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Section Co-Chairs’ Corner

We are pleased to present to you the Spring,
2011 Edition of the Health Law Section’s Health
Law Reporter. As always, the Reporter offers
timely and topical articles which will help keep
Health Law practitioners abreast of important is-
sues and events.

Front and center in the Spring Edition is Dave
Szabo’s interview with Christie Hager, HHS Re-
gional Director for Region 1 (Christie is also a
former Adjunct Lecturer on Health Policy and
former Deputy Director of the Division of Public
Health Practice at the Harvard School of Public
Health, and former Chief Health Counsel in the
Office of the Speaker during the development,
enactment and first three years of implemen-
tation of the Massachusetts health reform law
passed in 2006.)

In addition, Karyn Brudnicki and Erin Talati have
written about the Proposed 2011 Federal Bud-
get and its Impact on Pediatricians; Alyssa Ye-
nikomshian has written an article entitled “The
Affordable Care Act—Consumer Protections in
the Appeals Process”, Edward Zacharias has
written an OCR Enforcement Update on Cignet
and MGH; and Audrey Perlow has written this
edition’s Health Law Brief, on the case of Law v.
Griffith.

This edition of the Health Law Reporter follows
a busy couple of months for the Health Law Sec-
tion, which included an extraordinarily broad ar-
ray of Section-sponsored events. These events
included CLE and Brown Bag programs on such
topics as “The Massachusetts All-Payer Claims
Data-Base”, “Accountable Care Organizations”,
“Issues in the Life Sciences Industry: Tech
Transfer, Partnering and Off-Label Promotion”,
“Recent Developments in Legislation and Law
Enforcement”, “Emerging Issues for Healthcare
Employers in the Age of Social Media”, “Patient-
Centered Decision-making About Life-Sustaining
Treatments”, and “Recent HIPAA Actions.”
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We want to thank our authors and our peer re-
viewers for their time and efforts in contribut-
ing to the Health Law Reporter. We also want
to thank all of our committees, committee mem-
bers, and presenters for making all of our won-
derful CLE and Brown Bag programs possible.
These have truly been team efforts.

For anyone who wishes to join our team, or to
just contribute your talents and ideas, we invite
you to do so. The Health Law Section has sev-
eral committees to choose from (CLE, Communi-
cations, Membership, Legislative Update, Social
Action); or you can volunteer as a speaker at one
of our CLE programs or Brown Bags. All ideas for
new programs, events or approaches to making
our Section better are welcome.
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Policymaker Profile: Christie Hager, J.D., M.P.H.

by Dave Szabo, Esq.

In April, 2010, President Obama
appointed Christie Hager as the
Regional Director for Region One
(New England) of the U.S. De-
partment of Health and Human
Services (HHS). There are ten
Regional Offices across the Unit-
ed States. The Regional Direc-
tors ensure HHS maintains close
contact with state, local and trib-
al governments, and seek to ad-
dress the needs of communities
and individuals served through
HHS programs and policies.

Many readers of the Health Law
Reporter will remember Christie
as a long-time member of the
Health Law Section’s Steering
Committee, and as Chief Health
Counsel in the Office of the
Speaker of the Massachusetts
House of Representatives. How-
ever, not content with these su-
perficial facts, the Reporter has
conducted an in depth investiga-
tion to provide you with unique
insights into the past and pres-
ent of the current HHS Regional
Director.

Christie is a graduate of Smith
College, and received her mas-
ter’'s degree in Public Health from
Boston University. Although she
had her sights set on law school,
she took a “short-term” position
with the New England Journal of
Medicine, working for Dr. Mar-
cia Angell. This short-term stint
lasted for six years, which gave
her great exposure to medical
science, and health policy, and
an opportunity to complete her
master’s degree part-time. She
extricated herself from the medi-

cal society to get her law degree
from the University of Connecti-
cut, but admits that her interest
in health policy kept her on the
U. Conn Medical School campus
almost as much as she was pres-
ent at the law school.

Christie has previously served as
Deputy Director of the Division
of Public Health Practice at the
Harvard School of Public Health
and most recently returned to
Harvard as an Adjunct Lecturer
on Health Policy. At Harvard, her
research and teaching focus on
state regulation of health care
and public health, health care
access, and the legislative pro-
cess.

Her involvement in state gov-
ernment included working on
the staff of the Legislature’s
Health Care Committee, where
she worked for John McDonough
during his tenure as chairman.
When she returned to state gov-
ernment in 2004, she served as
Chief Health Counsel in the Of-
fice of the Speaker during the
development, enactment and
first three years of implementa-
tion of the Massachusetts health
reform law.

When the Reporter caught up
with Christie in her office at the
JFK Federal Building, she de-
scribed the scope of her role
within HHS, and the specific chal-
lenges of serving as Regional Di-
rector during the implementation
of the Affordable Care Act. As
Regional Director, she is charged
with building strong relation-

ships with the Governors of all
six New England states and their
healthcare cabinet officials. Ad-
ditionally, the Regional Director
is responsible for healthcare is-
sues impacting the New England
tribal governments, and with pri-
vate organizations that impact
health policy. This responsibil-
ity cuts across almost all of the
component agencies within HHS,
many of which maintain a pres-
ence within the Boston Regional
Office.

Another key role of the Regional
office is to participate in inter-
agency cooperation with other
federal agencies. For example,
Christie has worked with the
Small Business Administration to
put on educational programs ex-
plaining the impact of the Afford-
able Care Act for small business-
es and their employees. Another
example would be collaboration
with the Department of Housing
and Urban Development on ini-
tiatives around homelessness.
The ability to cooperate and co-
ordinate with other agencies that
have overlapping goals and con-
stituencies creates a kind of mul-
tiplier effect for the role of the
Regional Office in implement-
ing healthcare reform and other
initiatives. However, she also
noted that “the challenges are
commensurate with the oppor-
tunities” and that ongoing coor-
dination among federal agencies
and state agencies is one of the
biggest jobs facing the Regional
Office.
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by Dave Szabo, Esq.

