordingly, when NIH
drafted its guidelines in 2009, it
was not starting from a blank slate.
For years, some research entities
had collected donated embryos,
derived new stem cell lines, and
studied and published on cell lines
that met existing standards.

Amidst this backdrop, President
Obama’s Executive Order in March
2009 gave NIH 120 days - until July
- to publish final guidelines for this
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field. NIH quickly issued proposed
draft guidelines in April. More than
49,000 individuals and organiza-
tions submitted public comments
in response to the proposed draft
guidelines. Within the stem cell
research community, while many
welcomed federal support of the
research, there were concerns
about the proscriptive and retroac-
tive nature of the initial draft guide-

lines.'? After consideration of all
comments received, NIH revised
the guidelines and published the fi-
nal version on July 7, 2009, to take
effect on that date.

Content

For lawyers who advise clients that
conduct hESC research, at least
five aspects of the NIH Guidelines
are critical. Keep in mind that the
guidelines regulate only federally
funded research and do not di-
rectly apply to research funded pri-
vately or by states. In effect, how-
ever, given the central role of NIH
and other federal departments and
agencies as funders of biomedical
research, and the probable desire
of states to leverage their own re-
search grants with federal funds,
these guidelines likely will have a
more expansive impact.

(1) The NIH Guidelines permit fed-
erally funded research on hESC
lines regardless of their date of
creation. (So, the prior Adminis-
tration’s cut-off date of August 9,
2001, is no longer a critical divid-
ing line.) Federal funds, however,
still cannot be used for research
on in vitro embryos to create cell
lines, because the Dickey-Wicker
Amendment is currently still in

effect.’3

(2) To qualify under the NIH
Guidelines, stem cell lines must
have been derived from in vitro
fertilization (IVF) embryos that

were originally created for repro-
ductive purposes and were no
longer needed for that purpose.
This standard means that stem
cell lines may be created from
IVF embryos that were not suit-
able or needed for fertility treat-
ment. The embryos must have
been donated voluntarily by the
individuals who sought reproduc-
tive services, with informed con-
sent to the research and without
payment for the research dona-
tion.

(3) As of July 7, 2009, several re-
quirements must be document-
ed through a consent form, writ-
ten policies, or other materials.
These requirements include, for
example: (a) the patients must
have been offered all options
(which were available at the clin-
ic) for disposition of their embry-
0s - a standard consistent with

existing Massachusetts law;** (b)
no payments, in cash or in kind,
were offered for the donated em-
bryos; (c) there was separation
between a donor’s decision to
create embryos for reproductive
care and the decision to donate
to research; (d) the consent pro-
cess explained certain unique
aspects of hESC research; and
(e) the consent process disclosed
that the research may have com-
mercial potential and donors
will not receive financial or other
benefits from any commercial de-
velopments.

(4) For embryos donated, and
cell lines created, before July 7,
2009, research entities may ei-
ther show that they met the stan-
dards ofthe 2009 NIH Guidelines,
or they may provide documenta-
tion so NIH can determine if the
lines ethically qualify for federally
funded use. On September 21,
2009, NIH announced the mem-
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bership of a new working group®®
that will review the “provenance”
of cell lines (such as the specific
nature of the informed consent
to the research, and the ethical
standards that were in place at
the research entity that created
the cell lines). The working group
will make recommendations to
an advisory committee, which
will advise the NIH Director, who
decides on hESC lines that are
eligible for federally funded re-
search. This approach reflects
an important change from NIH’s
prior draft proposal, which had
suggested that the new NIH re-
quirements would be applied ret-
roactively; that approach could
have disqualified some cell lines
even if entities had followed ap-
plicable state law or expert guide-
lines at the time. The NIH's work-
ing group review is also available
for embryos donated outside of
the U.S. to create cell lines.

(5) NIH is creating a registry of
approved cell lines. In late Au-
gust 2009, NIH posted prelimi-
nary forms and instructions for
submitting cell lines to the new
registry, and in late September,
NIH finalized the on-line appli-
cation process and began ac-
cepting submissions.'® This is
an important development, as
the prior draft proposal had not
included a registry, prompting
many in the research community
to comment on the burden that
individual institutions would face
to verify the provenance of every
cell line proposed for use at their
institution.

As explained further below, the NIH
Guidelines are also significant for
what they do not currently require
or permit. In particular, to qualify
for federal funding, cell lines must
have been created only from IVF
embryos made for reproductive
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purposes; as explained further be-
low, other techniques, such as so-
matic cell nuclear transfer (SCNT),
cannot have been used. In addi-
tion, NIH does not explicitly require
IRB oversight of the creation of cell
lines from embryos, nor does it re-
quire approval of a more special-
ized embryonic stem cell research
oversight (ESCRO) committee. The
NAS Guidelines of 2005 had rec-
ommended that research entities
create ESCROs to oversee this type
of research; many institutions vol-
untarily adopted this recommenda-
tion, while others were required to
do so by state law, such as in Con-
necticut, New York, and California.

Ill. Remaining Ethical and
Policy Issues for States

The NIH Guidelines leave open
many ethical and policy issues for
the states. Will states continue to
fund hESC research ineligible for
federal funding? Will the limita-
tions contained in the NIH Guide-
lines concerning what is eligible
for federal funding influence what
research is deemed responsible
and scientifically worthy?  Will
states maintain policies for the
ethical conduct of hESC research,
regardless of whether the research
is funded by the federal govern-
ment?

A number of state funding pro-
grams were created in the vacuum
of federal funding, and these will
likely continue, co-existing with the
expanded federal funding initia-
tive. There is no indication that the
new NIH Guidelines heralded the
end of state funding generally. A
year after the Life Sciences Initia-
tive was launched in Massachu-
setts, state funding continues with
some vigor. On July 22, 2009, the
Massachusetts Life Sciences Cen-
ter (MLSC)Y" awarded $600,000 in
matching New Investigator Grants
to Harvard-affiliated researchers.
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This round of funding followed and
supplements a $1.4 million round
of New Investigator Grants to seven
young scientists working in Mas-
sachusetts research institutions,
announced on June 24, 2009. On
the same day , the MLSC approved
$695,000 in continued funding for
the International Stem Cell Registry
(ISCR), a significant state initiative
described below.

Measures promoting hESC re-
search are also likely to remain
in effect across states. The NIH
Guidelines seek to expand and pro-
vide guidance on federal funding
for hESC research, but do not set
out ethical guidelines outlining per-
missible methodologies to create
hESCs. Many states that provide
state funding for hESC research
do both. Massachusetts, in its

Biotechnology Statute,'® seeks to
foster stem cell research and sets
out what hESC derivation method-
ologies are permissible in the Com-
monwealth. A separate bill, the
Massachusetts Life Sciences Act,
sets out state funding guidelines
for life sciences projects, including
stem cell research.

Created as the result of a state
measure and made possible by a
state funding initiative, the ISCR
provides an excellent example of
how activity at the state level may
provide a nice complement to
activity at the federal level. The
ISCR is a comprehensive data-
base maintained by the University
of Massachusetts Medical School
in Worcester. The database com-
prises published and validated un-
published information on all hESC
and induced pluripotent stem cell
(iPSC) lines from non-profit institu-
tions, academic centers, research
enterprises, stem cell banks, and
industry based in the United States
and abroad, including those lines
previously approved by NIH for

federal funding and those derived
through other public or private
funding sources. This comprehen-
sive state-funded registry has al-
ready proven valuable to research-
ers and may prove to be a valuable
resource as NIH moves forward to
implement its Guidelines, particu-
larly in its efforts to create or en-
dorse a registry of qualifying stem
cell lines.

For research methodologies ineli-
gible for federal funding, the NIH
Guidelines provide no legal or
ethical guidance to researchers.
In  Massachusetts, permissible
methods of deriving hESCs include
parthenogenesis and SCNT, tech-
niques that are currently ineligible
for federal funding under the NIH
Guidelines. The Massachusetts
funding bill does not base funding
decisions on which legally permis-
sible derivation technique is used.
For Massachusetts researchers
who wish to pursue SCNT and se-
cure state or private funding to do
so, they must look to state regu-
lators to determine how they can
legally and ethically pursue such
research. Further, such research-
ers will face some of the same
concerns as before the issuance
of the NIH Guidelines. In essence,
attention must be paid to ensure
that no federal funds are applied to
research ineligible for federal fund-

ing.

