
By Justin Rebello

A Suffolk County Superior Court
jury in Boston has awarded $15
million to the parents of a young
child who died following a series
of complications from a catheteri-
zation procedure.

Jurors found that two doctors
at Children’s Hospital Boston, Dr.
James A. DiNardo, an anesthesiol-
ogist, and Dr. James Lock, the hos-
pital’s former physician-in-chief,
caused the death of three-year-old
Jason Fox.

Jason died in December 2004, a
year and a half after he was treat-
ed at the hospital for a birth defect.
Jason’s father Brian, an attorney in
Pennsylvania, said the basis for the

complaint was that Lock and Di-
Nardo lied about their actions
when treating his son, and at-
tempted to cover up mistakes that
were made during and after the
procedure.

“We knew pretty early on after
the procedure that Jason was very
adversely affected,” said Brian Fox.
“Before the procedure he was ex-
tremely interactive and engaging,
then after he stopped talking,
couldn’t walk independently. The
doctors continued to insist he
would just get better.”

Brian’s cousin, Sherman Oaks,
Calif.-based James Fox, one of the
attorneys that represented Jason’s
family, said that his biggest chal-
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Physicians must prepare
for new EHR regulations
By Eric T. Berkman

Doctors hoping to obtain a share
of an estimated $27 billion in feder-
al incentive bonuses for imple-
menting electronic health records
would have to meet a wide range of
new “meaningful use” requirements
under proposed regulations re-
leased by the Centers for Medicare
& Medicaid Services.

The two dozen benchmarks –
which include such mandates as

recording50per-
cent of lab re-
sults and fulfill-
ing 80 percent of
patient requests
for health infor-
mation electron-
ically by the end
of 2012 – were is-
sued by CMS on
Dec.30aspartof

a long-awaited draft regulation
defining “meaningful use” of elec-
tronic health records technology.

The proposal was published

Jan. 13 for a 60-day public com-
ment period.

Observers expect the final ver-
sion will be quite similar to the pro-
posed rules, and providers must be
ready if they want to earn the max-
imum incentive payments.

“Depending on when you adopt
… the bonus could be higher,” said
health care attorney David Szabo,
a partner at Edwards, Angell,
Palmer & Dodge in Boston.

At some point after 2015, he not-
ed, “the chance to earn a bonus
goes away and all you can do is
avoid a [Medicare or Medicaid]
penalty.”

The new regulation implements
provisions of last year’s $787 bil-
lion stimulus package, which
called for incentive payments to el-
igible professionals and hospitals
that achieve “meaningful use” of a
certified EHR system starting in
2011.

The law left it to CMS to explain
what “meaningful use” actually
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Family wins $15M suit against
Children’s Hospital physicians
What other doctors can learn from the case

Physicians gird for Medicare cuts, streamlining

Fewsure things fordoctors
inhealthcarereformplan

By Julia Reischel

For physicians, Scott P.
Brown’s surprise election to
the U.S. Senate on Jan. 19
was a reminder: You
can’t count on any-
thing in health care.

“I think overall,
health care reform
is in a really dicey po-
sition right now,” said
Kevin Pho, a Nashua,
N.H., primary care
physician who blogs
about health care
policy at Kevin-
MD.com. “The
components
of it are chang-
ing on a daily
basis.”

After the Mass-
achusetts Republican
barnstormed into the late
Edward M. Kennedy’s Senate
seat and destroyed the De-
mocrats’ bulletproof 60-vote
supermajority, the political
winds behind two painstak-
ingly crafted health care re-
form bills died. Thousands of
pages of policy that medical pro-
fessionals had been combing
through to see their future were
suddenly obsolete.

Whether Congress will salvage
the remains of the bills that
passed in November and De-
cember of last year is unclear.

But doctors and lawyers agree
that some reforms are more like-
ly to pass than others, and that
the medical community should
brace itself for several key
changes in the coming year.

Here are a few things to pre-
pare for:

More cuts in Medicare
reimbursements

Any legislation that tackles
health reform will likely reduce

Medicare payments for some
doctors, said Maria D. Buckley, an
attorney in the Health Care and
Life Sciences practice groups at
Nutter, McClennen & Fish in
Boston.

In fact, she noted, Medicare
has already started to cut some
payments routinely expected by
specialists this year, in a regula-
tory change that did not require
the blessing of Congress.

“Some changes [that] went
into effect on Jan. 1 [say that] spe-
cialists can’t charge for a certain
level of consultation, and other
commercial payers have jumped
on it,” Buckley said. “Some of the
doctors were caught unaware.”

The change involves Medi-
care’s reimbursements for “con-

sultation codes,” which doc-
tors use to bill Medicare

when they confer with
other physicians on a
patient’s care. Since
January, Medicare no
longer reimburses doc-

tors when they bill with
consultation codes.

That, said Pho, who is
a primary care physi-

cian, means that “spe-
cialists are feeling a
little bit of a down-
ward pressure on
reimbursements.”

“[Medicare is]
trying to focus
more on primary
care doctors,” he
said. “That trend is
going to continue …
If you want to control

costs, eventually some
services are going to

have to be cut.”
Buckley said that some

doctors are preparing for
more cuts by research-
ing how to survive

without Medicare.
“A lot of doctors are thinking

about whether they want to close
their practices to Medicare,” she
said.

Administrative simplification
Experts also expect that what-

ever form reform takes, efforts to
streamline recordkeeping will be
involved.

“Administrative simplification
deals with the enormous over-
head of many insurance compa-
nies and the overhead they force
physicians to have,” said Mario
E. Motta, a Salem cardiologist
who is president of the Massa-
chusetts Medical Society. “Why
does every insurance company
need a unique form when [they
all require] the exact same infor-
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My son’s check-up at the pediatrician
last week started the same as it usu-
ally does.

Dr. M. measured and weighed Brett, lis-
tened to his chest, checked his eyes and
looked in his throat.

Thankfully, all was well.
“You have a great kid,” he said. It’s the next

part I hadn’t planned on. “And now you need
to go to the lab for blood work.”

Blood work? Really? I should have known
it was coming, but somehow, I hadn’t pre-
pared myself – or Brett – for this. And I had
barely a minute to get my act together.

On the way to the lab, I explained things
to Brett, trying my best to downplay the no-
tion that (yikes!) a steel needle was about to
plunge into his arm and extract his blood.

“Dr. M. checked out all your outside parts,
and now another doctor is going to check out
your inside. It’s going to be really cool. We’ll
watch them take your blood
and then they’ll analyze it to see
what’s in it. There will be a pinch
and then we’ll just watch your
red blood go into the tube.”

In the packed waiting room,
a more apprehensive bunch of
patients listened in, enamored
with Brett’s series of questions:

“Mommy, what are they go-
ing to look for in my blood?”

“They are looking at your red
blood cells, white blood cells,
platelets,” I said.

“Why are we still waiting?
Why are all the other people
waiting? Is the doctor going to
look inside their blood?”

When they called his name,
Brett jumped up and in we went.
He sat on my lap and the phle-
botomist told me to hold his arm back, pre-
sumably to lessen the risk of him yanking the
needle out.

I braced myself.
The needle went in. And even though it

took a few more excruciating seconds than
I expected, my son sat quietly.

Amazingly, he didn’t cry, he didn’t flinch.
Atonepointhedidannounce“I’malldone,”

but even when told they had to do it just one
more time, he sat calmly and watched. When

it was over, Brett was beaming with pride as
he exited with multiple Spiderman stickers.

I was in awe. I was proud of my brave
little boy – and also, I was
proud of myself.

Truthfully, I wasn’t en-
tirely surprised. This is a
child who, somehow, likes
getting a flu shot. He loves
pretend doctor kits and
giving my husband “an
allergy shot” when he
sneezes. (A physician in
the making perhaps? He al-
ready looks the part in this
photo.)

But even more striking
for me is the way this expe-
rience illustrates the im-
portance of not only what
you say, but how you say it.