What does this mean as a prac-
tical matter? For one thing, it
means a lot of driving for the Re-
gional Director. Because she is
committed to personally meeting
with state, tribal, and federal offi-
cials, Christie estimates that she
has driven more miles since tak-
ing on her new role than during
her previous three years. More
significantly, the Regional Office
is a focal point for cooperation
between the Federal Government
and the individual states for the
implementation of the Affordable
Care Act. While each New Eng-
land state has experience with its
own health reform efforts, each
state has a different experience
with prior reforms, and each is at
a different starting point when it
comes to implementation of the
Affordable Care Act.

Massachusetts, for example, has
already achieved a high percent-
age of coverage, and the state
Health Connector Authority could
easily be seen as a prototype for
the insurance exchanges envi-
sioned by the federal reform law.
While Massachusetts will experi-
ence many changes as a result
of the implementation of the Af-
fordable Care Act, other states
will experience much more dra-
matic changes in their health-
care systems, but all will face
more transition issues. Further,
Christie notes, the flexibility that
is built into the Affordable Care
Act will mean that each state will
work closely with HHS on imple-
mentation of various provisions
of national health reform. She
feels that her own experience in
living through the negotiation of
Chapter 58 and the implementa-
tion of the law will serve her well
in the implementation of federal
reform. Given the similarities

VoLume 6, Issue 2 SprRINé 2011 5

of Massachusetts reform to the
Affordable Care Act, she hopes
to effectively support the New
England states in navigating the
many significant changes that
she knows are ahead.

Christie closed by noting that
implementation of the Affordable
Care Act offers enormous poten-
tial to improve the quality and
accessibility of healthcare, and
that the role of HHS is “all about
serving the lives that we touch.”



Health Insurance Appeals Post-PPACA:
Dealing with a Patchwork of Laws

by Alyssa Yenikomshian, Esq.

More than one year after its enact-
ment, the Patient Protection and Af-
fordable Care Act's (PPACA) goals of
expanding coverage, improving the
delivery of health care, and making
health care affordable to consumers
has proven to be an evolving pro-
cess. For the approximately 64% of
consumers in the United States with
private health insurance!, PPACA
has built on existing laws governing
private insurance to create stronger
consumer protections. Enforcement
of these protections on the consum-
er level is achieved through the ap-
peals process. PPACA made several
changes to the internal claims and
appeals and external review pro-
cesses which will be reviewed in this
article.

Setting for Reform

While we are a nation that is con-
stantly seeking to make things
simpler through innovation and
technology, the health care indus-
try becomes more complex with
each day as new technologjes breed
new laws and regulations. Terms
such as experimental and investi-
gational treatment, medical neces-
sity, and pre-existing condition have
emerged making the simple activity
of going to a doctor for treatment a
complicated endeavor. Often while
suffering with serious health condi-
tions or caring for sick loved ones,
health insurance consumers must
wade their way through the appeals
process with blinders on, not under-
standing their rights under the law
and presuming that an insurance
company’s final determination will
be the correct one.

To add to the complexity, prior to
PPACA, a consumer’s right to an in-
ternal or external appeals process
depended on many factors, includ-
ing whether the health plan was
fully insured or self-insured, whether
the insurance was employer-spon-
sored or purchased by a consumer
on the open market. Although the
regulation of health insurance was
traditionally the responsibility of the
states, the enactment of the Em-
ployee Retirement Income Security
Act (ERISA) in 1974 resulted in the
preemption of state laws that re-
late to an employee benefit plan.?
As a result, in some cases, ERISA
requirements coexist with state law,
and in other cases ERISA require-
ments preempt state law.> ERISA's
strong preemption provides a uni-
form regulatory regime designed to
ensure that employee benefit plan
regulation is “exclusively a federal
concern.” Accordingly, state law
causes of action concerning an em-
ployee benefit plan that duplicate,
supplement, or supplant ERISA are
preempted because of the conflict
with congressional intent to make
ERISA's remedy exclusive.®®

PPACA’s Answer

In response to the patchwork of
laws governing internal and exter-
nal appeals, PPACA sought to cre-
ate uniformity and strengthen con-
sumer protections by adding section
2719 to the Public Health Service
Act (PHSA).” Section 2719 not only
enhanced consumer protections for
the internal claims and appeals pro-
cess by building on ERISA’s require-
ments®, but it created heightened

requirements for external review.®
Most importantly, section 2719 ap-
plies to both group health plans
and health insurance issuers offer-
ing group or individual health insur-
ance.

On July 23, 2010, the U.S. Depart-
ments of Health and Human Ser-
vices, Treasury, and Labor (“the De-
partments”) issued final regulations
to interpret PHSA section 2719.1°
The regulations contained seven
new rules that apply to the claims
and appeals processes of group
health plans and group or individual
health insurance issuers, three new
rules that apply to individual health
insurance issuers, numerous re-
quirements for state external review
processes, and guidelines for a fed-
eral external review process. The
regulations are effective for health
plan years beginning on or after
September 23, 2010.1*

Grandfathered Plans

Exempt from PHSA §2719 are grand-
fathered plans.*? This provision of the
new law reflects back to the adage
“if you like your health plan, you can
keep it” which was heard during the
health care reform debate. Grandfa-
thered plans are group health plans
or other health insurance coverage
that were in effect on March 23,
2010, PPACA’s enactment date.*

By virtue of their grandfathered sta-
tus, grandfathered plans may choose
to maintain their current scheme of
cost-sharing and health benefits or
they can comply with the new law’s
requirements as they take effect. It
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is projected by the Departments that
approximately 31 percent of small
employers and 18 percent of large
employers will make changes that
will require them to relinquish grand-
father status in 2011.%* Grandfather
status can be relinquished in the
following ways: significantly cutting
or reducing benefits to diagnose or
treat a particular condition, raising
co-insurance charges, significantly
raising deductibles, significantly low-
ering employer contributions, and
adding or tightening an annual limit
on what the health plan pays.t®

Internal Claims and Appeals - Seven
New Rules

The first change to the internal ap-
peals process was the broadening of
the definition of adverse benefit de-
termination.’® ERISA defines an ad-
verse benefit determination as a de-
nial, reduction, or termination of, or
failure to provide or make payment
(in whole or in part) for a benefit.'”
An adverse benefit determination is
important because it triggers a con-
sumer’s right to an internal appeal
with his or her health plan or issuer.
Under ERISA, an adverse benefit de-
termination also includes a decision
that is based on a determination of
a participant’s or beneficiary’s eligi-
bility to participate in a plan.** Mas-
sachusetts law defines an adverse
determination as a determination to
deny, reduce, modify, or terminate
an admission, continued inpatient
stay, or the availability of any other
health care services.*®

PPACA maintained ERISA’'s existing
definition of adverse benefit determi-
nation, but added the rescission of
coverage to the definition.?° Rescis-
sion is defined as the cancellation or
discontinuance of coverage that has
a retroactive effect except to the ex-
tent that it is attributable to a failure
to timely pay required premiums to-
wards the cost of coverage.?* A group

health plan or issuer may, however,
rescind coverage if an individual per-
forms an act that constitutes fraud
or intentionally misrepresents a ma-
terial fact.?? The ban on rescission
applies to grandfathered as well as
non-grandfathered plans.?