Similarly, researchers engaged in
interstate research may discover
that the NIH Guidelines have not
resolved all issues surrounding
the use of certain lines and mate-
rials. Prior to the issuance of the
NIH Guidelines, researchers who
were working together across state
lines had to determine whether cell
lines derived outside of their state
could be used in research conduct-
ed in-state. While this issue may
be resolved as it relates to feder-
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ally funded research - as there
are now uniform federal standards
to follow - this question remains
for research that is only eligible
for state or private funding. Re-
cently, the Empire State Stem Cell

Board'® in New York voted to allow
state funding of research on stem
cell lines derived using oocytes do-
nated solely for research purposes
where the donor was compensated
for the time, expense, burden, and
discomfort associated with the do-
nation process. Such lines would
be ineligible for federal funding, as
they would run afoul of Section II(A)
of the NIH Guidelines. In particular,
such lines would not be “derived
from human embryos that were cre-
ated using in vitro fertilization for

reproductive purposes,”?° and they

involve a “payment.”?* Neverthe-
less, the question remains whether
a Massachusetts researcher using
only state or private funds could
conduct research on such lines.

Massachusetts law??, like Cali-

fornia>®> and Connecticut®* law,
permits researchers to reimburse
gamete donors for the direct medi-
cal costs associated with a dona-
tion to research. In addition, Mas-
sachusetts and California allow for
the reimbursement of the atten-
dant out-of-pocket costs, such as
childcare and travel, associated
with a donation to research. The
New York decision goes one step
further, to allow for compensation
of a donor’'s “burden” and “dis-
comfort” resulting from a donation
to research. The Massachusetts
statute permits reimbursement for
“reasonable costs,” but prohibits
the provision of “valuable consider-
ation.” The Massachusetts statute
does not, however, explicitly state
whether compensation of a donor’s
“burden” and “discomfort” consti-
tutes an allowable reasonable cost
or a prohibited payment of valuable

consideration. Similarly, this issue
has not been resolved under Con-
necticut law. Thus, researchers in

Massachusetts and elsewhere?®
will seek guidance on whether lines
created in New York pursuant to
this expanded view of allowable re-
imbursements to donors are valid
for use in research within their own
state. This represents an ambigu-
ity that can only be solved at the
state level by state interpretation.

In January 2009, Senator Cynthia
Stone Creem of Newton filed a

bill? seeking to clarify some of the
terms and ethical and legal guide-
lines contained in the Massachu-
setts Biotechnology Statute. This
bill arose largely out of calls for
clarification by the Biomedical Re-
search Advisory Council (BRAC) es-
tablished pursuant to the original

bill.?”  Among other clarifications
of scientific terms, this bill seeks
to incorporate into law the 2006
Advisory Ruling issued by the Mas-
sachusetts Department of Public
Health, interpreting the statutory
term “reasonable costs” to include
out-of-pocket costs associated
with a donation to research, and
to recognize ESCRO committees as
legitimate oversight bodies.?® Sev-
eral Massachusetts research insti-
tutions established ESCRO com-
mittees on the recommendation
of the 2005 NAS Guidelines and
sought confirmation that research
protocols approved by such bodies
were valid under Massachusetts
law. The NIH Guidelines do not ad-
dress or require ESCRO oversight
of stem cell research eligible for
federal funding. Will this alter how
states view ESCROs, particularly
the states (such as California, Con-
necticut, and New York) that require
ESCRO oversight?  Will research
institutions that voluntarily estab-
lished such committees disband
them, or seek to integrate such
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expertise into their IRBs??°® Such
questions remain as examples of
the unfinished work of the states in

this area.3°

IV. Conclusion: Implications
for State Policymakers and
Research Entities

The states have a continued role
to play, despite the expanded role
of the NIH under its new federal
funding guidelines. States such as
Massachusetts will likely continue
to foster and fund hESC research
at the state level. Further, state law
and state regulation of the ethical
issues raised by hESC research will
continue to evolve as the science
does. New research methodolo-
gies and further advancements in
the science will prompt new ques-
tions, and states that have set their
own detailed standards may evalu-
ate how those compare to the new
uniform federal standards from a
harmonization perspective.3' As a
result, clarifications will continue to
be sought by organizations such as
the BRAC, as well as by state- and
privately-funded researchers and
research institutions.

For some research entities, an
immediate implication of the NIH
Guidelines is the need to review
whether prior research consent
forms and related documenta-
tion to create stem cell lines will
pass muster under the new NIH
standards. As the NIH registry be-
comes operational, research enti-
ties presumably will seek specific
guidance on how NIH will evaluate
lines that met applicable legal re-
quirements at the time, but do not
satisfy one or more of the new fed-
eral standards. Research entities
will also likely be evaluating their
policies and oversight procedures
to ensure that they incorporate the
NIH standards. Further, entities
will want to guide their faculty and
researchers on NIH developments
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with respect to new and pending
research grant applications, and
specific cell lines that are approved
for federally funded use. For now,
NIH has advised researchers not to
specify in grant applications which
hESC line they will use, but rather,
say only that they will use a cell line

that is on the new NIH registry.3?

As NIH moves forward with imple-
mentation of its guidelines and the
new registry, it now also must ad-
dress a federal lawsuit challenging
the legality of the guidelines. The
lawsuit, filed by a group of plaintiffs
in the U.S. District Court for the
District of Columbia, seeks declar-
atory and injunctive relief against
NIH, HHS, and other named defen-

dants.3® States, including Massa-

chusetts and California,>* among
others, faced similar legal chal-
lenges when they enacted permis-
sive stem cell research policies,
and these challenges have failed
in the past. NIH has indicated
that progress in this field is a prior-
ity, and implementation of its new
framework is well underway.
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they differ in how they are structured
within an institution, what specific scope
of research they review, and what specif-
ic standards they apply, in light of either
state requirements or institutional poli-
cies. For anecdotal evidence of similari-
ties and differences among ESCRO com-
mittees in their first years of operation,
see Krysten Brown and Anne Hiskes,
National Survey of Embryonic Stem Cell
Research Oversight (ESCRO) Commit-
tees, Mar. 27-28, 2007, available at es-
cro.uconn.edu/document.php?id=432.
NAS staff compiled anecdotal evidence
about ESCRO committees in late 2008
to early 2009 (document on file with au-
thors).

For additional examples of how states
are examining their standards in light of
the NIH Guidelines, see recent proposed
regulatory changes in a briefing and
related materials by the California In-
stitute for Regenerative Medicine, avail-
able at http://www.cirm.ca.gov/files/
SWG_Briefing_Report_3_Appendix.pdf;
http://www.cirm.ca.gov/Agenda_10-12-
09.

See preliminary CIRM materials under
consideration, supra n.30.

See Status of Applications and Awards
Under the New NIH Guidelines for Hu-
man Stem Cell Research, July 15, 2009,
available at  http://grants.nih.gov,

grants/guide/notice-files/NOT-OD-09-
123.html.

Sherley et al. v. Sebelius et al., U.S. Dis-
trict Court for the District of Columbia,
filed Aug. 19, 2009, Case No. 1:09-cv-
01575-RCL. On September 14, 2009,
the government defendants filed a
motion to dismiss the case on several
grounds. Certain arguments asserted
by the plaintiffs resemble arguments
made against HHS and NIH in a 2001
lawsuit arising out of prior NIH guide-
lines for hESC research. See Nightlight
Christian Adoptions v. Thompson, Civ.
Action No. 01-CV-0973 (RCL) (D.D.C
2001). The context of the 2001 lawsuit
was different, in that NIH had issued
guidelines supporting hESC research in
2000, at the end of the Clinton Admin-
istration, and the plaintiffs challenged
their implementation in early 2001. The
incoming Bush Administration then initi-
ated a review of the guidelines, causing
the parties jointly to agree to stay the
legal challenge; President Bush then an-
nounced restrictions on federally funded
hESC research on August 9, 2001. See
District Court Judge Stays Lawsuit Call-
ing for Restriction of Federally Funded
Embryonic Stem Cell Research, Kaiser
Network.org Daily Reports, May 11,
2001, available at http://www.kaiser-
network.org/daily_reports/rep_index.
cfm?hint=2&DR_ID=4542.

