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an a managed care enrollee sue his

‘ plan if he is injured because of

what he claims was the result of

poor care and treatment by a plan physi-

cian? If he dies, can his estate sue the plan
for damages?

Before 2004, the answers to these ques-

tions were uncertain. The legal cases that

had been decided were defi-
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ERISA’s Tangled Web

cases were not preempted by ERISA while
others were—it depended on how the
court interpreted what the injured party
asserted in a lawsuit. If the court decided
that the lawsuit fell under ERISA, that par-
ty would be entitled to only a limited
remedy: the cost of the denied benefit
(generally just the cost of the treatment or
procedure in question). If

nitely a mixed bag, depend-
ing upon whether the asser-
tions against the managed
care plan were found to in-
volve strictly patient care,
just administrative decisions,
or a combination of both.

The former two were easy
enough, because strict pa-
tient care would fall under
state law governing medical
negligence cases. If the alle-
gations were solely adminis-
trative, then the case would
come under a federal statute known as the
Employee Retirement Income Security
Act, or ERISA.

ERISA was originally intended by Con-
gress to govern the rights of pension plan
beneficiaries. But legal cases morphed this
legislation into protection for ERISA
health plans against state-filed lawsuits
based on medical malpractice.

When allegations involved both patient
care and administrative decisions, some
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ERISA did not preempt the
lawsuit (or if the health plan
was not governed by
ERISA), the enrollee would
be entitled to all remedies al-
lowed under state law.

The landscape for these
types of decisions changed
in 2004, when the U.S.
Supreme Court decided two
cases: Aetna Health Inc. v
Davila (Davila) and Cigna
Corp. v. Calad (Calad). In
both cases, the patient sued
for wrongful denial of coverage.

In the Calad case, Ruby Calad’s physician
recommended an extended hospital stay
after Ms. Calad had a surgical procedure.
The managed care plan, through its dis-
charge nurse, thought the extension was
unnecessary, and Ms. Calad was dis-
charged from the hospital. Once home,
she experienced postsurgical complica-
tions that required follow-up care.

In the Davila case, Juan Davila had var-
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ious ailments, including diabetes, gastric
ulcer disease, and arthritis. He was insured
through Aetna’s managed care plan, which
he obtained through his employer. His
physician, who was not in Aetna’s net-
work, recommended Vioxx (rofecoxib) for
the treatment of his arthritis.

However, before allowing the use of
Vioxx, Aetna required that Mr. Davila
try two other medications, both less ex-
pensive than Vioxx. While on those “pre-
ferred” drugs, he experienced bleeding ul-
cers, internal bleeding, and a near heart
attack. Because of the additional gastric
impairment, he was no longer able to
take medication absorbed through his
stomach.

Both lawsuits were filed in Texas state
court and then transferred to federal
court. They made their way through the
court system and eventually to the
Supreme Court. The Supreme Court de-
cided that the lawsuits fell under ERISA
and that both lawsuits concerned benefits
(coverage) promised to each plaintiff. The
suits were not interpreted as asserting in-
appropriate medical care and treatment.
Therefore, the plaintiffs could seek only
the benefits promised but not delivered
and no other damages.

In a separate but concurring opinion,
Justice Ruth Bader Ginsburg, citing the
words of an appeals court judge in an-
other case, said, “I also join ‘the rising ju-
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dicial chorus urging that Congress and
[this] Court revisit what is an unjust and
increasingly tangled ERISA regime.”
That is to say, ERISA has been interpret-
ed to provide protections to managed care
plans that were never intended when this
legislation was first signed into law.

In a way, this Supreme Court decision is
good news for physicians, because it
means that if they are named in a lawsuit
together with a managed care plan, and
the suit is found to fall under the ERISA
statute, the odds are great that the only ex-
posure to both parties will be ERISA’s
remedy: the cost of the benefit denied.
They will escape the prospect of having to
pay damages allowed for under state law,
which are usually much higher.

That doesn’t mean that the physician
might not be sued separately, especially if
there is a claim not related to treatment
provided through the managed care plan.
And of course if the health plan is found
not to be an ERISA plan, then state laws
apply. But unless and until Congress re-
visits the ERISA statute, physicians might
find that being part of an ERISA plan
isn’t such a bad position to be in. m

MR. ZAREMSKI is a health care attorney who
has written and lectured on health care law
for more than 30 years; he practices in
Northbrook, Ill. Please send comments on
this column to cenews(@elsevier.com.

Comments Sought on Proposed Patient Safety Regulations
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raft federal regulations more than 2
Dyears in the making aim to give hos-
pital networks, physician groups, and sim-
ilar organizations the ability to help doctors
reduce medical errors and improve the
quality of care they provide to patients.