The second change to the internal
appeals process is that urgent care
benefit determinations must be
made as soon as possible but no lat-
er than 24 hours.?* This new law will
supplant the current 72-hour stan-
dard under ERISA and the 48-hour
standard under Massachusetts law
for the resolution of urgently needed
services.?®

ERISA mandates that health plans
or plan fiduciaries conduct a full and
fair review of a claim for benefits and
an adverse benefit determination.2®
PPACA's third change to the appeals
process was the broadening of pro-
tections under full and fair review.
ERISA affords plan participants and
beneficiaries several protections in-
cluding, but not limited to: 180 days
to appeal an adverse benefit deter-
mination, prohibition on a health
plan’s deference to an initial ad-
verse benefit determination during
an appellate review of a claim, and
consultation with a health care pro-
fessional with experience and train-
ing to make a medical judgment.?”

PPACA maintained ERISA’'s require-
ments for full and fair review, but
added two important protections.
First, consumers must be provided
with any new or additional evidence
considered and generated by the
health plan or issuer.?® Second, after
a consumer has submitted an ap-
peal, the health plan or issuer must
afford the consumer the opportunity
to respond to a new rationale before
it upholds its adverse determina-
tion.?° These two new consumer pro-
tections are important because they
help foster a meaningful dialogue
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between the consumer and the
health plan about the claim.*® More-
over, these new rules prevent health
plans from changing the rationale for
an adverse decision without allowing
the consumer to respond before the
end of the administrative appeals
process, an action that is sometimes
referred to as sandbagging.3!

The fourth change to the internal
appeals process is new criteria to
avoid conflict of interest. Health
plans must ensure that all claims
and appeals are adjudicated in a
manner designed to ensure the in-
dependence and impartiality of the
persons involved in making the de-
cision.®2 Decisions such as hiring,
compensation, termination, and pro-
motion may not be made based upon
the likelihood that the individual who
is the subject of these actions will
support a denial of benefits.3® The
government’s focus on conflict of in-
terest reflects the Supreme Court’s
position that, in cases brought under
ERISA, conflict of interest is a factor
that must be weighed in determin-
ing whether the plan administrator
or fiduciary’s decision was unlaw-
ful.3* Moreover, discovery in ERISA
cases is permitted in certain circum-
stances; conflict is one of them. The
U.S. First Circuit Court of Appeals
has allowed targeted discovery to
examine whether structural conflict
has morphed into actual conflict.®
Accordingly, in the ERISA context, a
consumer may be able to use the
authority of PPACA to support dis-
covery on whether conflict of interest
played a role in the administration of
his or her claim.

The fifth change to the internal ap-
peals process is heightened notice
requirements. First, health plans
and issuers must now provide notice
of adverse benefit determinations in
a culturally and linguistically appro-
priate manner.®® This means trans-
lated notices, disclosure statements
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regarding translation on notices that
are in English, and call center ser-
vices that are provided in languages
other than English. This new provi-
sion of the law is important to com-
bat racial and ethnic disparities and
ensure that culturally and linguisti-
cally isolated communities benefit
from the full range of consumer pro-
tections afforded by PPACA.3" Sec-
ond, health plans and issuers must
include additional information on ad-
verse determination notices such as
information sufficient to identify the
claim, the reason(s) for the decision,
the standard used to render the de-
cision, a discussion of the decision,
description of available individual
and external review processes, and
the availability of consumer assis-
tance programs.®® These added
protections will assist consumers to
understand the basis of an adverse
decision and provide information on
where to go to get help with an ap-
peal.

The sixth change to the internal ap-
peals process is a “deemed exhaus-
tion” provision. If a plan or issuer
fails to adhere to the requirements
of the internal appeals process,
the claimant is deemed to have ex-
hausted the internal claims process
and may request an external review
and/or judicial review of the adverse
benefit determination.®® In practice,
this new rule should be exercised
with cautious optimism. As a pri-
mary matter, judicial review of ERISA
benefit denials are generally adjudi-
cated on the record compiled before
the plan administrator.*® This means
that a consumer must submit to
the health plan all information that
supports his or her claim. After the
health plan has rendered its final ad-
verse benefit determination and the
administrative record is “closed,”
it is difficult to introduce additional
documentation for judicial review.*
Therefore, it is important to ensure

that the administrative record is
complete prior to judicial review.

The deemed exhaustion provision
does, however, have its benefits. As
a general rule, claimants with ERISA-
governed plans are required to ex-
haust their administrative remedies
before bringing a lawsuit to recover
benefits.*> The deemed exhaustion
rule provides for the expeditious ad-
judication of a claim. This new rule
may also affect the standard of re-
view utilized by a reviewing court.
Traditionally, a deferential standard
of review, the “abuse of discretion”
standard of review, is utilized when
an ERISA plan grants the adminis-
trator or fiduciary discretionary au-
thority to determine eligibility for a
benefit.** Several courts have held
that when a claim is “deemed ex-
hausted” no discretion has been ex-
ercised and the plan administrator
or fiduciary is thus stripped of the
discretionary authority that it may
have held.** The case is then re-
viewed under the de novo standard
of review*® which is generally more
favorable to the claimant.