See R. Lewis, AG Blocks Petition to
Repeal Stem-Cell Law, Boston Globe,
July 19, 2005, available at http://
www.boston.com/news/science/arti-
cles/2005/07/19/ag_blocks_petition

to_repeal_stem_cell_law/; CIRM Press
Release: Litigation Against California
Stem Cell Project Ends: State Supreme
Court Refuses Appeal of Constitutional
Challenge, May 16, 2007, available at
http://cirm.ca.gov/?q=PressRelease

051607.
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Civil Rights, Disability, and Health Care: Why
Doesn’t Anyone Care?

Robyn M. Powell, Esq. and Dennis Heaphy, M.Div., M.Ed., M.P.H.

The landmark 1990 Americans
with Disabilities Act (ADA), and its
predecessor, Section 504 of the
Rehabilitation Act of 1973, es-
tablished a wide-ranging national
mandate prohibiting discrimination
based on disability. Collectively,
these two vital laws prohibit public
and private health care services,
programs, and providers from dis-
criminating against people with
disabilities, while also ensuring an
equal opportunity to participate in
and benefit from health care ser-
vices. Since its enactment, the
ADA has had a tremendous impact
on people with disabilities. It has
literally, and figuratively, opened
doors from many Americans. Atthe
same time, health care continues
to be inaccessible for many with
disabilities, often with detrimental
consequences. Despite this, there
have only been a small number of
cases that have addressed health
care access for people with disabil-
ities.! Violation of the civil rights of
people with disabilities in health
care, as well as other sectors of
American society, is widespread.
On June 26, 2009, disability ad-
vocates and their allies reached
a groundbreaking agreement with
Partners HealthCare ensuring that
people with mobility and sensory
disabilities people have full access
to Massachusetts General Hospital
(MGH) and Brigham and Women’s
Hospital (BWH).2 A further discus-
sion of this landmark agreement
follows later.

In light of the recent discussions
on national health reform, which
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so far have not focused on people
with disabilities, this article serves
as a call to action for the legal
community to join in the local ef-
forts to ensure that the civil rights
of people with disabilities do not
continue to be violated resulting in
gross health disparities. This ar-
ticle provides readers with an un-
derstanding of a largely overlooked
health care crisis through the lens
of the disability rights movement.
The scope of this crisis at the na-
tional level was recognized by the
U.S. Department of Health and
Human Services, when it included
reduction of health disparities af-
fecting people with disabilities as
a priority in the health objectives
for the nation of the Healthy People
2010 initiative.®> This was followed
by the release of “A Call to Action
to Improve the Health and Well-
ness of Persons with Disabilities,”
in 2005, by the Surgeon General.*
In her testimony before the Senate
Health, Education, Labor, and Pen-
sions Committee, on January 27,
20009, Lisa I. lezzoni, MD, Profes-
sor of Medicine at Harvard Medi-
cal School and Associate Director
of the Institute for Health Policy,
Massachusetts General Hospital,
stated in part, “individuals with dis-
abilities experience high rates of
disadvantages relating to the per-
sonal, social, economic, and envi-
ronmental  determinants...These
disadvantages heighten the risks
that persons with disabilities will
not achieve the national health
goal envisioned by the Committee,
of living long and healthy lives.”®

Although health disparities affect-
ing people with disabilities is a na-
tional problem, the scope of this
article is primarily on the issue as
it affects people with disabilities in
Massachusetts. The first section
provides an overview of the issue.
The following two sections prof-
fer a discussion on what has been
achieved locally through litigation
as well as proposed legislation that
addresses health disparities faced
by people with disabilities. Finally,
the article concludes with a discus-
sion on how the legal community
must join the efforts to eliminate
this unjust phenomenon.

Health Disparities and
Potentially Discriminatory
Practices

Lack of full access to MGH and
BWH is just one aspect of a larger
systemic problem leading to health
disparities and preventable sec-
ondary disabling conditions for
people with disabilities. One cause
of health disparities affecting peo-
ple with disabilities has been a lack
of awareness and responsiveness
to preventable secondary condi-
tions in the population by clinical
and public health professionals.
In March 2009, the Disability Pol-
icy Consortium (DPC), with funding
from the Blue Cross Blue Shield of
Massachusetts Foundation, pub-
lished a report detailing pervasive
health disparities and preventable
secondary conditions affecting
people with disabilities.® Much of
the data, coming from federal and
state sources, provides clear evi-
dence of health disparity and as-
sociated co-morbidities. As cited in
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the DPC report, evidence of these
disparities taken from the Behav-
ioral Risk Factor Surveillance Sur-
vey, conducted by the Massachu-
setts Department of Public Health
(DPH) in 2006, include:

e  31% of people with disabili-
ties report fair or poor health
in comparison to 6% of the
general population.

e 15% of people with disabilities
report not seeing a doctor due
to cost in comparison to 6% of
the general population.

o 24% of people with disabilities
report being current smokers
in comparison to 17% of the
general population.

According to the survey, people
with disabilities comprise 22% of
the state’s residents, an increase
from 14% in 1998. In spite of the
large and growing number of peo-
ple in Massachusetts affected, the
Massachusetts Health Disparities
Council excludes people with dis-
abilities from the scope of its work.”
Chaired by the Secretary of Health
and Human Services, the Council
limits its scope solely to ethnic and
minority populations. The inten-
tional exclusion of people with dis-
abilities from the Council’s efforts
to improve the overall health status
of all Massachusetts residents is
perceived by a growing number of
disability advocates as a direct vio-
lation of the ADA.

Health disparity, also referred to as
inequality, goes beyond simple dif-
ferences in health status. Health
disparities result from social disad-
vantage and affect women, ethnic
and minority populations, people
who are poor, people with disabili-
ties, etc. These health disparities
include increased prevalence of
disease, incidence, mortality, and
other negative health conditions
or outcomes when compared with

groups with advantage, i.e. wealth,
education, etc. Health disparities
arise when socially disadvantaged
groups “systematically experience
worse health or greater health
risks than more advantaged social
groups.”® Disparities are “differ-
ences which are unnecessary and
avoidable but, in addition, are also
considered unfair and unjust.”®

While barriers to healthcare are
often similar to those of other sub-
populations, e.g., communication
barriers, economic barriers, lack
of information and misinformation,
disability is often ignored by policy-
makers and health care advocates.
According to a 2007 California Jour-
nal of Health Promotion article on
health disparities and people with
disabilities, “[d]isability has yet
to achieve its proper place in the
discussion of health disparities.”*°
Public health researchers persist
in viewing disability as a “conse-
quence of certain conditions...
one result of disparities in health-
care” rather than acknowledging
that people with disabilities are a
legally defined minority population
with “characteristic health dispari-
ties.”** Epidemiological research,
for example, still focuses primarily
on “disability free life expectancy”
as “essential for examining wheth-
er additional years of life are spent
in good health.”*? This continued
treatment of disability as a solely
medical phenomenon perpetuates
the myth that poor health is auto-
matically associated with disabil-

ity.

The lack of data resulting from po-
tentially discriminatory research
methodology is a critical barrier to
understanding the links between
health disparities and secondary
conditions impacting people with
disabilities. Determiningtheselinks
requires research to be done that
compares people with disabilities
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to the general population; a prac-
tice rarely undertaken. In addition
to lack of data, there seems to be
a working assumption that the ADA
ensures health access for people
with disabilities. However, the ADA
is often disregarded by the health
care field. As with other subpopu-
lations, other provisions and a level
of cultural competency are needed
to reduce health disparities affect-
ing people with disabilities.