The more carefully a med-
ical professional explains to
a patient the details of a

procedure or treatment, the more likely the
patient will walk in with a sense of ease. Clear
expectations have the power to ground a per-
son in even the toughest of moments.

Sure, Brett’s just three years old, but the
lesson still applies.

And years from now when Brett is the one
in the white coat, I can see him comforting a
patient and then saying with a smile: “You’re
all done!”

–Reni Gertner, MPH
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By Sylvia Hsieh

In the first verdict of its kind, a jury award-
ed $4.5 million to an Oregon man and his wife
for the loss of his shoulder joint after a pain
pump was inserted following surgery.

The outcome is a boost to more than 300
cases already on file against several pain
pump manufacturers, especially given that
many saw it as the defendants’ test case.

The claims against the defendant, pain
pump maker I-Flow, are similar to allegations
against other manufacturers: that they mar-
keted the devices for an “off-label” use not
approved by the Food and Drug Adminis-
tration and failed to warn about the risks of
cartilage damage.

After a request to consolidate the cases
was denied, cases are now proceeding indi-
vidually.

Tom Powers of Williams Love O’Leary &
Powers in Portland, Ore., who helped try the
case and has about 70 more pending, said this
case shares common themes with others.

“There are three big strikes against all
manufacturers. Every single one of them put
the pain pump on the market without doing
any research. All companies at various times
tried to get approval and were denied or
knew other companies with an identical
product had been denied. And beginning in
mid-2004 manufacturers started to see red
flags from world-class orthopedic surgeons,”
charged Powers.

Ironically, unlike other plaintiffs’ firms that
are handling dozens of cases, this was the
winning attorney’s first and only case.

The attorney, John Coletti of Paulson Co-
letti Trial Attorneys in Portland, Ore., said he
took it on because his clients were a “nice

family” whose case fit within his firm’s prod-
ucts liability and med-mal practice.

The verdict “sends a message that these
are significant cases with serious injuries,”
Coletti said.

Multiple FDA denials
The plaintiff, 35-year-old Matthew Beale,

underwent surgery in 2005 for a shoulder in-
jury suffered during a flag football game.

At that time, orthopedic surgeons were
using a pain pump that they inserted post-
surgery that released anesthesia over two to
three days. When it was finished, the patient
would pull out and discard the catheter.

“The problem is the continuous exposure
of cartilage to local anesthesia causes chon-
drolysis, which just melts away the cartilage
until the joint is literally bone on bone,” said
Coletti.

During the two-week trial, Coletti demon-
strated that the FDA had only approved the
pain pump for use in the body for soft tissue
surgery and had actually denied multiple re-
quests by I-Flow to use it in joint surgery.

“First, I-Flow tried to get it approved for
intra-articular surgery, and the FDA said no.
Then they said proximal to the intra-articu-
lar space, and the FDA said no. Then they
asked for approval in orthopedic surgery,
and the FDA said no. Then they changed it
to the synovial cavity, and the FDA said no.
That’s four times total they were told no by
the FDA,” Coletti said.

He argued that the company thwarted the
FDA by marketing directly to doctors.

According to Coletti, doctors had been us-
ing a single injection of post-surgical anes-
thesia since the 1920s, and they had no idea
that the pain pumps had not been approved
for use in joints.

A string of doctors testified that had they
known the pumps weren’t approved they
never would have used them.

Coletti also called a sales rep for I-Flow
who testified that he would not have mar-
keted the pumps for use in joint surgery had
he known about the FDA denials.

While the defendant claimed that the doc-
tor was to blame, Coletti argued that it was
the surgeons themselves who began to no-
tice the mysterious condition among their
young, otherwise healthy patients.

“Doctors had never seen chondrolysis in
their entire careers until they started using

pain pumps. And since they’ve quit using
them, they have never had another case,”
Coletti said.

He blamed the company for failing to in-
vestigate safety concerns even as renowned
orthopedic surgeons discussed their con-
cerns at conferences and began conducting
their own studies.

“Doctors started to speak amongst them-
selves and write articles to each other say-
ing, ‘We think it’s these pain pumps.’ The
manufacturers were up in arms saying, ‘How
can they accuse us?’ but they never did any
studies themselves,” said Coletti.

In November 2009, the FDA issued a state-
ment saying that the pumps had never been
approved for joint surgery and requiring the
makers of the device and of the drugs used
in them to warn of the risks.

Defense attorneys Eric J. Neiman of
Williams Kastner in Portland, Ore., and May-
nard Kirpalani, a partner at Wilson Elser
Moskowitz Edelman & Dicker in Boston, de-
clined to comment, citing a policy against
commenting on pending litigation.

Kay Jackson, a spokesperson for Kimberly
Clark, which acquired I-Flow in October, said
the company will appeal the verdict.

But Coletti said if the company appeals he
will appeal a pre-trial motion that denied him
the ability to ask for punitive damages and
put on evidence of adverse events that the
company knew about but didn’t report.

“They better be careful what they wish
for,” said Powers. “They could get a remand
for a new trial likely to include punitive dam-
ages.” MMLR

Questions or comments can be directed to the writer at:
sylvia.hsieh@lawyersusaonline.com

Patient wins $4.5 million verdict in pain pump case
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Doctor accused of
pain research fraud

Federal prosecutors have an-
nounced that they have filed a
health care fraud charge against
a doctor accused of faking re-
search for 12 years in published
studies.

Dr. Scott Reuben’s data sug-
gested that various painkillers,
including the drugs Vioxx and
Celebrex, provided certain post-
surgery benefits.

Court documents indicate that
the anesthesiologist has agreed
to plead guilty in exchange for
prosecutors recommending a
more lenient sentence of up to 10
years imprisonment, a $250,000
fine, and forfeiture of assets
worth at least $50,000 that
Reuben received for the re-
search.

Massachusetts Health Data Consortium presents HIT conference
The Massachusetts Health

Data Consortium presented “HIT
’10: HIT at a Crossroads” on Feb. 5
at the Burlington Marriott Hotel.

The conference comprehen-
sively examined the potential
progress of the state’s health
care community from the 2009
enactment of the American Re-
covery and Reinvestment Act to
the availability of billions of dol-
lars to providers for the use of
HIT systems beginning in 2011.

John Halamka, co-chair of the
HIT Standards Committee for the
Office of the National Coordina-
tor for HIT, hosted a keynote pre-
sentation on health information

exchange (HIE) and the challenge
of the proposed “meaningful use”
requirements. (See “Physicians
must prepare for new EHR regula-
tions,” on page 1.)

The presentation was moder-
ated by Michael Doonan, Ph.D,
assistant professor at Brandeis
University and executive director
of the Massachusetts Health Poli-
cy Forum.

Consortium CEO Ray Campbell
served as moderator for a panel
comprised of Richard Shoup, di-
rector of the Massachusetts
eHealth Institute, and John
Glaser, Ph.D., vice president and
CIO of Partners HealthCare and

senior advisor to the National Co-
ordinator for Health Information
Technology.

That panel offered a look back
at the impact of health informa-
tion technology changes in 2009.
MHDC Chairman Chris Gabrieli
followed as moderator for a panel
of thought leaders offering its pre-
dictions for the future of health IT.

The conference concluded
with a panel of leading compa-
nies that will be a key part of
helping the system achieve
meaningful use of HIT and
HIE. Karen Bell, M.D., senior vice
president for HIT Services at
Masspro, served as moderator.

A new study has found that five times as many
high school and college students are dealing
with anxiety and other mental health issues as
youth of the same age who were studied in the
Great Depression era.

Though the study does not provide a definitive
correlation, mental health professionals speculate
that the stress of school and of a popular culture
increasingly focused on the external – from wealth
to looks to status – has contributed to the increase.

Led by Jean Twenge, a psychology professor
at San Diego State University, researchers at five

universities analyzed the responses of 77,576
high school and college students who, from 1938
through 2007, took the Minnesota Multiphasic
Personality Inventory. The results will be pub-
lished in the Clinical Psychology Review.