The final change to the internal ap-
peals process is that health plans
must provide continued coverage
pending the outcome of an internal
appeal.*® Under ERISA, health plans
are required to notify the claimant
of an adverse benefit determination
sufficiently in advance of the reduc-
tion or termination of benefits in or-
der to allow the claimant to appeal.*”
The seventh change to the internal
appeals process, therefore, now ap-
plies to all group health plans and
individual insurance issuers.

Individual Health Plans - Three New
Rules

As stated previously, PPACA built on
existing federal ERISA requirements
for internal claims and appeals pro-
cesses.*® These protections are ex-

tended to the individual insurance
market. Individual health insurance
coverage must also comply with
three additional rules. First, any de-
cision to deny coverage to an appli-
cantin an initial eligibility determina-
tion is considered an adverse benefit
determination which is appealable.*®
Second, individual policies may have
only one level of internal appeals,
unlike group health plans which may
have a second level.>° Finally, third,
individual policies must maintain re-
cords of all claims and notice asso-
ciated with their internal claims and
appeals process for at least six years
(the standard under ERISA).5!

External Review

When consumers exhaust the in-
ternal appeals process with their
health plan, they may be able to
seek an independent medical review
of their case through an external re-
view. Massachusetts law provides
for the creation and regulation of an
external review process.®? Consum-
ers with fully-insured health plans
may exercise their right to an exter-
nal review with the Office of Patient
Protection within the Department of
Public Health after exhausting the
internal appeals process with their
health plan.®® In 2009, the Office of
Patient Protection received 404 re-
quests for external review.>* Some
states, however, either have no or an
inadequate process for external re-
view. Also, since self-insured plans
are not subject to state regulation,
many consumers who participate in
self-insured plans do not have the
benefit of an external review pro-
cess.®

PPACA mandated that state external
review processes meet, at a mini-
mum, the consumer protections of
the NAIC Uniform Model Act.® PPA-
CA also called for a federal external
review process for states that do not
meet the minimum criteria and for
self-insured plans.®” For the most
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part, Massachusetts complies with
the NAIC model; however, several
changes will need to be made in or-
der to bring Massachusetts’ process
into compliance with federal law.
For example, under the NAIC model,
consumers must have at least four
months after receipt of a notice of
an adverse benefit determination to
request an external review.%8 In Mas-
sachusetts, a consumer must elect
external review within 45 days of
receiving a final adverse determina-
tion.®®

Conclusion

The ultimate goal of these new ap-
peals rules is to create uniform
standards that govern the appeals
process and enhance consumer pro-
tections. The changes to the internal
appeals process will enable consum-
ers to better understand their rights
and will encourage insurance com-
panies to administer claims fairly. In
addition, the changes to the external
review process will not only improve
current state systems, allowing con-
sumers to have an impartial review
of an insurer’s decision, but will also
open the process to more consum-
ers, such as those consumers who
participate in self-insured plans.
The impact and strength of these
new provisions will be tested as con-
sumers exercise their appeal rights.
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The Obama Administration’s 2012 Proposed
Budget Raises Concerns About Health Care
Access for Children

by Karyn Brudnicki and Erin Talati

In March, the Obama Administra-
tion released its proposed bud-
get for 2012. Among many bud-
get changes was the elimination
of funding for the Children’s Hos-
pitals Graduate Medical Educa-
tion Program, which has the po-
tential to significantly impact the
pediatric workforce, ultimately
limiting access to pediatric gen-
eral and subspecialty care. This
article first outlines the current
funding scheme for graduate
medical education, including the
evolution of the Children’s Hos-
pitals Graduate Medical Educa-
tion Program, then describes the
proposed budget changes, and
lastly argues how these changes
may negatively impact access to
care for the youngest patients.

Background

Upon graduation from medical
school, in order to be eligible
to sit for specialty boards and
become board certified, physi-
cians must complete residen-
cies ranging from 3 to 5 years.
In addition, fellowships of 1 to 3
years following residency train-
ing prepare graduates to become
subspecialists in certain fields.
These residencies and fellowship
training are referred to as gradu-
ate medical education (“GME”).

Most GME is funded by Medicare
Part A as part of the expense of
caring for Medicare patients.® In
2008, Medicare paid approxi-

mately $8.4 billion to teaching
hospitals through direct medi-
cal education (“DME”) payments
and indirect medical education
(“IME”) adjustment payments.?
DME payments are intended to
cover resident and faculty sala-
ries, benefits, teaching time of
faculty, and overhead, while IME
attempts to address additional
factors that increase costs in a
teaching hospital.®> As Congress
has stated, IME is “a proxy to
account for a number of factors
that may legitimately increase
costs in teaching hospitals.”
For example, when training resi-
dents, staff productivity declines
such that fewer hours are avail-
able for direct patient care.® In
addition, medical trainees—who
are still developing their knowl-
edge and clinical skills—may
order diagnostic studies that a
more experienced clinician may
not.®  Moreover, while Medi-
care’s prospective payment sys-
tem reimburses hospitals based
on the diagnosis related groups
(“DRG”) that apply to an individ-
ual patient,” teaching hospitals
tend to treat more severely ill pa-
tients than their DRG suggests
because they often operate as
safety-net and tertiary care hos-
pitals.® Finally, in teaching hos-
pitals 24-hour care is provided
by doctors rather than nurses or
other healthcare providers. IME
is calculated based on the per-
cent of patient bed-days that are
supported by Medicare and fund-

ing for the particular hospital is
based on the ratio of residents to
beds in a given facility.® In 2008,
IME payments were approximate-
ly twice DME payments.*°

Pediatric residency positions are
funded in two ways: first, many
teaching hospitals have pediat-
rics departments that are part of
the larger hospital system, which
receives funding for residency
positions based on the fund-
ing scheme described above.
However, a number of the larg-
est children’s hospitals in the
country are so-called free stand-
ing children’s hospitals, which
are dedicated exclusively to the
care of children. Free standing
children’s hospitals receive less
funding from the federal govern-
ment through DME and IME pay-
ments compared to other hospi-
tals because they care for fewer
Medicare patients.'!