It was not until 2007, for example,
that the Mental Health Parity Act
was passed by Congress to ensure
equal treatment for Americans
with mental health and substance
use disorders. Even with this law
in place, people with psychiatric
disabilities still receive unequal
treatment in the medical system.
Deborah Nicolellis of the Center for
Psychiatric Rehabilitation of Bos-
ton University states that, “people
with psychiatric disabilities and
mental health issues who go to the
emergency room with a physical
ailment are not taken seriously by
emergency room staff. Emergency
room personnel often dismiss the
person’s problem as psychological,
so instead of receiving immediate
help for their physical problem, a
psychiatrist is called in first.”

There also seems to be an as-
sumption that people with dis-
abilities are covered by Medicaid
or Medicare. To the detriment of
people with disabilities, recent dis-
cussions with the Commonwealth
Connector revealed that the en-
tity does not track data on people
with disabilities who are ineligible
for Medicaid or Medicare. People
with “adult onset disabilities,”
such as Arthritis, Multiple Sclero-
sis, Parkinson's Disease, Multiple
Chemical Sensitivity, and Diabe-
tes, often are disabled but do not
meet Medicaid eligibility criteria.*®
Members of this population often
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receive no assistance unless they
forfeit their family, their home, and
their careers to meet the poverty
level criteria required by Medicaid.
It is not uncommon for people with
adult onset disabilities to divorce
their partner to protect their family
from economic ruin, permanently
ripping the family apart in the pro-
cess. People eligible for Medicare
often cannot meet the copayments
of long hospitalizations, prescrip-
tions, and doctor's visits. The num-
ber of homeless, chronically unem-
ployed, and over housed people
with disabilities ineligible for Med-
icaid is unknown.

Partners HealthCare
Agreement

As demonstrated above, health dis-
parities affecting people with dis-
abilities is a widespread problem
with devastating consequences.
The legal community must recog-
nize it for what it is - a civil rights
violation - and act accordingly.
One approach is litigation which, to
date, has been underutilized and
yet highly effective. As previously
mentioned, Massachusetts recent-
ly joined the efforts to make health
care accessible to all, including
people with mobility and sensory
disabilities. In June 2009, the Bos-
ton Center for Independent Living
(BCIL), with legal representation
from Greater Boston Legal Servic-
es and Disability Rights Advocates
(collectively, the “Claimants”), and
Partners HealthCare reached a
groundbreaking agreement that
will ensure that people with disabil-
ities have full access to MGH and
BWH. This agreement (“Partners
Agreement”) came after 14 months
of negotiations between disability
activists, people with disabilities,
attorneys, and hospital officials.
The Partners Agreement, which is
in effect July 1, 2009, through June
30, 2015, addresses accessibility
in three areas: architectural barrier
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removal, policies and procedures
and ADA training, and accessible
medical equipment.

Both hospitals have agreed to hire
a consultant to survey for architec-
tural barriers. Based on survey
results, each hospital will develop
a “barrier removal plan” beginning
with a "pilot survey" of inpatient
and outpatient areas prior to the
full survey being conducted. Each
hospital will then decide what bar-
riers to remove according to the
“readily achievable standard” of
the ADA. If a hospital determines
the removal of a barrier does not
meet the “readily achievable stan-
dard,” it must provide an alterna-
tive solution for a patient to be able
to have equal access. Barriers at
the newest buildings (Yawkey Build-
ing at MGH and Shapiro Center at
BWH) will be removed according
to the strictest ADA standard, the
“new construction standard.” MGH
and BWH’s consultant will survey
the hospitals’ main campuses and
outlying facilities, including inpa-
tient areas, outpatient clinics, and
public areas. The entire survey
is to be completed by December
31, 2010, and each hospital shall
remove barriers by the end of the
agreement.

Vital to the Partners Agreement,
is the section on policies and pro-
cedures and ADA training. MGH
and BWH must hire a consultant
on policies and procedures as well
as a training consultant. Hospitals
will provide the Claimants copies
of any existing policies related to
patients with disabilities. Together,
each hospital and the consultant
will review existing policies and pro-
cedures and determine whether
changes or new policies are need-
ed. Furthermore, each hospital and
training consultant will develop an
ADA training program, which will be

required for all hospital employees
with patient or family contact.

The final area covered by the Part-
ners Agreement is with regard to
accessible medical equipment.
Similar to the aforementioned sec-
tions, each hospital is required to
hire a consultant to create a tool
for surveying equipment. There-
after, MGH and BWH will conduct
the equipment survey using the
consultant’s tool. This survey will
include, inter alia, exam tables,
scales, and diagnostic equipment.
Following the survey, each hospi-
tal shall create a plan for changing
equipment, purchasing new equip-
ment, or providing a reasonable al-
ternative with equal access.

Pursuant to the Partners Agree-
ment, all parties will work collab-
oratively through each stage of the
process. Further, progress of the
hospitals will be monitored by the
Claimants through semi-annual
reports on implementation of the
agreement, which will be validated
by third-party consultants. Further,
each hospital will proffer Claimants
a final report on implementation
prior to the end of the agreement.
Moreover, each hospital shall pro-
vide Claimants anonymous reports
of accessibility-related complaints.
In addition, the agreement con-
tains various mechanisms for dis-
pute resolution.

Legislation

Equally as important as litigation,
advocates must push for policy
change. Although the ADA broad-
ly covers health care, its breadth
does not address many specific
areas. Moreover, there are very
few Massachusetts laws that effec-
tively ensure people with disabili-
ties receive adequate, appropriate,
and accessible health care. In an
effort to begin to eradicate the dev-
astating health disparities faced by
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people with disabilities, numerous
legislation has been filed in Mas-
sachusetts in the 2009-10 ses-
sion. This section provides a brief
discussion of four important bills
that seek to address and eliminate
health disparities faced by people
with disabilities.

An Act Relative to the Health
Disparities Council

As aforementioned, the Massachu-
setts Health Disparities Council is
charged with making recommenda-
tions regarding the reduction and
elimination of racial and ethnic dis-
parities in health care and health
outcomes in Massachusetts. Sen-
ate Bill 858, An Act Relative to the
Health Disparities Council, intro-
duced by Senator Richard T. Moore,
adds disabilities to the list of the
disparities looked at by the Coun-
cil. Disability groups, such as the
DPC, urge legislators to also add
representation from the disability
community to the Council. Inclu-
sion of disability is an important
step in acknowledging the problem
and subsequently addressing it.
This bill was referred to the Joint
Committee on Public Health and a
public hearing was held on June 9,
20009.

An Act Relative to the Health

Care Quality and Cost Council

Similarly, Senate Bill 562, An Act
Relative to the Health Care Quality
and Cost Council, also sponsored
by Senator Richard T. Moore, ad-
vances the inclusion of people with
disabilities into the health dispari-
ties field. This bill dissolves and re-
establishes the Health Care Quality
and Cost Council, whose funding
was severely reduced as part of the
Governor's 9C cuts in 2008. Fur-
ther, pursuant to this bill, the Coun-
cil would be required to establish
goals that are intended to reduce
health care disparities in racial,
ethnic and disabled communities.

A public hearing regarding this bill
was held on July 15, 2009, before
the Joint Committee on Health Care
Financing.

An Act Pertaining to People

with Mental lliness in Hospital
Emergency Rooms

Given the sheer number of people
with disabilities, certain subpop-
ulations are often totally disre-
garded. For example, people with
psychiatric disabilities continue
to face enormous disparities in
health care, manifesting largely
from stigma and ignorance. This
population is often overlooked, as
demonstrated by their exclusion in
the Partners Agreement. House
Bill 3585, An Act Pertaining to Peo-
ple with Mental lliness in Hospital
Emergency Rooms, was introduced
by Representative Ruth B. Balser
as one step toward eliminating
these disparities. This bill would
require hospitals to keep records
of how often they use restraints in
their emergency rooms. Disability
activists have found that restraints
are frequently overused in emer-
gency rooms. Currently there is no
way to hold hospitals accountable
because they do not have to keep
detailed records of the number of
people they restrain, the length of
the restraint, or the reason. In con-
trast, psychiatric impatient units
are required to maintain very de-
tailed data and have significantly
reduced use of restraints. House
Bill 3585 has been assigned to the
Joint Committee on Mental Health
and Substance Abuse and a pub-
lic hearing was held on September
23, 20009.