Overall, an average of five times as many stu-
dents in 2007 surpassed thresholds in one or
more mental health categories, compared with
those who did so in 1938. A few individual cate-
gories increased at an even greater rate – with
six times as many scoring high in hypomania
and depression.

Most doctors do not
talk about end-of-life is-
sues with their cancer pa-
tients when those patients
are feeling well, a new sur-
vey has found.

The survey also indicat-
ed that physicians wait to
discuss end-of-life issues
with patients until all
treatment options have
been exhausted.

The study, published
online in the journal Can-
cer in January and report-
ed by The Los Angeles Times, found that of 4,188
physicians surveyed, 65 percent said they would
discuss prognosis earlier in a patient’s care. But
fewer said they would discuss do-not-resuscitate
status (44 percent), hospice (26 percent) or pre-
ferred site of death (21 percent) earlier in a pa-
tient’s care.

Current guidelines from the National Compre-
hensive Cancer Network, a not-for-profit alliance

of 21 of the world’s leading
cancer centers, say that such
conversations should be ini-
tiated whenever a patient
has been given less than a
year to live, if not at diagno-
sis. Doctors gave various rea-
sons for not following the
guidelines. Some said they
didn’t want to dash patients’
hopes; others said they want-
ed to continue treating pa-
tients.
In addition, said lead author
Dr. Nancy Keating of Harvard

Medical School, “There’s at least some evidence
to suggest that patients don’t want to hear about
these things.”

But Dr. Ira Byock, director of palliative medi-
cine at Dartmouth-Hitchcock Medical Center in
Lebanon, N.H., argued that in addition to med-
ical costs, the number of treatments and the de-
gree of suffering rise when patients are not in-
formed about end-of-life care options.

Docs delay end-of-life talk with patients

AG finds hospital clout drives health costs
Insurance companies in Mass-

achusetts pay some hospitals
and doctors twice as much mon-
ey as others for essentially the
same patient care, according to a
report by Attorney General
Martha Coakley.

The report points to the market
clout of the best-paid providers as
a main driver of the state’s spiral-
ing health care costs.

The Boston Globe reported
that the yearlong investigation
found no evidence that the high-
er pay was a reward for better
quality work or for treating sicker
patients. Rather, eight of the 10
best-paid hospitals in one insur-
er’s network were community
hospitals, which tend to have
less complicated cases than
teaching hospitals and do not

bear the extra cost of training fu-
ture physicians.

Coakley’s staff found that pay-
ments were most closely tied to
market leverage, with the largest
hospitals and physician groups,
those with brand-name recogni-
tion, and those that are geo-
graphically isolated able to de-
mand the most money.

The report did not identify in-
surers and providers by name,
and Coakley declined to release
the names of the highest-paid,
saying she wanted to lay out
system-wide problems, not
blame individual organizations.
More detailed information may
come to light during Patrick ad-
ministration hearings on how to
control medical costs, scheduled
to begin March 16.

Faced with rising copay-
ments, elderly patients visited
their doctors less but ended
up in the hospital more often
and for longer stays, accord-
ing to a new study in the New
England Journal of Medicine.

The Boston Globe reported
that Dr. Amal Trivedi and his
colleagues from Alpert Med-
ical School at Brown Universi-
ty looked at records of nearly
900,000 people over 65 who
were enrolled in 36 Medicare
managed care plans from 2001
through 2006.

Half the plans bumped up
copays for outpatient care,
nearly doubling the cost of
primary care visits and in-
creasing the cost of specialty
care visits by 74 percent. In
the other 18 health plans, co-

pays stayed the same.
Outpatient visits increased

among both groups, but the
increase was smaller in the
group with copay hikes. Ad-
missions and days spent in
the hospital rose significantly
for patients with copay in-
creases. While copay increas-
es would generate an extra
$7,150 in annual revenue for
every 100 patients, the au-
thors calculate it would cost
the plans an additional
$24,000 in hospital costs.

“The main policy implica-
tion from our study is that
increasing outpatient copay-
ments is likely to increase to-
tal health care spending and
adversely impact health for
elderly patients,” Trivedi
said.

Study says higher copays
for elderly don’t help
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Mental health issues rise in young
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A three-judge review panel at the Depart-
ment of Industrial Accidents has ruled that
employees seeking workers’ compensation
are entitled to copies of medical reports
generated by insurance company doctors.

After an employee injured his back at
work, he received workers’ comp benefits
until the employer’s insurance administra-
tor appealed to a judge at the DIA. Before
that hearing, the administrator had the em-
ployee examined by a doctor but failed to
turn over the medical report and did not
use it at trial.

When the judge denied the employ-
ee’s benefits, his attorney appealed, argu-
ing that he should have been allowed to
see the report and use it as a foundation to
cross-examine a second doctor.

The DIA panel agreed, stating that while
the medical report itself may not be en-
tered as evidence, “the opinions contained
in the reports of other physicians are
proper fodder for cross-examination,
which … safeguards the parties’ right to
challenge the opinion of the impartial
medical examiner” hired by the DIA.

Report: 34 states may ban health mandate
Lawmakers in 34 states have

filed or proposed amendments to
their state constitutions or
statutes banning health insur-
ance mandates, according to a
nonprofit group that promotes
limited government.

The American Legislative Ex-
change Council reported that
many of those proposals are tar-
geted for the November ballot.

Legislative committees in Idaho
and Virginia endorsed their mea-
sures in January, while hearings
on proposed constitutional
amendments were held recently in
Georgia, Missouri and Nebraska.

The intent of the mandate out-
lined in separate bills passed by
the House and Senate is to ex-
pand the pool of people who are
insured and paying premiums
and thus offset the increased
costs of insuring those with pre-
existing conditions or other risks.

President Barack Obama and
Democratic legislative leaders
were working to merge the two
bills when Republican Scott Brown
won the Massachusetts Senate
seat long held by the late Edward
M. Kennedy, leaving Democrats
one seat shy of the number need-
ed to break a Republican filibuster.

Association proposes
major changes to
psychiatric diagnoses

The American Psychiatric As-
sociation has proposed major
changes to its diagnostic manual.

Under the changes, gambling
would be added as a new behav-
ioral addiction.

A new category of learning dis-
abilities would be added, includ-
ing problems with reading and
math as new diagnoses. Another
new diagnosis would be binge
eating, distinct from bulimia.

The draft sets “autism spec-
trum disorders” as the diagnosis
that encompasses a full range of
autistic brain conditions, instead
of differentiating between the
terms autism, Asperger’s and
“pervasive developmental disor-
der” as physicians do today.

The draft also proposes diagnos-
ing patients as being at high risk of
developing some serious mental
disorders – such as dementia or
schizophrenia – based on early
symptoms, without knowing who
will develop a full-blown illness.

The proposal also sets scales to
identify adults and teens at high
risk of suicide, stressing that sui-
cide occurs with numerous men-
tal illnesses, not just depression.
The association urges doctors to
concentrate more on the severity
of their patients’ symptoms.

The APA expects that the
changes could lower the number
of patients defined as suffering
from mental disorders.

Need more copies of Massachusetts
Medical Law Report for your

hospital or medical office?

Contact the editor, Reni Gertner, at
reni.gertner@mamedicallaw.com

or 617-218-8142.

MMLR / MARCH 2010 MASSACHUSETTS MEDICAL LAW REPORT / Page 5

Worker entitled to medical report

©istockphoto.com



Bill aims to mandate
postpartum coverage

An Amherst Democrat is sponsoring leg-
islation to require insurers to cover regular
screening of women within a year after giv-
ing birth in an effort to combat postpartum
depression.

The House Financial Services Committee
held a hearing on the proposal, H. 3897, at
the end of January.

Rep. Ellen Story said that that the man-
date on insurers to cover the condition
wouldn’t have much impact on insurance
premiums, adding that screenings run from
$6 to $7 and many physicians already per-
form them.