In 1999, however, Congress es-
tablished the Children’s Hospi-
tals Graduate Medical Education
(CHGME) Program through the
Healthcare Research and Quality
Act to provide support for free-
standing children’s hospitals’
GME programs that train resident
physicians,*? providing a second
funding source for pediatric resi-
dency positions. In 2006, CHG-
ME was reauthorized for an addi-
tional five years.*® “This program
compensates for the disparity in
the level of Federal funding for
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freestanding children’s hospitals
and other teaching hospitals sup-
ported by Centers for Medicare
and Medicaid Services (CMS)
GME funds.”** While GME is an
entitlement, CHGME is funded
through an annual appropria-
tion.’®* Hospitals are eligible to
apply for this funding if they: 1)
participate in an approved GME
program, 2) have a Medicare Pro-
vider Agreement, 3) are excluded
from the Medicare Inpatient Pro-
spective Payment System (IPPS)
under section 1886(d)(1)(B)(iii)
of the Social Security Act, and its
accompanying regulations, and
4) operate as a “freestanding”
children’s teaching hospital.t®
All eligible hospitals receive DME
and IME funding under the CHG-
ME, which is structured similarly
to funding available to other hos-
pitals under Medicare.

Current Challenges

In FY 2010, the CHGME payment
program was funded at $317.5
million'” (with an authorization
of $330 million'®), providing
support for 56 freestanding chil-
dren’s teaching hospitals.’® Al-
though they represent 1 percent
of all hospitals, freestanding chil-
dren’s hospitals train about 40
percent of general pediatricians
(almost 60 percent of whom are
in general pediatrics), 43 per-
cent of all pediatric specialists
and the majority of pediatric re-
searchers, and provide required
pediatric rotations for residents
in general internal medicine and
family medicine.?° Furthermore,
almost 50 percent of the patient
care that children’s teaching hos-
pitals provide is for low-income
children and over 75 percent of
inpatient care is for children with
one or more chronic conditions.
21 As referral centers for those
with severe illnesses, children’s

teaching hospitals provide criti-
cal pediatric services, and are
the only source of care for many
children. Thus, changes to GME
funding have great potential to
significantly impact pediatric
care and the education of future
pediatric generalists and sub-
specialists.

“Prior to the creation of CHGME,
the number of medical residents
in children’s hospitals had de-
clined more than 13 percent in
the 1990s,” increasing by 35%
after CHGME provided funding for
physician training.?? Over 80% of
the growth in pediatric residency
training is due to free standing
children’s hospitals.?®> However,
there remains a workforce short-
age in pediatric generalists and
subspecialists. A national sur-
vey revealed that a substantial
minority of children with special
health care needs have unmet
needs for routine and specialty
care.?* While the total number of
physicians in the United States
has increased from 153 medi-
cal doctors per 100,000 people
in 1975 to 253 in 1997, the in-
crease in physicians practicing
in a pediatric subspecialty has
been very limited.?® This may in
part be due to the fact that pedi-
atric sub-specialization practice
is generally not financially lucra-
tive for physicians, with average
salaries half that of adult spe-
cialty medicine physicians.2®

A survey of members of the Na-
tional Association of Children’s
Hospitals and Related Institu-
tions revealed that these “short-
ages of doctors across a multi-
tude of pediatric sub-specialties
are forcing 90% of hospitals to
delay appointments, lose pa-
tients or refer them elsewhere,”
some positions remain unfilled
for over a year, and almost half

of hospitals reported vacancies
in pediatric-rehabilitation medi-
cine, hematology and oncology,
and cardiology.?” These short-
ages and increased wait times
are particularly acute in rural
areas.® In 2010, sixteen states
lacked at least one physician in
one of thirteen sub-specialties.?®

Proposed Decrease in Funding
and Impact on Access to Pediat-
ric Care

Section 5503 of The Patient Pro-
tection and Affordable Care Act
will reduce the direct GME and
IME full-time equivalent caps for
certain hospitals and permit a
redistribution of full-time equiva-
lent (“FTE”) resident slots on July
1, 2011.3° The Obama admin-
istration’s proposed budget for
2012 would also eliminate the
$300 million annual appropria-
tion that funds GME programs
that train resident pediatricians
at children’s hospitals. The bud-
get would replace the program
with “targeted investments to
increase the primary care work-
force.”3!

U.S. Representative Frank Pal-
lone, a New Jersey Democrat
and a member of the Energy and
Commerce Health Subcommit-
tee, expressed concern over the
impact on access to primary care
and specialty care for children
and announced on March 3,
2011 his intention to introduce a
bill to reauthorize and fund the
program.3? A letter dated March
22,2011, signed by 40 senators
urges the Obama Administration
to provide full-authorized fund-
ing at $330 million in Fiscal Year
2012.%® At this time, no formal
legislation has been introduced,
leaving an expected shortfall in
funding that will acutely affect
free standing children’s hospi-
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tals with the potential for long
term consequences on access to
general and subspecialist pedi-
atric providers.

It is unclear what the “targeted
investments to increase the pri-
mary care workforce” would in-
volve, but it is clear it would be a
substantial reduction from prior
funding levels.3* The Patient Pro-
tection and Affordable Care Act
addresses one aspect of the ac-
cess to care issue by mandating
health care coverage for all Amer-
icans through the imposition of a
fine. Requiring everyone to have
insurance, however, does not re-
solve the access to care issue if
there are insufficient providers
available to provide the care.

Hospitals are already coping with
pediatric shortages by using tele-
medicine and asking adult spe-
cialists to treat children,®® and
shortfalls in funding for pediatric
training can only be expected to
exacerbate these shortages.

Hospitals receiving CHGME fund-
ing would feel the effects of the
proposed funding cut the most
and will either need to secure
alternative funding for individual
positions and/or find alternative
care providers, further adding
to the costs at individual hospi-
tals. The net effect may be to
significantly decrease access to
pediatric providers both in the
short and long term. In the short
term, as the American Academy
of Pediatrics Committee on Pedi-
atric Workforce has concluded,
“[c]hildren in underserved com-
munities served by pediatric resi-
dents may be affected by reduc-
tions in the number of residents
and residency programs.”3¢ In
the long term, if free standing
children’s hospitals cannot ob-
tain funding for pediatric train-

ing positions, the existing access
shortages discussed above will
be heightened.