An Act Relative to Accessible
Medical Equipment

Lastly, as demonstrated by the
Partners Agreement, a lack of ac-
cessible medical equipment s
problematic for many with mobility
disabilities and causes great suf-
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fering, including costly preventable
disease and premature death. An
Act Relative to Accessible Medical
Equipment, Senate Bill 819 (Sena-
tor Patricia D. Jehlen) and House
Bill 2137 (Representative Denise
Provost), requires health care pro-
viders to have available medical
equipment that is accessible to,
and usable by, individuals with dis-
abilities.  Further, the legislation
would require standards to be es-
tablished for the minimum techni-
cal criteria for medical diagnostic
equipment used in health care
settings. Both bills are before the
Joint Committee on Public Health
and a public hearing was held on
June 9, 20009.

Conclusion

As this article reveals, there are a
number of documented and po-
tentially discriminatory practices in
health care leading to preventable
secondary conditions for people
with disabilities who are possibly
the poorest, least educated and
most vulnerable residents of Mas-
sachusetts. Comprehensive data
connecting health disparities and
secondary conditions in particular
groups of people with disabilities,
such as people who are deaf or
hard of hearing, people with intel-
lectual disabilities, or people with
chronic conditions, such as autoim-
mune disease, is beyond the scope
of this article. What is clear is the
need for immediate decisive action
to address health disparities affect-
ing people with disabilities.

Leadership is needed within the le-
gal community as well as by state
and other health care advocacy
groups in Massachusetts. This in-
cludes allies such as Health Care
For All, whose Executive Director,
Amy Whitcomb Slemmer states,
“We are excited about working with
the disability community to break
down barriers to health care and
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to eliminate the discrimination that
people with disabilities face every
day. Health Care For All and the
disability community share the mis-
sion of creating a patient centered
health care system where compre-
hensive health care is available to
all. For people with disabilities, this
requires understanding and treat-
ing the whole person, not just the
disability and we are delighted to
have the opportunity to work with
disability advocates on the shared
goals of raising awareness and en-
acting important system improve-
ments.”

The Executive Office of Health And
Human Services and DPH must
take action in follow-up to the Part-
ners Agreement, requiring all hos-
pitals and state contracted health-
care entities to undergo the same
process required of MGH and
BWH. State entities, including the
Commonwealth Connector, should
develop and implement data col-
lection processes that track people
with disabilities. Inclusion of dis-
ability advocacy groups, such as
the DPC, at the state level on com-
mittees that require measurable
time frames and outcomes to move
comprehensive reduction of health
disparities affecting people with
disabilities are necessary for real
progress to take place. Further, all
initiatives must include people with
all disabilities, whereas the Part-
ners Agreement was limited to only
people with mobility and sensory
disabilities.

Action by litigators and research by
legal scholars must be undertaken
to determine ADA violations that
may exist in current state public
health initiatives seeking to reduce
health disparities for Massachu-
setts residents yet excluding people
with disabilities. The same research
must be undertaken to determine if
current epidemiological practices,
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which purposely exclude “disabil-
ity” as a minority population, are in
their practice discriminatory when
funded with tax dollars with the
purpose of being used to develop
health policy and programs at the
state and federal levels.

Presently, people with disabilities
are not fully aware of their rights
or responsibilities as consumers of
health care in the United States be-
cause of very basic barriers to their
inclusion in the health care sys-
tem. Only with the same emphasis,
funding research and initiatives
for women, ethnic and minority
populations and other groups, will
people with disabilities be empow-
ered to participate in a truly per-
soncentered health care system
and health disparities be reduced

in this population.
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Muriel Doherty v. Director of the
Office of Medicaid, 74 Mass.App.
Ct. 439, 908 N.E.2d 390 (2009)

On June 18, 2009, the Massachu-
setts Appeals Court (“Court”) af-
firmed the denial of Massachusetts
Medicaid (“MassHealth”) benefits
to the plaintiff, Murial Doherty, find-
ing that assets she held in an irre-
vocable trust were "countable as-
sets" for purposes of MassHealth
financial eligibility standards. The
Court agreed with the reasoning
of MassHealth and the Superior
Court that the terms of the irrevo-
cable trust afforded the trustees a
certain amount of discretion that
would have allowed them to invade
the trust assets for Ms. Doherty’s
benefit.

MassHealth’s  financial eligibil-
ity standards provide that the total
value of countable assets owned
by, or available to, an individual
who seeks to qualify for benefits
may not exceed $2,000. 130 CMR
§520.003(A)(1). Assets held in a
trust are considered “countable as-
sets” if, under any circumstances
described in the trust, any of the re-
sources may be made available to
or for the benefit of the individual.
130 CMR §520.023.

Ms. Doherty applied for MassHealth
long-term care benefits approxi-
mately six months after entering
a nursing home. MassHealth de-
nied her application, finding that
her assets exceeded the $2,000
threshold because an irrevocable
trust formed by Ms. Doherty, which
held approximately $630,000, was
available to her. Ms. Doherty dis-

agreed with the conclusion reached
by MassHealth, arguing that she
did not have access to the trust as-
sets as the terms of the trust did
not confer any discretionary au-
thority upon the trustees to invade
the principal for her benefit.

Inreaching its conclusion, the Court
recognized that the express terms
of the trust stated that the trust-
ees could “make no distributions
of principal from the trust to or on
behalf of” Ms. Doherty. However,
the Court also found that, when
viewed as a whole, the terms of the
trust vested a certain amount of
discretionary authority in the trust-
ees to invade trust assets, when
necessary, to ensure Ms. Doherty’s
comfort. For example, the trust-
ees were given the power to “de-
termine all questions as between
income and principal,” to save the
trust principal for the beneficiary’s
“future needs,” and to pay out the
entire trust principal to the benefi-
ciary should the trustees determine
“in [their] sole judgment” that the
trust is of a size which makes it un-
necessary or inadvisable to contin-
ue. The Court also found that Ms.
Doherty retained some limited pow-
ers over the trust corpus, including
the ability to appoint the principal
of the trust to a descendent or
sibling. Based on these facts, the
Court agreed with MassHealth and
the Superior Court that the trust
corpus was a “countable asset” for
Medicaid eligibility purposes.

In finding that the terms of the ir-
revocable trust conferred a certain
amount of discretion upon its trust-
ees, such that it was possible for
the trustees to invade the trust as-
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sets for Ms. Doherty’s benefit, the
Court further opined that in the ab-
sence of the discretion present in
Ms. Doherty’s case, a self-settled
irrevocable trust may well insulate
those assets from the reach of the
settlor.

Board of Registration in Medicine
v. Hallmark Health Corporation
& others, 454 Mass. 498, 910
N.E.2d 898 (2009)

In a significant ruling issued on Au-
gust 11, 2009, the Massachusetts
Supreme Judicial Court (“Court”)
sided with the Board of Registra-
tion in Medicine (“Board”) regard-
ing the scope of the Massachusetts
medical peer review privilege, find-
ing that 111 M.G.L. §205(b) autho-
rized the Board to access certain
documents in a physician’s creden-
tialing file prior to the commence-
ment of a formal adjudicatory pro-
ceeding - specifically, information
and records which, while not nec-
essarily proceedings, reports and
records of a peer review commit-
tee, are nonetheless necessary to
comply with risk management and
quality assurance programs estab-
lished by the Board and which are
necessary to the work product of
peer review committees.

In this case, the Board'’s disciplin-
ary unit began to investigate a phy-
sician (“Dr. John Doe”) following a
patient complaint of misconduct
during a physical examination. In
furtherance of its investigation and
based on information that suggest-
ed that Dr. Doe may have fraudu-
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lently obtained renewal of his
medical license, the Board subpoe-
naed Lawrence Memorial Hospital
and Melrose-Wakefield Hospital
(collectively referred to hereafter
under the name of the hospitals’
indirect corporate parent, Hallmark
Health Corporation, as “Hallmark”)
to produce materials related to his
credentialing, employment, and
competence to practice medicine
as well as incident reports and
complaints. Hallmark declined to
produce these documents, assert-
ing that these materials were part
of the hospital’s credentialing files
and were protected either as “re-
cords of a peer review committee”
under111 M.G.L. §204(a), oras “in-
formation and records necessary to
comply with risk management and
quality assurance function require-
ments” under 111 M.G.L. §205(b)
and, therefore, were not subject to
a Board subpoena prior to the com-
mencement of an adjudicatory pro-
ceeding under 30A M.G.L. 81, et.
seq..