Postpartum depression – mental and
physical suffering in the late weeks of preg-
nancy or in the months after childbirth – of-
ten goes undiagnosed until it has taken an
excruciating toll, say advocates for maternal
care. The condition affects 15 percent of
Massachusetts mothers, according to a fact
sheet disseminated by Story.

Dr. Janice Goodman, a professor at MGH
Institute of Health Professions, noted that
many women are afraid to admit depression
because of stigmatization or their own lack
of recognition.

But Sheila Sullivan, a Cohasset resident
and administrator of a blog called Postpar-
tum Awareness, said Story’s bill ignores the
effect of medication on women, which she
said can often do more harm than good.

Gov. aims to control
small biz health costs

The state insurance commissioner will
now require health insurance companies to
provide advance notice of any rate increas-
es for small businesses and will reject those
that he believes are “unreasonable or ex-
cessive,” Gov. Deval L. Patrick has an-
nounced.

The Boston Globe reported that any in-
creases that are “significantly higher” than
the current level of medical inflation, 3.2 per-
cent, will automatically be challenged by In-
surance Commissioner Joseph G. Murphy,
Patrick said.

The governor acknowledged that the plan
was likely to upset some in the health care
industry but said that health care costs are
crushing small businesses, defined as those
with 50 or fewer employees.

Patrick said he would also seek addition-
al authority from the state legislature to lim-
it the rate increases that providers are pass-
ing onto insurers.

Bill to punish docs
for late death reports

A legislative proposal to punish physi-
cians who fail to report a patient’s death in
a timely manner has been blasted by advo-
cates for hospice and end-of-life care.

Sponsored by Rep. Brian Dempsey, D-
Haverhill, H. 2040 would slap physicians and

their agencies with a $1,000 fine and put
them at risk of a license suspension if they
do not report the death to a funeral director
within 16 hours.

Rigney Cunningham, executive director of
the Hospital and Palliative Care Federation
of Massachusetts, said doctors who spe-
cialize in hospice care would be dissuaded
from making death pronouncements be-
cause of a fear that they may miss the 16-
hour deadline to report to a funeral director.

“It is central to the hospice philosophy to
care for the family of the dying patient and
that responsibility does not end with the pa-
tient’s death,” she said.

Cunningham said her organization repre-
sents 63 agencies that provide care to more
than 21,000 terminally-ill patients in Massa-
chusetts.

“Adding additional responsibilities to al-
ready demanding jobs would be completely
burdensome to hospice staff and a poor use
of nursing resources,” she said.

House passes school
nutrition measure

A long-dormant bill that aims to ban fatty
snacks from Massachusetts schools has fi-
nally been approved by the House, accord-
ing to The Boston Herald.

Under the bill, there would be no more
sugary soda, cookies or candy bars, and few-
er chips and sports drinks available to stu-
dents. Schools would be encouraged to sell
non-fried fruit and vegetables, whole grain
products, nonfat or low-fat dairy products,
noncarbonated water and juice with no ad-
ditives.

According to a 2008 state Department of
Public Health report, one-third of high school
and middle school students in Massachu-
setts between ages of 10 and 17 were over-
weight or obese, outpacing national aver-
ages.

But versions of the bill have stalled for
years, encountering resistance from the gro-
cery lobby and those who have argued nu-
tritional values should be instilled at home,
not by government.

The bill now heads to the state Senate
where, according to Rep. Peter J. Koutoujian,
D-Waltham, who has been trying to push the
bill through for eight years, “the chance …
is pretty strong it will pass.”

Reps say small
business health
mandate unfair

The so-called fair share provision in state
law requiring employers with 11 or more
workers to offer health insurance to many of
them has proven to be unfair to small busi-
nesses, two state representatives claim.

Rep. Smitty Pignatelli, D-Lenox, joined his
Republican colleague, George Peterson of
Grafton, to argue that small businesses are
ill-equipped to calculate how many employ-
ees to whom they must offer health insur-
ance. This problem is exacerbated by the
law’s provision requiring that part-time em-
ployees be converted into “full-time equiva-
lent” employees for the purposes of deter-
mining how many workers must be offered
insurance.

Pignatelli has sponsored a proposal to
eliminate the requirement that businesses
include part-time workers in fair share cal-
culations.

Peterson said the status quo fails to ac-
count for employees who receive insurance
through a spouse or family plan. He said the
problem is particularly stark for temporary
employment agencies.

Doctors ask FTC for
‘red flags’ exemption

In light of a recent federal court decision,
four national organizations representing den-
tists,physiciansandveterinarianshavecalled
on the Federal Trade Commission to exclude
health professionals from a controversial new
regulation intended to combat identity theft.

A letter sent to FTC Chairman Jon Lei-
bowitz by leaders of the American Dental As-
sociation, the American Medical Association,
the American Osteopathic Association and
the American Veterinary Medical Associa-
tion is the latest challenge to the so-called
“red flags” rule.

The FTC’s interpretation of the regulation
imposes a mandate on health professionals
to respond to a detection of identity theft.

The organizations asked the FTC to make
it clear that the rule will not apply to their
members given the result of recent litigation
brought by the American Bar Association
against the FTC. In that case, the U.S. District
Court for the District of Columbia ruled that
lawyers should be excluded from the re-
quirements imposed by the rule.

The decision follows wide criticism sug-
gesting that the FTC’s overly broad inter-
pretation of the Fair and Accurate Credit
Transactions Act of 2003 led it to create a
rule that oversteps its authority.

In response to these concerns, the FTC
postponed the rule’s effective date to June
1, but it has not changed its position that the
rule will apply to health professionals.

President’s budget:
More for Medicare,
HIV, NIH, Health IT

The Department of Health and Human Ser-
vices would see an almost 10 percent increase
from the current fiscal year under President
Barack Obama’s proposed federal budget for
fiscal2011,accordingtoHealthLeadersMedia.

Included in the budget are numerous pro-
visions promoting healthcare reform, in-
cluding additional funding for health infor-
mation technology and comparative effec-
tiveness research.

Other allocations include $2.5 billion for
health centers for underserved populations,
$250 million toward expanding the Health
Care Fraud Prevention and Enforcement Ac-
tion Team initiative, and $79 million for an
initiative focused on partnerships among
rural health care providers.

The budget plan also earmarks $3 billion
for HIV/AIDS prevention and treatment; $1
billion to improve children’s access to
healthy meals; and $6 billion to the National
Institutes of Health to support a range of new

cancer studies, including 30 new drug trials.
Further, thebudgetallocates$222millionto

expandautismresearch,$169milliontotheNa-
tionalHealthServiceCorpstoplaceproviders
in medically under-served areas; and $10 mil-
lionforafederalemployeeworkplaceinitiative
to implement prototype wellness programs.

Of the $900 billion proposed for HHS, the
lion’s share is targeted toward Medicare —
$489 billion, after recouping an anticipated
$722 million through revamped efforts to de-
tect waste, fraud and abuse.

States would receive $290 billion for Med-
icaid, which includes an additional $25.3 bil-
lion to extend by six months the increases
included in last year’s economic recovery
law. Both amounts represent about a 9 per-
cent increase from 2010.

HHS delivers first
health security plan

Department of Health and Human Ser-
vices Secretary Kathleen Sebelius has an-
nounced the nation’s first health security
strategy, which focuses on protecting the
health of Americans during a large-scale
emergency.

The National Health Security Strategy es-
tablishes priorities for both government and
non-government activities for the next four
years. The plan and accompanying interim
implementation guide outline 10 objectives
to achieve health security, highlighting spe-
cific actions that the nation should take to
prevent, protect against, respond to and re-
cover from health threats.

Amongthe initialactions forthefederalgov-
ernment are conducting a review to improve
thesystemfordevelopinganddeliveringcoun-
termeasures–medications,vaccines,supplies
and equipment – for health emergencies; co-
ordinating across government and with com-
munities to identify and prioritize the capa-
bilities, research and investments needed to
achieve national health security; and evaluat-
ing the impact of these investments.