Beyond access concerns, the
proposed decrease in funding
is problematic because it may
lead to increases in the cost of
pediatric care, as it can be costly
to have physicians who are not
pediatric subspecialists provide
care for children. A Pediatric
Subspecialist of the Future Work-
group of the Second Task Force
on Pediatric Education examined
several studies comparing the
costs of services provided by pe-
diatric subspecialists with other
providers and found that hospital
stays were shorter when pediat-
ric subspecialists provided care
and costs for a child with a heart
murmur were 33% less when pro-
vided by a pediatric cardiologist
compared to a pediatric general-
ist.3”

Every state with a free stand-
ing children’s hospital will likely
feel the impact of the proposed
CHGME cuts if they are enacted
without a new federal funding
alternative to preserve the cur-
rent level of support. The con-
sequences of the funding cuts
are likely to be particularly sig-
nificant in Massachusetts, where
a significant amount of pediatric
GME training takes place.3® With
the budget challenges most hos-
pitals face,® if federal funding
for GME is decreased, hospitals
may naturally turn to their state
legislatures for alternative fund-
ing. When Massachusetts en-
acted its health care coverage
mandate in 2006,%° it purported
to replace uncompensated, safe-
ty-net emergency level access to
care with insurance based ac-
cess by requiring nearly every
state resident to obtain insur-
ance coverage. The Massachu-

setts approach has become a
national model for health care
reform. As a state with a large
number of GME programs in pe-
diatrics, and a state already fac-
ing pediatric care access issues,
the state’s response to the pro-
posed federal funding decrease
will also undoubtedly be closely
observed.
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Recent HIPAA Enforcement Actions by
the U.S. Department of Health and Human
Services Office for Civil Rights
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On February 4, 2011, the U.S. De-
partment of Health and Human
Services Office for Civil Rights
(OCR) imposed a civil money
penalty (CMP) of $4,351,600
against Cignet Health of Mary-
land (Cignet) for violating the
privacy standards of the Health
Insurance Portability and Ac-
countability Act of 1996 (HIPAA).
This was the first time that OCR
used its CMP enforcement au-
thority under HIPAA.

Less than two weeks later, OCR
entered into a Resolution Agree-
ment and a Corrective Action
Plan with Massachusetts Gen-
eral Hospital and its physician
organization (MGH) under which
MGH agreed to pay $1 million
and comply with the terms of the
Corrective Action Plan to settle
potential violations of the HIPAA
privacy and security standards
(the Privacy and Security Rules).
Together, the Cignet CMP action
and MGH settlement suggest
OCR is serious about enforcing
HIPAA.

Civil Money Penalty Against
Cignet

Cignet’'s website states that it
is a “medical facility” that also
offers a health plan.! The CMP
imposed by OCR against Cignet
stemmed from Cignet’s failure to
provide 41 patients with copies
of their medical records after re-
ceiving the patients’ requests for

them.2 Cignet did not respond
to any of the 41 individuals’ re-
quests. OCR received a number
of complaints from patients about
Cignet’s unresponsiveness. OCR
subsequently notified Cignet that
it had opened investigations into
Cignet’s failure to respond to the
individuals’ requests. Despite
OCR’s request for a response to
its investigation notices, Cignet
failed to respond. As a result,
OCR issued a subpoena direct-
ing Cignet to produce medical
records related to certain of the
patient complaints. Cignet did
not produce the medical records
and failed to respond to the sub-
poena.

After an additional, unsuccess-
ful attempt by OCR to contact
Cignet and obtain the requested
medical records, the Department
of Justice filed a petition to en-
force the subpoena in the U.S.
District Court for the District of
Maryland. The court scheduled
a hearing and ordered Cignet to
appear, however, Cignet failed to
appear and did not defend the
action. The court subsequently
ordered Cignet to produce the re-
quested medical records. In re-
sponse to the court’s order, Cig-
net delivered 59 boxes of original
medical records to OCR, which
included the requested medical
records as well as the medical
records for approximately 4,500
other individuals for whom OCR
had not requested records.

OCR ultimately imposed a CMP
of $3 million for Cignet’s failure
to cooperate throughout OCR’s
investigation and $1,351,600
for Cignet’s failure to provide the
patients access to their medical
records.

Release Agreement and Correc-
tive Action Plan between MGH
and OCR

On February 14, 2011, MGH
signed a Resolution Agreement
(the Agreement) and a Corrective
Action Plan (the CAP) with OCR
pursuant to which MGH paid the
U.S. Department of Health and
Human Services $1 million and
agreed to the terms of the CAP
in order to resolve potential vio-
lations of the HIPAA Privacy and
Security Rules. The Agreement
and CAP were the result of OCR’s
investigation of an incident that
occurred in March of 2009 when
an MGH employee removed pa-
per documents from the MGH
premises in order to work from
home and inadvertently left cer-
tain of the documents on the
subway when commuting to work
a few days later. The documents
included the date of birth, medi-
cal record number, health insurer
and policy number, diagnosis and
provider name for 66 patients,
as well as a medical practice’s
office schedule that listed the
names and medical record num-
bers of patients. The document
left on the subway were never
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recovered and included the pro-
tected health information (PHI)
of 192 individuals.

Under the terms of the Agree-
ment and the CAP, MGH paid $1
million to the Federal Govern-
ment and agreed to take certain
additional steps to safeguard
PHI. The CAP requires MGH to:

(1) develop and/or update
certain of its policies and
procedures related to the pri-
vacy and security of PHI;

(2) train its workforce mem-
bers on the policies and pro-
cedures;

(3) designate an individual to
monitor MGH’s compliance
with the CAP (the Monitor);
and

(4) submit an implementa-
tion report and annual re-
ports thereafter to OCR. In
return, OCR released any
claims and causes of action
under the Privacy and Secu-
rity Rules that it may have
had against MGH arising out
of the incident.®