On March 12, 2007, the Board filed
a verified complaint for injunctive
relief seeking to compel Hallmark
to comply with the subpoena. The
Board asserted that the subpoena
did not require Hallmark to produce
materials protected under §204(a),
but that the Board was well within
its right to request to inspect any
materials within the scope of
8§205(b) prior to the commence-
ment of a formal adjudicatory pro-
ceeding. In response, Hallmark
provided a privilege log summariz-
ing the documents contained in Dr.
Doe’s credentialing files.

A subsequent written memoran-
dum issued by a Superior Court
judge on April 25, 2007, ordered
Hallmark to “produce all docu-
ments that are not privileged ‘pro-
ceedings, records, and reports’”
under §204(a). Instead of pro-
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ducing the responsive documents,
however, Hallmark submitted af-
fidavits from officers at Hallmark,
information on Hallmark’s creden-
tialing policy, and agreed to pro-
duce its chief medical officer for a
deposition. The Board filed a mo-
tion to compel compliance with the
April 2007 order. This motion was
allowed on January 10, 2008, and
required Hallmark to produce the
documents within 10 days.

Hallmark did not comply with the
order and instead moved for sum-
mary judgment on January 22,
2008. Upon review, the Superior
Court agreed that the requested
materials were protected by the
medical peer review privilege and
granted summary judgment in
favor of Hallmark. The Board ap-
pealed the order of the Superior
Court, and the Supreme Judicial
Court subsequently granted Hall-
mark’s application for direct appel-
late review.

111 M.G.L. §204(a) provides that
“the proceedings, reports and re-
cords of a medical peer review
committee” shall be “confidential”
and “shall not be subject to sub-
poena or discovery,” except in “pro-
ceedings held by [the Board].” The
court in Beth Israel Hosp. Ass’n v.
Board of Registration in Med., 401
Mass. 172, 181-183 (1987) found
that the clause, “proceedings held
by the [Board],” referred to formal
adjudicatory proceedings under
30A M.G.L. §1, et. seq. and, there-
fore, the Board could not access
any documents protected under
8§204(a) before a proceeding was
initiated. This court also conclud-
ed that the protections of §204(a)
did not extend to “incident reports,
patient complaints, . . . credential-
ing items . . . and other items” or to
the raw materials relied upon by a
peer review committee if obtained
from outside sources. In response

to the Beth Israel decision, the Leg-
islature enacted §205(b) to protect
materials “necessary to comply
with risk management and quality
assurance programs ... and which
are necessary to the work product
of medical peer review commit-
tees” but that might fall outside the
scope of the §204(a) privilege.

The Board found error in the Su-
perior Court’s interpretation of
§8§204(a) and 205(b) on two
grounds: first, the judge did not ful-
ly explore the nuances between the
protections of §204(a) and those of
§205(b) with respect to what infor-
mation the Board may have access
to prior to a commencement of a
formal adjudicatory proceeding;
and second, the judge erred in rul-
ing that the documents as a whole
were protected without consider-
ing each individually. The Court
agreed with the Board on the first
issue, finding that the protection af-
forded to medical peer review ma-
terials under §204(a),with respect
to the Board’s right to access such
information, is not analogous to
qualified patient care assessment
materials under §205(b). Rather,
the Court referenced the express
language of §205(b), which states
that information protected under
§205(b) “may be inspected, main-
tained and utilized by the [Board]
including but not limited to its data
repository and disciplinary unit”
and, unlike §204(a), does not re-
quire that such access be condi-
tioned on the commencement of
a formal adjudicatory proceeding.*
The Court held that the clear lan-
guage of §205(b) demonstrates
legislative intent that the Board
have access to the qualified patient
care assessment materials prior
to the initiation of an adjudicatory
proceeding.

Hallmark also argued that all of the
materials in Dr. Doe’s credentialing
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file were protected by §204(a). To
determine whether these materi-
als are eligible for protection un-
der §204(a), the Court stated, the
proper inquiry is whether the docu-
ments were created by, for, or oth-
erwise as a result of a medical peer
review committee. The Court found
that while the work product of the
credentialing committees at Hall-
mark was protected, the underlying
documents used by those com-
mittees were not necessarily simi-
larly protected. The Court vacated
the lower court’s decision on the
scope of protection afforded under
8§205(b) and remanded the case
to the Superior Court to determine
whether each individual document
listed on Hallmark’s privilege log
was protected from disclosure to
the Board under §204(a), required
to be made available to the Board
for inspection under §205(b), or
whether the material was not privi-
leged at all.

Dean Leavitt v. Brockton Hospital,
Inc., & others, 454 Mass. 37,907
N.E.2d 213 (2009)

In a ruling issued on June 9,
2009, the Supreme Judicial Court
(“Court”) held that a hospital did
not owe a duty of care to a police
officer who was injured respond-
ing to an emergency call that arose
when a hospital outpatient, who
had been sedated for a procedure
at the hospital, was struck by a ve-
hicle while walking home from the
hospital.

On November 1, 2004, the plaintiff,
Dean Leavitt, was working as a po-
lice officer when he responded to
an emergency report of an automo-
bile striking a pedestrian. En route
to the scene, the plaintiff’'s police
cruiser was struck by another vehi-

cle, seriously and permanently in-
juring Officer Leavitt. It was later de-
terminedthatthe emergency report
to which Officer Leavitt responded
involved a patient (“Patient”) who
had undergone a colonoscopy ear-
lier in the day at Brockton Hospital
(“Hospital”).  For this procedure,
the Patient had been sedated with
the narcotics Demerol and Versed,
which are known to cause fatigue,
weakness, coordination issues,
and an inability to think clearly.
Due to the effects of the sedatives,
the policy of the Hospital was to
require colonoscopy patients to
be escorted by another individual
upon discharge from the Hospital.
In this case, however, the Patient
was discharged from the Hospital
without an escort and began to
walk home when he was struck by
an automobile and killed.

The plaintiff subsequently filed a
negligence claim against the Hos-
pital in Superior Court, arguing that
the Hospital and two of its nurs-
es owed him a duty of care and
breached this duty by allowing the
Patient, who had been sedated, to
be released without an escort. In
order for Officer Leavitt to prevail on
the negligence claim, he needed to
show that the Hospital owed him a
duty of reasonable care, that the
Hospital breached this duty which
resulted in damage, and that there
was a causal relationship between
the breach and the damage. In
response, the Hospital filed a mo-
tion to dismiss for failure to state
a claim, asserting that the Hospi-
tal owed no duty to Officer Leavitt.
The Superior Court judge agreed
with the Hospital that it did not
owe a duty to the plaintiff, an un-
related third party. Officer Leavitt
appealed the lower court’s ruling,
and the Supreme Judicial Court
granted his application for direct
appellate review.
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The plaintiff asserted that the Hos-
pital owed him a duty of care under
the theory of general negligence,
the existence of a “special relation-
ship” between the Hospital, Pa-
tient, and Leavitt, or the voluntary
assumption of a duty of care by
the Hospital to protect third parties
from harm. The Court disagreed,
finding that none of these theories
imposed an affirmative duty of care
on the Hospital to an unrelated,
nonpatient third party. If a duty
was established based on any of
the three grounds, the Court rea-
soned that, at its core, this would
impose a duty of care to nonpatient
third parties on hospitals and med-
ical providers to detain sedated pa-
tients and prevent these patients
from leaving hospital grounds une-
scorted.