Senate nixes
extension of
Medicare cut

Senate Majority Leader Harry Reid, D-Nev.,
has removed from the Senate jobs bill a pro-
vision that would have extended a Medicare
payment cut for seven more months, ac-
cording to Health Leaders Media.

Earlier, the Senate had inserted several
provisions into the bill affecting physicians,
hospitals, nursing homes and other Medicare
and Medicaid providers that expired on Jan.
1. With health care reform in the background,
the jobs bill had appeared as a logical vehi-
cle to move legislation ahead.

However, the American Medical Associa-
tion criticized pushing off the proposed 21-
percent Medicare payment cut as a “Band-
Aid measure.” The measure actually ex-
tended the current temporary fix – approved
by Congress in late December – which ex-
pires at the end of February.

The AMA has been calling for a “perma-
nent fix.” In November, the House approved
H.R. 3961, which would have replaced the
current payment formula. In October, the
Senate failed to approve a similar measure.
In recent weeks, the AMA – joined by groups
such as AARP and the Military Officers As-
sociation – has been calling for that change.

The health care provisions are expected
to come back in separate “extenders bill”
that the Senate is expected to consider soon.

The jobs bill that was released by the Sen-
ate Finance Committee included technical
corrections for Medicare Part B therapy caps,
extension of payment rules for long-term care
hospitals, and an extension to COBRA pre-
mium assistance.

From Capitol Hill

From Beacon Hill

Bills,Rules & Regs
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New FDA guidance
would speed up
medical device trials

The Food and Drug Administration has is-
sued guidance on the use of a new statistical
method the agency said could result in faster
and less costly medical device clinical trials.

The guidance makes use of the Bayesian
statistical method, which uses an algorithm
that allows device makers to combine data
used in previous studies with information
from the newer study. This could make for
smaller and shorter clinical studies, FDA of-
ficials said.

“This final guidance on the use of Bayesian
statistics is consistent with the FDA’s com-
mitment to streamline clinical trials, when
possible, in order to get safe and effective
products to market faster,” said FDA Com-
missioner Margaret A. Hamburg, M.D. “This
is a terrific example of regulatory science in
practice at FDA.”

The Bayesian method has been used fre-
quently by the FDA in other types of clinical
studies, and the agency has approved a num-
ber of medical devices using the method.

The final guidance, titled “Guidance for Use

of Bayesian Statistics in Medical Device Clin-
ical Trials,” describes the method, design and
analysis of medical device clinical trials; lists
some of the benefits and difficulties of the
Bayesian approach, and makes comparisons
with standard statistical methods. The guid-
ance also presents ideas for using Bayesian
methods in post-market studies.

FDA moves to reduce
radiation in scans

The Food and Drug Administration has
launched an initiative aimed at reducing un-
necessary radiation exposure from medical
imaging procedures.

The measure is aimed at three types of
medical imaging: computed tomography
(CT), nuclear medicine studies and fluo-
roscopy.

According to the agency, these proce-
dures are the greatest contributors to total
radiation exposure in the country as they
use much higher radiation doses than other
radiographic procedures, such as standard
X-rays, dental X-rays and mammograms.

“The amount of radiation Americans are
exposed to from medical imaging has dra-
matically increased over the past 20 years,”
said Jeffrey Shuren, M.D., J.D., director of the
FDA’s Center for Devices and Radiological

Health in a statement. “The goal of FDA’s ini-
tiative is to support the benefits associated
with medical imaging while minimizing the
risks.”

The proposal calls for manufacturers of
high-grade medical imaging machines to in-
clude safety controls that prevent patients
from receiving excessive radiation doses.
The FDA is urging manufacturers to install
safeguards on their machines that automat-
ically notify operators if they are using a high-
er-than-recommended dose.

FDA regulators are also creating best-prac-
tice guidelines that hospitals, clinics and
imaging centers will have to meet to retain
their imaging accreditation.

More on the initiative can be found on the
FDA’s web page in an article entitled, “Initia-
tive to Reduce Unnecessary Radiation Ex-
posure from Medical Imaging.”

FDA to require data
from cigarette makers

The Food and Drug Administration will for
the first time require tobacco companies to
disclose ingredients of cigarettes and other
tobacco products.

It will also require companies to disclose
the results of studies done on these prod-
ucts.

The new rules, which take effect in June,
are part of a sweeping new law passed last
year that allows the agency to regulate – but
not ban – cigarette products.

In addition to requiring companies to dis-
close product ingredients, the law enables
the FDA to order stronger warning labels on
tobacco products and even demand changes
or elimination of toxic substances.

The FDA can impose user fees on tobac-
co companies to pay for the regulations.

Agency officials will use the information
to determine what ingredients may make cig-
arettes and other products potentially more
harmful or addictive. The law requires the
FDA to keep the data confidential to protect
the companies’ trade secrets, but the agency
will disclose a list of potentially harmful in-
gredients to the public.

According to the American Cancer Soci-
ety, cigarettes contain more than 60 known
carcinogens as well as thousands of other
chemicals and other ingredients. The new
law will allow FDA scientists to study the ef-
fects of combinations of ingredients, some-
thing it was previously unable to do without
a comprehensive list.

News from the
Food and DrugAdministration

PROFESSIONAL ANNOUNCEMENT
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What doctors are talking about now

By Arthur Skarin, M.D.

Americans have a split personality when
it comes to marijuana.

A Gallup Poll last October found that sup-
port for legalizing marijuana reached an all-
time high at 44 percent of the population. But
that’s still a minority.

Medical marijuana is quite different. An-
other Gallup Poll, taken six years ago,
showed that 75 percent of adults were in fa-
vor of allowing doctors to prescribe the drug
for medical purposes. In every category the
pollsters measured – from political
ideology to age to education – a
significant majority were in fa-
vor of letting doctors pre-
scribe marijuana to reduce
pain and suffering.

Acceptance of medical
marijuana, or the possibil-
ity that it could be a medi-
cine, continues to grow.
The Obama administra-
tion’s action last year stop-
ping federal prosecutions of
those using the drug for med-
ical reasons where allowed
by state law altered
the landscape.

Even the American Medical Association
shifted its position, voting to study whether
the drug should be re-classified from its cur-
rent Federal Schedule One Controlled Sub-
stance classification (potential for high
abuse, no legitimate medical use) to promote
research into its medical effectiveness. Four-
teen states now allow the plant to be grown
and used for med-
ical purposes, and
five states permit
retail pot dispen-
saries.

The issue has historical and contem-
porary relevance in Massachusetts.

Nearly 20 years ago, the state
passed a Controlled Sub-

stances Therapeutic Research
Act, to allow the Department
of Public Health to examine
the medical value of mari-
juana. Conflicts with federal
law, however, prevented any

research from being con-
ducted.

Now, “The Massachusetts Med-
ical Marijuana Act,” sponsored

by a dozen legislators, is
pending in the State

House.

The purpose of this bill is “to protect pa-
tients with debilitating medical conditions,
as well as their practitioners and designated
caregivers, from arrest and prosecution,
criminal and other penalties, and property
forfeiture if such patients engage in the med-
ical use of marijuana.” The bill goes so far as
to specify the maximum number of plants

(24) and usable ounces (8) of
marijuana for qualifying pa-
tients that a primary care-

giver can possess.
The medical marijuana de-
bate continues across the
nation. A psychiatrist, ar-

guing in The Wall Street Journal for legalizing
pot after New Jersey approved the use of med-
ical marijuana, said the drug “has several
unique medical applications” (he didn’t spec-
ify what they were) and that for his patients,
he’s “more concerned about their consump-
tion of booze than pot.” The New York Times
in an editorial on Jan. 13 called New Jersey’s
action a “rare piece of good news” and a
“show of compassion for the chronically ill.”

Opponents are speaking as well. Skip
Miller, an attorney and chairman of D.A.R.E.
America, a drug abuse prevention and edu-
cation program, argued against legalization
in the Los Angeles Times, saying that mari-
juana is “the most commonly abused illicit
drug” in the country and “more teens are in
treatment for marijuana addiction than for
alcohol or any other drug.”