The 72-page proposed rule offers the
government’s first pass on how to imple-
ment the Patient Safety and Quality Im-
provement Act of 2005 and gives guidance
on how to create confidential patient safe-
ty organizations (PSOs). Comments on
the proposed rule are being accepted un-
til April 14.

First called for by the Institute of Med-
icine in its 1999 report “To Err is Human,”
PSOs will be entities to which physicians
and other health care providers can vol-
untarily report “patient safety events” with
anonymity and without fear of tort liabil-
ity. PSOs will collect, aggregate, and ana-
lyze data and provide feedback to help
clinicians and health care organizations
improve on those events in the future, ac-
cording to the law and proposed rule.

In an interview, Dr. Bill Munier, direc-
tor of the Center for Quality Improve-
ment and Patient Safety at the Agency for
Health Care Research and Quality, said
that patient safety events can be anything
from health care-associated infections and
patient falls to adverse drug reactions and
wrong-site surgery.

According to the proposed rule, “a pa-
tient safety event may include an error of
omission or commission, mistake, or mal-
function in a patient care process; it may
also involve an input to such process (such
as a drug or device) or the environment in
which such process occurs.”

The term is intentionally more flexible
than the more commonly used “medical
errors” to account for not only tradition-
al health care settings, but also for patients
participating in clinical trials, and for am-
bulances, school clinics, and even locations
where a provider is not present, such as a
patient’s home, according to the rule.

Until now, there has been no clear guid-
ance on how an organization can become
a PSO. But according to the proposed
rule, public and private entities, both for-
profit and not-for-profit, can seek listing as
a PSO. This includes individual hospitals,
hospital networks, professional associa-
tions, and almost any group related to
providers with a solid network through
which safety information can be aggre-
gated and analyzed, said Dr. Munier.

Insurance companies, accreditation
boards, and licensure agencies cannot be
PSOs because of potential conflicts of in-
terest.

“We know that clinicians and health
care organizations want to participate in
efforts to improve patient care, but they of-
ten are inhibited by fears of liability and
sanctions,” said Dr. Carolyn M. Clancy,
AHRQ director. “The proposed regulation

provides a framework for [PSOs] to facil-
itate a shared-learning approach that sup-
ports effective interventions that reduce
risk of harm to patients.”

Dr. Munier said that the rule took a long
time to issue partly because its authors had
to be sure it didn’t conflict with state re-
porting requirements and the Health In-
surance Portability and Accountability Act
(HIPAA).

Dr. Bruce Bagley, medical director for
quality improvement at the American Acad-
emy of Family Physicians, said in an inter-
view that back in 2005, the AAFP had con-
vened a work group to determine whether
the academy ought to become a PSO. The
proposed rule on what it would take to be
a PSO was expected within the year, he said.
But as implementation of the law lan-
guished, those plans were abandoned.

Now;, Dr. Bagley said, he expects that the
AAFP will once again look into becoming
a PSO for its members, but he thinks that
big institutions such as large hospital sys-
tems or the Mayo Clinic will be the best
candidates for PSOs. Nevertheless, he said,
“This is something that’s been long need-
ed, to be able to have medical profession-
als and other clinicians be open about re-
porting errors that can be analyzed in a
systematic way, and see if we can prevent
them in the future.”

In a statement, Rich Umbdenstock,
president and CEO of the American Hos-
pital Association, said that his group was
in strong support of the creation of PSOs.

“Hospitals have already waited 2 years for
this rule and this is only a first step in the
process toward establishing PSOs. We will
continue to work with HHS to ensure the
timely creation of PSOs,” he said.

Dr. J. James Rohack, a board member of
the American Medical Association, agreed.
In a statement, he said, “Since the passage
of patient safety legislation in 2005, the
American Medical Association and other
patient safety advocates have eagerly await-
ed guidance for implementation from the
administration. The proposed rule ... will
allow health care professionals to report er-
rors voluntarily without fear of legal pros-
ecution and transform the current culture
of blame and punishment into one of
open communication and prevention.”

Also in a statement, the American Col-
lege of Surgeons said that it was in the
process of reviewing the proposed rule
and it planned on submitting comments.
“Along with these other health care system
stakeholders, the college has been waiting
with eager anticipation for the guidance
and protections these regulations should
offer, which will enable us to ... truly im-
prove surgical patient safety in both the in-
patient and outpatient settings,” said a
representative of the college. m

To view the proposed rule and learn how to
comment, go to www.regulations.gov/
fdmspublic/component/main?main=Docket
Detailerd=AHRQ-2008-0001. Comments
will be accepted until April 14.