In reaching its decision, the Court
rejected the plaintiff’'s contention
that the Hospital had “control” over
the Patient before he left the Hos-
pital. The Court opined that, ab-
sent a special relationship, there is
no duty to control another person’s
conduct to prevent that person
from harming a third party. While
the Court has recognized such
a duty in limited circumstances
- such as the special relationship
that exists between a prisoner and
a parole board, or when imposed
by statute - the Court, in accor-
dance with other jurisdictions, has
not extended its reach to impose
a duty on a medical professional
to control a patient for the benefit
of a third party arising from any
“special relationship” between the
medical professional and the pa-
tient (excluding a patient of a men-
tal health professional).

The Hospital also argued that even
if a duty to a third party existed, its
actions did not cause the plaintiff’s
injury. In order to establish liabil-
ity, the plaintiff would need to show
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not only that the Hospital’'s actions
were the cause in fact of his inju-
ries but also that his injuries were
within the scope of foreseeable
risk. The Court again agreed with
the Hospital that Officer Leavitt's
injuries fell outside the scope of
a reasonably foreseeable risk
caused by the Hospital's alleged
negligent actions. While injury to
a third party nonpatient directly
caused by the Patient may have
been foreseeable, injury to a police
officer caused by an accident in
which the Patient was not involved
is not. The Court also rejected the
plaintiff’s argument that the Hos-
pital is liable under the “rescue
doctrine”, finding that liability does
not arise for injuries suffered as a
result of an unanticipated risk from
the rescue.

Mary Ann Morse Healthcare
Corp. v. Board of Assessors of
Framingham, 74 Mass.App.Ct.
701, 910 N.E.2d 394 (2009)

Mary Ann Morse Healthcare Corp.
(“Morse”), the non-profit operator
of an assisted living facility, suc-
cessfully appealed the denial of
its application for an abatement of
real estate tax under 59 M.G.L. §5.
Morse’s application was denied
initially by the Board of Assessors
of Framingham and on appeal by
the Appellate Tax Board (“Board”).
The Massachusetts Appeals Court
(“Court”) reviewed the Board’s de-
cision for errors of law and found
that Morse served an inherently
charitable purpose and provided a
sufficiently broad community ben-
efit to qualify for tax exemption un-
der the statute.

Morse is a §501(c)(3) charitable or-

ganization that operates an assist-
ed living facility known as Heritage
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of Framingham (“Heritage”). Heri-
tage consists of Building A, which
contains assisted living apartments
and common areas, and Building
B, which contains assisted living
apartments that serve individuals
with Alzheimer’s Disease, demen-
tia, and memory impairment (the
“Homestead Residents”). In its
exemption application, Morse as-
serted that all of Building B, as well
as the common areas of Building A
used by the Homestead Residents,
were exempt from taxation. The
Board, however, found that Morse
met neither the community benefit
test nor the occupancy test used
to determined whether an organi-
zation qualifies for property tax ex-
emption pursuant to 59 M.G.L. §5.
Following the Board’s decision in
September 2007, Morse requested
a report (the “Board’s Report”) with
findings of fact which the Board is-
sued on August 19, 2008.

Community Benefit Test

In reaching its conclusion that
Morse did not meet the community
benefit test, the Board relied on the
guidelines set forth in the Supreme
Judicial Court case, Western Mass.
Lifecare Corp. v. Assessors of
Springfield, 434 Mass. 96 (2001),
to determine whether Morse pro-
vided a sufficiently broad public
benefit to justify tax exemption.
Western Mass. Lifecare focused on
the number and diversity of the in-
dividuals served by the charitable
organization, the fees charged to
the individuals the organization
serves, and the cost to the orga-
nization as indicators of a broad
enough community benefit to jus-
tify tax exemption.

The Board’s Report relied on the
Western Mass. Lifecare factors in
finding that the fees charged by
Morse, along with the unavailabil-
ity of Medicaid to cover these fees,
placed Morse beyond the reach

of a large section of the elderly
population. Notably, however, the
Board’s Report did not take into
account a recent Supreme Judi-
cial Court case, New Habitat, Inc.
v. Tax Collector of Cambridge, 451
Mass. 729 (2008). New Habitat
provided new focus to the com-
munity benefit factors set forth in
Western Mass. Lifecare, condition-
ing the importance of the West-
ern Mass. Lifecare factors on the
extent to which the main purpose
of an organization is traditionally
charitable in nature. For organiza-
tions where this is the case, New
Habitat provides that the Western
Mass. Lifecare factors play a lesser
role in the evaluation of the com-
munity benefits conferred by such
an organization for purposes of tax
exemption.

Upon review, the Appeals Court ap-
plied the refinements set forth in
New Habitat and found error in the
Board’s decision that Morse did not
meet the community benefits test.
The Appeals Court recognized that
Morse served a traditionally chari-
table function despite the fact that
it might not have met the Western
Mass. Lifecare factors and thus
provided a broad public benefit suf-
ficient to meet the community ben-
efits test.

Occupancy Test

In terms of whether Morse met the
occupancy test, the Board found
that it was the Homestead Resi-
dents and not Morse that occupied
the property. In reaching this con-
clusion, the Board relied on its in-
terpretation of the Massachusetts
Assisted Living Statute, 19D M.G.L.
81, et. seq., finding that this statute
conferred the legal status of ten-
ants on the Homestead Residents
only, not on Morse. In addition, the
Board noted that certain provisions
set forth in the Homestead residen-
cy agreement evidenced that it was
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the Homestead Residents, and not
Morse, that were the occupants of
the property, namely the resident’s
privacy rights, insurance require-
ments, and grievance process.

In rejecting the Board’s conclusion,
the Appeals Courtfoundthe Board's
reliance on 19D M.G.L. §1, et. seq.
to be misplaced, stating that the
Board was attempting to “deriv[e]
a tax implication from a statute
governing an unrelated area.” The
Appeals Court also rebutted the
Board’s argument that the protec-
tions included in the Homestead
residency agreement regarding the
resident’s right to privacy meant
that it was the Homestead Resi-
dents alone that occupied the prop-
erty. The Appeals Court noted that
the concept of occupancy does not
necessarily equate to exclusivity,
and that residency and occupancy
are not equivalent concepts under
the law, such that Morse would be
excluded from shared occupancy
with the Homestead Residents.

The Appeals Court vacated the
decision of the Board, finding that
Morse met both the community
benefit and occupancy tests nec-
essary to qualify for tax exemption
under 59 M.G.L. §5, and remand-
ed the matter to the Board to deter-
mine the taxable status of Building
A’'s common areas.

Endnotes:

1 The Court noted that § 205(b), however,
does shield the information protected
thereunder from the general public and
other third parties to the same extent
that § 204(a) does.
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of Massachusetts. Robyn is re-
sponsible for managing outreach
and membership, fundraising and
development, advocacy, coordinat-
ing external training and advocacy
meetings, lobbying the executive
and legislative branch, and framing
legal challenges.

Robyn joined the DPC in May 2009,
after working as a Staff Attorney
at Greater Boston Legal Services
(GBLS). There, she represented
low-income clients with disabilities
and elderly clients seeking assis-
tance securing or retaining Social
Security benefits (SSDI, SSI & SSRI),
as well as other health and cash
assistance benefits (MassHealth,
Food Stamps & EAEDC). She
also represented clients defend-
ing against such proceedings as
Guardianship/Conservatorship,
landlord-tenant eviction, and con-
sumer debt collection practices.
In addition, Robyn was co-counsel
in the Partners Healthcare agree-
ment.

While in law school, Robyn worked
as a Legal Intern at the Disability
Law Center in Boston as well as at
the National Council on Disability
in Washington, D.C. At both agen-
cies, she was engaged in disability
policy and litigation in the areas of
special education, employment,
housing, health care, and govern-
ment benefits. Robyn earned her
Bachelor of Science in Social Work
from Bridgewater State College in
2003 and her Juris Doctor from
Suffolk University Law School in
2007.

Howard Saxner, Esq.