Miller’s words followed a 9-3 vote by the
L.A. City Council to limit the number of med-
ical marijuana dispensaries to 70 and restrict
their hours. The action would shut most of
the shops across the city, now numbering
nearly 1,000. (A University of Michigan sur-
vey released in January showed that smok-
ing marijuana among adolescents is more
popular than ever, partly because the na-
tional debate over medical marijuana makes
the drug seem safe.)

Some physicians say evidence is growing
that the drug can benefit patients with neu-
ropathic pain or nausea. However, as a clin-
ical oncologist who has treated cancer pa-
tients for years and who has reviewed the
use of marijuana for medical purposes, I have
found little evidence to support marijuana
as a medicine.

Two concerns are that clinical research is
scant, and no established dosing regimen ex-
ists for any condition. I also note that the
Food and Drug Administration has approved
a synthetic form of medical marijuana, Mari-
nol, available in pill form by prescription.

Support for medical marijuana may be
growing, but the risks are high. The drug can
lead to abuse and dependency. Marijuana
can also affect judgment and inhibit motiva-
tion. Used in large amounts, it may cause pul-
monary or other medical side effects. It can
have psychiatric effects, deepening anxiety
and depression and aggravating panic at-
tacks. And it’s often poorly tolerated, espe-
cially by older patients.

Also, the percentage of tetrahydrocan-
nibinol (THC) is increasing, as production of
the drug becomes more refined to improve
its mood-altering effect. Finally, studies have
shown that chronic marijuana users have a
higher rate of lung cancer than those who
smoke tobacco.

The media coverage and the legislative
and regulatory debates will continue. Even
as more states resolve the legal picture, the
medical one remains cloudy and uncon-
vincing. Some may see this as another choice
between mainstream medicine and alterna-
tive therapies. But physicians, patients, reg-
ulators and lawmakers must examine the ev-
idence, calculate the risks versus the re-
wards, and then ask the important question:
Is marijuana really a medicine?

Arthur Skarin, M.D. is president of the
Massachusetts Society of Clinical Oncologists.

Marijuana: Is it medicine or not?

Q:Should marijuana be legalized for medical use?
“If Massachusetts enacts legislation

that requires a physician’s recommendation
or prescription before an individual may
legally possess or use marijuana, doctors
will appear to incur the risks of civil liability
for patient injuries, adverse interactions
and contraindications. They stand ex-
posed not only to civil liability and adminis-
trative investigations, but also to potential
federal prosecution for distributing or rec-
ommending distribution of an illegal sub-
stance under federal law. What, if any, effec-
tive protections might be put into place by
the Commonwealth if legalization is pur-
sued is an open question.”

— Anthony E. Abeln, associate,
Morrison Mahoney LLP, Boston

“I have no first-hand knowledge of the
benefits of medical marijuana. I am aware
that in other states and countries, it has
been used to reduce suffering and as pallia-
tive treatment for various neurologic condi-
tions such as multiple sclerosis, severe
chronic pain, neuromuscular disorders and
seizures. Instead of relying on anecdotal evi-
dence, I would support funding for studies
and clinical trials to evaluate its potential
uses and benefits, as well as its risks and ad-
verse effects. If it is legalized for medical use
in this state, I would need to increase my
knowledge base to be able to make informed
decisions about the use of the drug/plant in
cases of appropriate neurologic care.”

— Alan Kurland, M.D.,
president, Massachusetts
Neurologic Association

“I do not support approving marijuana for medical
purposes. In 2006, the FDA reiterated that smoked mar-
ijuana does not meet existing standards of safety and
efficacy for modern medicine. Chronic smoked marijua-
na is detrimental to health – it is teratogenic; increases
the risk of pulmonary, cardiac and bone diseases; com-
promises cognitive function; is addictive and is impli-
cated in psychiatric conditions. Approval will send a
wrong message that cigarettes and marijuana are safe,
and the process of ballot initiatives for drug approval
sets a dangerous precedent by circumventing FDA stan-
dards. Also, The Institute of Medicine has declared that
smoking marijuana is not modern medicine and should
not be recommended generally for medical use. ”

— Bertha Madras, Ph.D., professor of
psychobiology, Harvard Medical School

“Marijuana as a medicine needs to be ap-
proached as many other medicines are approached:
with thoughtfully-designed, randomized, controlled
trials to determine safety and effectiveness. It is
somewhat difficult to give a blanket, affirmative an-
swer to the issue of legalization. The reason is that
for several conditions that we have an important role
in treating, there is evidence that marijuana consti-
tutes a major risk factor for the illness. I’m actually
just starting to do a study on this. It constitutes a risk
factor, not necessarily for everyone, but for people
who have a genetic or other vulnerability to the devel-
opment of schizophrenic illness.”

— Theo Manschreck, M.D., president,
Massachusetts
Psychiatric Society



lenge at trial was convincing jurors that such
respected physicians would lie and deceive
the parents of a patient. To do this, he struc-
tured his case around chipping away at the
mystique surrounding the physicians.

Attorneys for the defense could not be
reached for comment.

Preventing similar suits
Risk management consultant Jim Vac-

carino, who practices in the Healthgroup at
The Hays Companies, said he believes that
the doctors were sued in the first place be-
cause Jason’s parents did not feel they were
open about the complications that arose
from their son’s procedure.

“The worse thing you can do is not be
forthright with a family and then try to …
cover up your mistake” said Vaccarino. He
noted that many physicians are prone to
panic if a patient or his or her family accus-
es them of malpractice.

“You should speak to an advisor or a law-
yer on your hospital’s staff before you do
anything,” recommended Vaccarino.

Vaccarino said doctors can side-step po-
tential med-mal lawsuits early by being com-
pletely upfront about the procedure (par-
ticularly a risky one, like the one undergone
by Jason Fox), and providing all of the risks
in writing.

He suggests establishing “a rapport with
a patient [or] a patient’s parents, and letting
them know the risks, [including] long-term
disability, death and complications, such as
infection.”

On the patient’s chart, it is also essential
to make sure each step of the procedure is
outlined.

“If a doctor is accused of something, he
might feel obligated to get rid of a part of the
chart. … [But] that [could be the] part an-
other doctor [or expert will] point to and say
you didn’t deviate from the normal standard
of care,” Vaccarino said.

Martin Foster, a med-mal defense attorney
at Foster & Eldridge in Cambridge, agreed

that the way the chart and accompanying
documents are written is critical.

“You want a detailed narrative that ex-
plains what decisions you made, when you
made them and why,” said Foster. “Especial-
ly when it involves a relatively new or ad-
vanced procedure, the first thing people are
going to look at in the aftermath of an ad-
verse outcome is what did the [patients]
know beforehand.”

Birth defect
Jason Fox was born in July 2001 with a

birth defect called Tetralogy of Fallot, which
restricted the flow of blood through his
heart. In Jason’s case, the defect prevented
his blood from carrying enough oxygen to
his organs and limbs.

By the time he was two, Brian Fox said his
son had already undergone seven cardiac
catheterizations at Children’s Hospital of
Philadelphia to widen the arteries that car-
ry blood to his lungs.

Doctors in Philadelphia finally referred Ja-
son to Lock, a physician widely considered
a pioneer in the use of catheterization to re-
pair cardiac birth defects. On April 18, 2003,
Jason went into Children’s Hospital Boston
for his second catheterization there.

Hours after the procedure, he suffered a
seizure. According to a subsequent CAT
scan, contrast dye had leaked into his brain.

After the initial seizure, two MRIs were

done to determine the extent of brain dam-
age. The first MRI showed that a tiny piece
of metal had become lodged in Jason’s brain,
which the lawsuit alleged was caused by
carelessness with one of the instruments
used during the catheterization. During the
second MRI, Jason’s heart rate dropped and
doctors had to resuscitate him.

He was discharged three weeks after the
surgery with severe brain injuries, and died
in December 2004.