Under the terms of the CAP, MGH
agreed to “develop, maintain,
and revise, as necessary, writ-
ten policies and procedures gov-
erning (i) physical removal and
transport of [PHI], (ii) laptop en-
cryption, and (iii) USB drive en-
cryption.”® The CAP makes clear
that the policies and procedures
are in addition to those required
under the Privacy and Security
Rules. The CAP, however, states
that they may be incorporated
into such existing policies. The
CAP requires MGH to submit
the policies and procedures to
OCR for review and approval and
implement them within 90 days

of such approval. The CAP fur-
ther states that the policies and
procedures will not be deemed
to have been implemented un-
til MGH’s workforce is trained
on them in accordance the CAP.
MGH must submit an Implemen-
tation Report to OCR and the
Monitor summarizing the status
of its implementation of the CAP
within 120 days of OCR’s ap-
proval of the policies and proce-
dures, and annual reports there-
after to the Monitor describing
its continued compliance with
the CAP. MGH is also required to
annually review and update, as
necessary, the policies and pro-
cedures and to submit such re-
vised policies and procedures to
OCR for approval. Any violations
of the policies and procedures
must be reported to the Monitor.
Importantly, the CAP requires
MGH to “prohibit any member of
its workforce from physically re-
moving PHI from MGH premises
for use off-site and/or transport-
ing PHI off-site if that workforce
member has not” been trained
on the policies and procedures
and such training is certified in
writing.®

The Monitor designated by MGH
is responsible for assessing
MGH’s implementation of, and
compliance with, the CAP. The
Monitor must attempt to vali-
date that MGH’s workforce has
received training on the policies
and procedures and is acting in
accordance with them. The CAP
explicitly requires the Monitor to
conduct unannounced MGH site
inspections, interview workforce
members and inspect laptops
and USB flash drives containing
PHI to ensure such devices are
encrypted and meet any other
requirements of the policies and
procedures. The Monitor must
submit semi-annual reports to

OCR and MGH and is required
to report, any “significant viola-
tions” of the CAP. Any actions
or omissions of the Monitor are
deemed to be actions or omis-
sions of MGH.

OCR’s Enforcement Approach

Much has been made inthe press
of the fact that OCR’s enforce-
ment against Cignet was the first
time the agency used its CMP en-
forcement authority under HIPAA.
However, given the facts of the
case and Cignet’s unresponsive-
ness and lack of cooperation with
OCR’s investigations, it arguably
would have been more surprising
had OCR not instituted a penalty
in some form. Unlike the Cignet
case, the failure of a covered en-
tity to timely respond to an indi-
vidual’s request is often simply
due to a breakdown in an orga-
nization’s HIPAA procedures. It
is important for an organization
to keep a record of, and train
its workforce on how to handle,
an individual’'s or enforcement
agency’'s HIPAA request. OCR
routinely asks about an organiza-
tion’s policies and procedures in
its complaint investigations and
has stated that an organization’s
failure to implement policies and
procedures may cause OCR to
conclude that it has a higher cul-
pability level and, therefore, is a
candidate for a larger penalty.

The MGH settlement is more in-
structive than the Cignet case
with respect to OCR’s approach
to enforcing HIPAA compliance,
as similar circumstances are
likely to occur at other covered
entities in the future. In connec-
tion with its announcement of the
Agreement and the CAP, OCR’s
director, Georgina Verdugo, stat-
ed, “[w]e hope the health care
industry will take a close look at
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Recent HIPAA Enforcement Actions by the U.S. Department of Health and Human Services Office for Civil Rights

by Edward G. Zacharias, Esq.

this agreement and recognize
that OCR is serious about HIPAA
enforcement. It is a covered en-
tity’s responsibility to protect its
patients’ health information.”®

Covered entities and business
associates” should reassess
the adequacy and effectiveness
of their HIPAA compliance pro-
grams. Such a reassessment
should include at least the fol-
lowing basic steps required by
the Privacy and Security Rules
and the Interim Final Rule gov-
erning security breaches of PHI&:

e Conduct a security risk
assessment that identifies
the risks and vulnerabilities
to its electronic protected
health information;

e Implement written secu-
rity policies that reflect the
results of the risk assess-
ment;

e Adopt written privacy pol-
icies implementing each pro-
vision of the HIPAA privacy
standards;

e Train each employee who
handles protected health in-
formation regarding its pri-
vacy and security policies
and document the employee
names and the dates of the
training sessions; and

e Notify employees that if
they receive a written request
from an individual or a gov-
ernment agency, to forward
that request to the HIPAA Pri-
vacy/Security Officer for pro-
cessing.

(Endnotes)

1 See Cignet website at http://www.
transatlantictimes.info/plan/index.html and
http://www.transatlantictimes.info/center/
aboutus.html.

2 See Notice of Proposed Determination,
available at http://www.hhs.gov/ocr/privacy/
hipaa/news/cignetnews.html.

3 The release does not extend to any actions
resulting from a HIPAA violation where the
offending individual(s) knows he or she is
wrongfully using or disclosing individually
identifiable health information.

4 See CAP, p. 3.

5 The CAP includes an exception to this
requirement to cover the period between the
execution of the CAP and the date by which
the policies and procedures are required to
have been implemented so long as MGH has
provided such workforce members with a
communication including, in part, a requirement
that they take reasonable steps to protect and
secure the PHI.

6 See Massachusetts General Hospital Settles
Potential HIPAA Violations (February 24, 2011),
available at http://www.hhs.gov/news/press/
2011pres/02/20110224b.html.

7 Effective February 18, 2010, the Health
Information Technology for Economic and
Clinical Health Act made business associates
civilly and criminally liable to the government
for violations of: (1) the Security Rule’s
administrative, physical, and technical
safeguards requirements as well as its

written compliance policy and documentation
requirements; and (2) the Privacy Rule’s
business associate agreement requirements.
8 See Breach Notification for Unsecured
Protected Health Information; Interim Final Rule,
74 Fed. Reg. 42,740 (August 24, 2009).
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Health Law Brief

by Audrey Perlow, Esq.

Law v. Griffith, 457 Mass. 349
(2010)

This case grapples with the im-
portantissue of how to accurately
and fairly estimate medical costs
in today’s complex healthcare
environment. Here, the Massa-
chusetts Supreme Judicial Court
(SJC) examines “the admissibility
of medical bills ‘as evidence of
the fair and reasonable charge’
for medical services provided”
in a negligence case.! A Mas-
sachusetts Superior Court judge
excluded the bills in the case at
hand because the bills did not
reflect the actual amounts paid
by the patient’s insurer. On ap-
peal, the SJC held that M.G.L.
ch. 233, § 79G (§ 79G) does
not authorize a court to exclude
such evidence. However, the
court further concluded that in-
formation on the range of actual
payments accepted by a provider
as payment in full for a particu-
lar service - incorporating rates
from multiple payers - is admis-
sible under the same statute.