Howard Saxner is Senior Deputy
General Counsel for the Massa-
chusetts Department of Public
Health. He serves as legal advisor
to numerous divisions within the
Department. In addition to recent
regulations expanding categories
of persons authorized by law to
administer HIN1 flu vaccine, Mr.
Saxner has contributed substan-
tially to legislation and regula-
tions on such issues as cigarette
nicotine testing and disclosure of
cigarette ingredients, administra-
tion of medication in schools and
state funded community programs
for mentally ill and mentally retard-
ed persons, standards for physi-
cal examinations of school aged
children, establishment of a state
biologics laboratory, immunization
requirements for children, elec-
tronic prescriptions, restrictions on
workplace smoking and standards
for early intervention programs.
Prior to DPH, Mr. Saxner drafted a
series of regulations establishing
the rights of mentally retarded per-
sons in state funded facilities and
community programs. Mr. Saxner
also contributed to an anthology on
government fostered monopolies
put out by Ralph Nader’s Center for
Corporate Responsibility. He is a



graduate of the University of Michi-
gan and Harvard Law School.

Lisa Snellings, Esq.

Lisa Snellings is Deputy General
Counsel for the Massachusetts
Department of Public Health. Ms.
Snellings advises the Department’s
Bureau of Health Care Safety and
Quality on health facility licensure
issues. She recently worked on
regulations implementing chapter
305 of the Acts of 2008 relating
to licensure of ambulatory surgery
centers, and reporting of and reim-
bursement for Serious Reportable
Events. Ms. Snellings also advises
the Food Protection Program in
the Department’s Bureau of En-
vironmental Health. She worked
on recent regulations requiring
chain restaurants in Massachu-
setts to include calorie informa-
tion on menus. Prior to joining the
Department, Ms. Snellings was a
staff attorney with Legal Services
of Northern California in Sacra-
mento, California. She also served
as a law clerk for the Honorable
Lawrence K. Karlton in the United
States District Court for the East-
ern District of California. Ms. Snel-
lings received her J.D. magna cum
laude from Georgetown University
Law center, and graduated with a
B.A. in Human Biology from Stan-
ford University.

Michael E. Sroczynski, Esq.

Michael E. Sroczynski is Vice Presi-
dent of Government Advocacy for
the Massachusetts Hospital Asso-
ciation. He has been part of MHA's
government advocacy team for ten
years, starting initially as manager
of state government advocacy.
Prior to joining MHA, he served as
legislative counsel in the Massa-
chusetts State Senate.

Mr. Sroczynski is a graduate of the

Syracuse University College of Law
and the Whitman School of Busi-
ness at Syracuse University. He
has been a member of the Massa-
chusetts bar since 1996. He is an
active member of both the Massa-
chusetts Bar Association and the
Boston Bar Association. He is a
member of the MBA’s Health Care
Section and the BBA's Health Care
and Labor Sections. He is a former
chair of the BBA's Health Care Leg-
islation sub-committee.

Mr Sroczynski is a member of the
board of directors of the Massa-
chusetts Health Council and is a
former board member of the Mas-
sachusetts Center for Nursing. He
also serves on the board of direc-
tors of the Vision Coalition Massa-
chusetts. In early 2009, Governor
Deval Patrick appointed Mr. Sroc-
zynski to the state’s Health Care
Workforce Advisory Council.

In his role at MHA, Mr. Sroczynski is
the leader of state and federal gov-
ernment advocacy efforts and is
an active participant in numerous
business, workforce and health
care coalitions and partnerships.

Susan J. Stayn, Esq.

Susan J. Stayn is Senior University
Counsel at Stanford University and
Stanford University Medical Center,
where she advises on healthcare
regulatory and corporate matters
and stem cell research. In 2008,
she also was a lecturer at Berkeley
Law School, appointed to design
and teach a course on stem cell
research law and policy. She has
been an active participant in the
Interstate Alliance on Stem Cell Re-
search, a state policymaker group
facilitated by the National Acad-
emies of Science, since its incep-
tion in 2007. Ms. Stayn previously
worked for many years in the Office
of the General Counsel of Partners
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HealthCare System, where she was
lead counsel to the IRBs and lead
counsel on stem cell research is-
sues, among other responsibilities
in the healthcare regulatory and
corporate governance areas. Prior
to joining Partners, she worked
in the private and non-profit sec-
tors and clerked for the Honorable
Levin H. Campbell on the U.S. Court
of Appeals for the First Circuit. Ms.
Stayn has published and lectured
frequently on the legal framework
governing stem celland human sub-
jects research, as well as medical
and research privacy. She served
as co-editor of The Boston Health
Law Reporter from the Fall 2003-
Fall 2009. Ms. Stayn is a graduate
of Harvard College, magna cum
laude, and Columbia Law School,
where she was editor-in-chief of the
Columbia Law Review.
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Mount Auburn Hospital
330 Mount Auburn Street
Cambridge, MA 02138
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ljoseph@mah.harvard.edu
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Catherine Annas

Eastern Massachusetts Healthcare
Initiative

14 Story Street, 2nd Floor
Cambridge, MA 02138

(617) 495-2966
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Mark Rogers

The Rogers Law Firm

50 Braintree Hill Officepark
Suite 302

Braintree, MA 02184
(781) 794-1600

mrogers@therogerslawfirm.com
Legislative

Thomas Barker

Foley Hoag LLP

Seaport World Trade Center West
155 Seaport Boulevard

Boston, MA 02210-2600

(617) 832-1111

tbarker@foleyhoag.com

Garrett Gillespie

Mintz, Levin, Cohn, Ferris, Glovsky
and Popeo P.C.

One Financial Center

Boston, MA 02111

(617) 348-4499

GGGillespie@mintz.com
Membership

Diane Moes

Donoghue, Barrett & Singal, P.C.
One Beacon Street

Suite 1320

Boston, MA 02108

(617) 598-6700
dmoes@dbslawfirm.com

Lawrence Vernaglia
Foley & Lardner LLP
111 Huntington Ave.
Boston, MA 02199
(617) 342-4079

Ivernaglia@foley.com

Social Action

Sarah Anderson

Greater Boston Legal Services
197 Friend Street

Boston, MA 02114

(617) 371-1234

sanderson@gbls.org

Barbara Anthony

10 Park Plaza

Suite 5170

Boston, MA 02116

(617) 973-8702
barbara.anthony@state.ma.us

Linda Landry

Disability Law Center, Inc.
11 Beacon Street

Suite 925

Boston, MA 02108

(617) 723-8455

llandry@dIc-ma.org

At-Large Members

Joshua Greenberg

Office of Child Advocacy

300 Longwood Avenue, BK120
Boston, MA 02115

(617) 919-3063

Joshua.Greenberg@tch.harvard.edu

Matthew Herndon

Harvard Pilgrim Health Care, Inc.
93 Worcester Street

Wellesley, MA 02481

(617) 509-3077

Matthew_Herndon@harvardpilgrim.org

Eve Horwitz

Archstone Law Group P.C.
245 Winter Street

Suite 400

Waltham, MA 02451

(781) 314-0111
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Donna Levin

Massachusetts Department of
Public Health - Newton Office
136 Pine Grove Avenue
Newton Lower Falls, MA 02462
(617) 624-5220
donna.levin@state.ma.us

Lawrence Litwak
Foley & Lardner LLP
111 Huntington Ave.
Boston, MA 02199
(617) 502-3224

llitwak@foley.com

Clare McGorrian

22 Putnam Avenue
Cambridge, MA 02139
(617) 871-2139
cdmcgcounsel@verizon.net

William Mandell

Pierce & Mandell, P.C.
11 Beacon Street

Suite 800

Boston, MA 02108
(617) 720-2444
bill@piercemandell.com

Dianne McCarthy

Massachusetts Eye and Ear Infirmary

243 Charles St.
Boston, MA 02114
(617) 381-5880

dianne_mccarthy@MEEI.harvard.edu

Michael Sroczynski
Massachusetts Hospital
Association - Boston
101 Arch Street

Suite 1741

Boston, MA 02110
(617) 513-9907

msroczynski@mbhalink.org

Susan Stayn

Stanford University - Office of the
General Counsel

PO Box 20386

Stanford, CA 94305

(650) 723-4323

sstayn@comcast.net

Susan Williams

Massachusetts Eye and Ear Infirmary
243 Charles St.

Boston, MA 02114

(617) 523-7900
Susan_Williams@meei.harvard.edu
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