Records altered
The pivotal documents in the case, ac-

cording to James Fox, were the anesthesia
record and Jason’s medical record.

Fox said there were a number of incon-
sistencies that stuck out, including the fact
that the anesthesia record had been signed
off on by a physician who wasn’t present dur-
ing the administration of Propofol, an intra-
venously induced anesthetic. (The drug
gained notoriety after allegations that
Michael Jackson abused it prior to his
death.)

Another inconsistency came to light in Ja-
son’s electronic medical record. One at-
tending physician revealed during his depo-
sition that he had made note of several key
events during Jason’s stay, but those weren’t
evident in the record. The physician insist-
ed he made them electronically, and later
provided a printed copy of the electronic
record.

“When we saw it, it was identical to the
printed record, but there were ten addition-
al lines,” said James Fox. “So we started look-
ing at the electronic record for dates and
times when the information was put in, and
we could see on a number of occasions that
doctors had logged in [afterward] and
changed the information.”

According to James Fox, the records in-
cluded an adjustment in the dosage of epi-
nephrine during resuscitation, which the
complaint alleged had been botched.

The plaintiffs also uncovered a cardiolo-
gist’s note from the hospital’s ICU diagnos-
ing Jason with “contrast toxicity due to high
contrast load.”

“They screwed with major parts of the
record, especially the ICU note,” charged
James Fox. “That was a very damning in-
dictment of Dr. Lock, and that note became
the centerpiece of our liability argument
against him.”

Doctor on the stand
According to both James and Brian Fox,

jurors informed them after the trial that they
were displeased with the arrogance Drs.
Lock and DiNardo displayed over the course
of the trial.

James Fox said that his strategy was to get
jurors to see that despite their admirable cre-
dentials (both men have been cited in hun-
dreds of publications and written textbooks),

the doctors had made a mistake and simply
assumed that their clout would get them off
the hook.

Both doctors took the stand. James Fox
said that he made it a point to cover even the
smallest details of the procedure performed
on Jason.

“I grilled [Dr.] Lock for a good day, going
into a lot of detail,” said Fox. “I asked how
you set up the infusion pump. I asked him if
he gave .3 ccs or .03 ccs. He kept getting
more and more frustrated until he yelled out,
‘I don’t make mistakes!’”

After six weeks of trial and four days of de-
liberations, the jury awarded $5 million for
Jason’s pain and suffering, $5 million for his
parents’ loss of their child and $5 million for
wrongful death.

But James Fox said they won’t see the en-
tire $15 million because the parties agreed
to a high-low agreement during jury delib-
erations. He declined to elaborate on the
specifics of the settlement. MMLR

Questions or comments should be directed to the editor at:
reni.gertner@mamedicallaw.com

Family wins $15M suit against Children’s Hospital physicians
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“The first thing people are going to look at in
the aftermath of an adverse outcome is what
did the [patients] know beforehand.”

– Martin Foster, Foster & Eldridge

(AP Photo/Elise Amendola)
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mation? Who does that benefit?”
He said that the reform bill passed by the

U.S. House of Representatives in November
contained many measures mandating simpli-
fication, but that the Senate bill, which passed
on Christmas Eve, did not. Still, Motta expects
that paperwork fixes will prove attractive as
compromise measures in the future.

Buckley, who served as senior counsel for
Blue Cross Blue Shield of Massachusetts be-
fore moving to Nutter, said that physicians
should expect an increased emphasis on us-
ing electronic records.

“Clearly everyone is going to have to use
electronic medical records,” she said. “For
doctors who haven’t done that, the incen-
tives and the pressures to do that will in-

crease.” (See “Physicians must prepare for
new EHR regulations,” on page 1.)

Tort reform
Now that the Democrats are being forced

to parley with Republicans, Motta expects
that the prospect of medical malpractice re-
form is back on the table.

Tort reform measures were limited to small
state-levelpilotprojects in lastyear’shealthre-
formbills,hesaid,becausetheDemocratshave
historically been opposed to such measures.

“Up until last year, the Democrats didn’t
even want to admit that liability was an is-
sue,” he said.

Now that the two parties must find com-
mon ground, Motta thinks that tort reform will
be one of the first compromises to be made.

“Clearly, this is one of the lowest hanging
fruits there is,” he said. “The Republicans
have said all along that if you want to get
them on board, you must consider mean-
ingful tort reform.”

MMS isn’t waiting for Congress to act, how-
ever. It is sponsoring a bill in the Massachu-
settsHouseofRepresentativesthatwouldgive
doctors and patients a chance to uncover
medical errors and reach settlements before
any legal claims have been filed. The so-called
‘Apology bill” – formally known as “An Act Im-
proving Patients’ Access to Timely Compen-
sation” – is currently being considered by the
Joint Committee on the Judiciary.

“If that [bill] passes, that will completely
change the landscape” in Massachusetts,
Motta said.

On a federal level, however, Pho isn’t as
confident as Motta that medical liability mea-
sures will be a large part of any health care
package.

“I wouldn’t hold my breath,” Pho said.
He pointed out that despite the new bi-

partisan veneer in Washington, it is likely
that the Democrats will push forward with
health care reform without meaningful input
from Republicans.

“I think that the Republicans don’t have a
lot of influence right now,” he said.

But Pho conceded that if Republicans do
manage to shape a new bill, med-mal reform
“might be a part of it.” MMLR

Questions or comments may be directed to the writer at:
julia.reischel@lawyersweekly.com

Few sure things for doctors in health care reform plan
Continued from page 1

Oklahoma: Consulting
physician not liable
for malpractice

A physician-patient relationship is an indis-
pensable element of a medical malpractice claim
and therefore a doctor who was consulted about a
plaintiff’s pregnancy can’t be sued, the Oklahoma
Supreme Court has ruled.

The plaintiffs filed amedicalmalpractice claim
against a non-treating physician who had a con-
versation with the treating physician concerning
the plaintiff’s history and complications.

The plaintiffs claimed that based on the non-
treating physician’s advice, the treating physician
caused their daughter to be delivered prematurely,
resulting in serious injuries.

The non-treating physician said that althoughhe
gave the treating physician his “informal” opinion,
hewasnever asked to co-manage themother’s case.

The court held that the defendant could not be
held liable because no physician-patient relation-
ship existed.

“[The defendant] did not render medical advice
to the plaintiffs; did not provide services to the treat-
ing physician on behalf of [themother or baby]; did
not receivea referralof [themotherorbaby] for treat-
mentorconsultation;wasnotemployedby[the treat-
ing physician] and had not been asked or contracted
… to provide medical treatment to [the mother or
daughter]; andhadnot reviewedanywork,conducted
any laboratory tests, reviewed any test reports, pre-

pared any reports, or billed the plaintiffs.…
“Further, none of the plaintiffs agreed that [the

defendant] could treat [the mother or baby]. Even
though [the treating physician] chose to rely on [the
defendant’s] opinion, [the treating physician] was
free to exercise his independent judgment,” the
court said.

It concluded: “The facts before us fail to show
that [the defendant] agreed to treat the plaintiffs or
undertook treatment of any of the plaintiffs. Thus,
there was not the physician-patient relationship
necessary for a medical malpractice action.”

The court cited similar rulings from other juris-
dictions.

Oklahoma Supreme Court. Jennings v. Bad-
gett, No. 105745. Feb. 9, 2010.

Iowa: Medical expert
can’t testify about
cold medicine

A medical expert cannot testify in a prod-
ucts liability case that prescription cold med-
icine containing phenylpropanolamine (PPA)
causes brain injury, the Iowa Supreme Court
has ruled.

The plaintiff ingested “Aquatab C” and im-
mediately felt pain in his head and numbness
on his left side. In ensuing years he saw a bat-
tery of doctors for pain in virtually every part
of his body, but no neurological abnormali-

ties were found in CT or MRI scans, and
stroke was ruled out.