The plaintiff was injured when
the defendant’s vehicle struck
the plaintiff’s vehicle. As a re-
sult of the accident the plaintiff
required surgery and physical
therapy, with her medical bills to-
taling $112,269.94. Prior to trial
the plaintiff filed a notice of her
intention to introduce copies of
her medical bills into evidence.
The defendant filed a motion in
limine to exclude the bills be-
cause the plaintiff had not paid
the amounts billed. MassHealth,
the patient’s insurer, had paid
the providers a markedly smaller

sum-$16,387.14 - based on the
negotiated terms of the provid-
ers’ agreements with the state
program. The Superior Court
judge “allowed the defendant’s
motion on the ground that the
bills were not relevant to estab-
lish the value of the medical ser-
vices the plaintiff had received
because those amounts had not
been paid, nor were expected to
be paid, by either the plaintiff or
her insurer.”? The plaintiff chal-
lenged the trial judge’s exclu-
sion of her bills and the Appeals
Court found the Superior Court
judge erred in not allowing the
bills into evidence. The defen-
dant filed an application with the
SJC for further review.

An important element to the
Court’s discussion is recognition
of - and reaffirmance of - Mas-
sachusetts’ common-law “collat-
eral source rule.” Under the rule
“the value of reasonable medical
expenses that an injured plaintiff
would be entitled to recover from
the tortfeasor as a component of
her compensatory damages...is
not to be reduced by any insur-
ance payments or other compen-
sation received from third par-
ties by or on behalf of the injured
person.”® The stated purpose
of the collateral source rule is
deterrence so that a tortfeasor
does not benefit from either con-
tractual arrangements of the in-
jured party (such as with a health
insurer) or gifts to the injured
party. Ergo, it is preferable for a
plaintiff to receive an excessive
recovery than for a tortfeasor to
be given partial or total immunity

from the consequences of their
actions.

The second element to the
Court’s analysis is an examina-
tion of § 79G. The first para-
graph of the statute contains two
sentences.

“In any proceeding in any court...
an itemized bill and reports, in-
cluding hospital medical records,
relating to medical, dental, hos-
pital services, prescriptions, or
orthopedic appliances rendered
or prescribed for a person in-
jured...shall be admissible as
evidence of the fair and reason-
able charge for such services or
the necessity of such services or
treatments...”

“Nothing contained in this sec-
tion shall be construed to limit
the right of any party to the ac-
tion to summon...such physician,
dentist, pharmacist, retailer of
orthopedic appliances or agent
of such hospital or health main-
tenance organization for the pur-
pose of cross examination with
respect to such bill, record and
report or to rebut the contents
thereof, or for any other purpose,
nor to limit the right of any par-
ty...to summon any other person
to testify in respect to such bill,
record or report or for any other
purpose.”*

When interpreting the first sen-
tence, the Court cites numerous
precedents that speak to the fact
that statutes should be interpret-
ed according to the intent of the
Legislature. Further, when “the
language of the statute is clear,
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by Audrey Perlow, Esq.

it must be interpreted accord-
ing to the ordinary meaning of
the language used.” 5 Here, the
author(s) of the statute unam-
biguously state that medical bills
are admissible for the plaintiff's
purpose. The SJC, therefore,
held that medical bills are ad-
missible and the trial court judge
was in error on this point.

The more challenging analysis
comes as the Court tries to rec-
oncile the collateral source rule
with the second sentence of §
79G in the context of today’s
healthcare environment. Under
the collateral source rule, Mas-
sachusetts courts (and other
jurisdictions) have not allowed
evidence of “‘outside source’
compensation”® because jurors
might be led to reduce or deny
recovery. The Court here ac-
knowledges, however, that due to
the complexity of contracting ar-
rangements today, medical bills
may not bear a “fair and reason-
able”” relationship to the value
of services rendered. Further,
the second sentence of § 79G
clearly speaks to the defendant’s
right to present evidence to as-
sist a fact-finder in coming to an
appropriate fair and reasonable
medical expenses determina-
tion. One additional twist the
court grapples with is that, like
the amounts billed, the amounts
paid may also not be represen-
tative of the fair and reasonable
value of services rendered.

The Court takes this information
and creates guidance for inter-
preting § 79G - written in 1958
- today. The SJC instructs that
a defendant should be permit-
ted “to call a representative of
the particular medical provider
whose bill the defendant wishes
to challenge, and to elicit evi-
dence concerning the provider’s
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stated charges and the range of
payments that that provider ac-
cepts for the particular type or
types of services the plaintiff re-
ceived.”® Such a witness could
acknowledge that the range of
payments reflect amounts paid
by self-paying patients and third-
party payers. The witness would
not, however, be permitted to
identify a plaintiff’s third-party
payer - if there is one - or to tes-
tify to an amount actually paid
on a plaintiff’s behalf.

Three SJC judges concur with the
opinion. They agree on the point
that the Legislature, through the
enactment of § 79G, intended
for medical bills to be admissible
into evidence for the purpose of
determining fair and reasonable
medical charges. They disagree,
however, with the court’s creation
of a “nervous compromise that
will be difficult to implement.”®
These three justices share a sen-
timent that jurors are not given
enough credit for their ability to
conduct analysis. The trio would
give jurors as much informa-
tion as possible - including the
amount actually paid by a third-
party payer - to assist in deter-
mining the reasonable value of
medical services. To this point,
the justices note that the collat-
eral source rule is a common law
creation, and the judicial branch
has the power to revise or elimi-
nate the rule.

(Endnotes)

1 Law v. Griffith, 457 Mass. 349, 349-50 (2010)
(citing M.G.L. ch. M.G.L. ch. 233, § 79G).
2 [d. at 351.

3/d. at 355.

4 |d. at 354 (citing M.G.L. ch. 233, § 79G).
5 Law, 457 Mass. at 353.

6 /d. at 355.

7 M.G.L. ch. 233, § 79G.

8 Law, 457 Mass. at 360.

9 /d. at 364.
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