He sued the cold medicine manufacturer
for products liability and hired an expert
who would be the only person at trial to tes-
tify that PPA causes brain injury.

But the Iowa Supreme Court said that his
testimony was not reliable to show causa-
tion.

“[The doctor] used one case-control
study… in his general causation analysis.
The study concluded that PPA was likely to
cause hemorrhagic stroke in women, but …
in men showed no increased risk. … [He] rea-
soned from this study [that] PPA can likely
cause stroke and since [the plaintiff] likely
suffered a ‘stroke-like event,’ this study tend-
ed to show a relevant causal connection.
This study is simply not relevant to the case
before us. It excludes men and … does not
describe an injury following PPA ingestion
called ‘stroke-like event’ … [and] as such …
cannot be the basis of any general causation
opinion,” the court said.

Further, “[s]pecific causation in toxic-tort
cases examines whether the toxin at issue
could have reasonably caused plaintiff’s spe-
cific alleged injuries. … Since [the plaintiff]
has failed to reliably show [that] PPA is an
external factor to be ‘ruled in’ to a differen-
tial causation diagnosis, it follows he cannot
establish PPA caused his specific injuries.”

Iowa Supreme Court. Ranes v. Adams Labs,
No. 06-1428. Feb. 5, 2010.

Illinois: Med-mal
damages cap violates
state constitution

A cap on non-economic damages in med-
ical malpractice cases violates the Illinois
state constitution, the Illinois Supreme Court
has ruled.

The case involved an infant who suffered
severe permanent injuries due to medical
malpractice at her birth.

The plaintiffs challenged the state’s statu-
tory cap on non-economic damages, arguing
that the infant sustained disabilities that will
“greatly exceed the applicable limitations on
non-economic damages.”

A trial court held that the cap violated the
Illinois Constitution, and the state supreme
court agreed.

“[T]he General Assembly’s authority to
‘alter the common law’ … is not absolute; it
must be exercised within constitutional
grounds. … [T]he legislature’s attempt … to
limit common law damages in medical mal-
practice actions runs afoul of the separation
of powers clause.”

The court noted conflicting opinions on
this issue from other states.

Illinois Supreme Court. Lebron v. Gottlieb
Memorial Hospital, No. 105741. Feb. 4, 2010.
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means. (A separate proposal, issued by the
Office of the National Coordinator for Health
Information Technology on Dec. 30, lays out
the technical standards for a “certified” sys-
tem.)

According to the “meaningful use” regu-
lation, providers who treat Medicare and
Medicaid patients would receive incentives
in three stages.

They would receive the first set of incen-
tive payments if they meet all 25 benchmarks
for “Stage I” of the phased-in implementation
in either 2011 or 2012.

They would get further incentives for
achieving increasingly rigorous (but not yet
defined) benchmarks by the end of 2013 and
2015, after which non-compliant providers
would face penalties. Early adopters who
achieve compliance at all three stages could
garner up to $44,000 in incentives.

Many doctors and other health care
providers agree that EHR adoption is a laud-
able and necessary goal. In fact, they say that
CMS has worked hard to produce realistic
benchmarks that utilize physician-friendly
measures.

However, they also predict that the statu-
tory and regulatory framework will make it
both challenging and costly for solo and
small-group practices – as well as small com-
munity hospitals – to meet the requirements
in the proposed time frame.

Tough for small practices
Some of the benchmarks are ambitious,

and will be especially difficult for smaller
medical practices to meet, experts said.

“It’s the smaller [entities] that will have
greatest difficulties,” said Ray Campbell, CEO
of theMassachusettsHealthDataConsortium.

For example, the regulation calls for all
physicians to use e-prescribing 75 percent
of the time by 2012.

David Harlow, a Newton-based lawyer and
health care consultant, said that this won’t
be an easy task, noting that Massachusetts
is considered a leader in e-prescribing even
though only 10 percent of prescriptions are
submitted electronically.

At the same time, other benchmarks seem
pointless in light of what many physicians –
especially specialists – do on a regular basis,
Harlow said.

He referred to a requirement that elec-

tronic reminders for preventative care and
follow-up be sent to at least 50 percent of all
patients age 50 or older.

“Why would, say, an orthopedic surgeon
be sending out reminders based on age?” he
asked. “That’s really geared toward primary
care, yet it’s a measure that’s required in or-
der to get an incentive payment.”

Campbell criticized Congress for putting
more funds toward the rewards that occur af-
ter doctors achieve meaningful use, while not
earmarking enough money to help physicians
implement EHR systems in the first place.

Massachusetts Medical Society president
Mario Motta, a Salem cardiologist whose own
10-doctor practice has adopted EHR, agreed.

“I’d never go back to the dark ages with-
out [electronic records], but it’s a huge ex-
pense,” he said. “We’re talking roughly
$30,000 to $50,000 per physician [to start],
and then you have [annual] maintenance
costs that for higher-level systems – consid-
ering that the cheaper systems won’t make
the cut for ‘meaningful use’ – can range any-
where from $8,000 to $15,000 per physician.”

Unlike most businesses that invest in in-
frastructure upgrades, doctors have no abil-

ity to pass on their costs, Motta added.
“If you do everything right and somehow

don’t meet the benchmarks, you’re stuck
with the entire cost,” he said.

Observers wonder if small providers who
aren’t prepared to make the financial invest-
ment or workflow changes might simply opt
out of Medicare and Medicaid or gamble that
come 2015, Congress will lack the political will
to stand firm on noncompliance penalties.

“I’m assuming [Congress will] stick with
[the penalties],” says Campbell. “But if the
transition is messy and sticky and there are
lots of failures, they’ll have to revisit that pol-
icy. And I do think it will be messy and there
will be a fair number of failures.”

Meanwhile, the Department of Health and
Human Services meaningful use workgroup
is recommending that CMS reduce the num-
ber of benchmarks required at least for the
first year. And other groups are expected to
weigh in.

Some requirements not as tough
Despite the extent of the requirements, le-

gal experts say that some of them might not
be as tough to implement as it seems at first
glance.

For example, the proposed regulation
would require providers to have a system in
place for electronic drug-drug, drug-allergy
and drug-formulary checks by the end of the
first stage of implementation, said Szabo.

But physicians aren’t required to actually
use the system at any point during Stage I –
the system simply needs to be turned on dur-
ing the provider’s 90-day “meaningful use”
testing period. The provider determines when
that testing period will be, and during that
time he or she must meet all Stage 1 criteria.

Under the regulation, doctors would also
be expected to provide health information
electronically to at least 80 percent of pa-
tients who request it, but Szabo points out
that these requests are still highly unusual
in the first place.

Meanwhile, though CMS expects providers
to use computerized physician order entry
(CPOE) for at least 80 percent of all orders
during either 2011 or 2012, a provider would
only need to demonstrate the capability to
do so during his or her testing period, not the
entire year.

That means that a doctor who manages to
ramp up for, say, just the last three months of
the year can still be a big winner, said Szabo.

Getting up to speed
Smaller practices need to get up to speed

on how to implement an EHR system.
Harlow warns that a physician practice

should not even attempt to roll out an EHR
system if the physicians are only in it for the
incentive payments. Though an effective sys-
tem should ultimately start paying for itself
through the internal office efficiencies it cre-

ates, a $44,000 maximum incentive payment
won’t cover the implementation costs.

Additionally, said Campbell, successful im-
plementation is at least as much about chang-
ing the way you practice and operate your
business as it is about the technology itself.

That’s exactly why it can take a practice
up to six months to get used to an EHR sys-
tem, said Harlow.

“During that time, physicians will work
longer hours while seeing the same number
of patients,” he said. “They’re learning to in-
teract with the patient and the computer

screen simultaneously and that’s not the eas-
iest thing in the world.”

To make the transition smoother, experts
suggest working with a health care man-
agement consultant, seeking advice from a
peer who has already implemented EHR,
and/or taking advantage of seminars offered
by the MMS IT Committee on such topics as
getting started, choosing a vendor and us-
ing the system. MMLR

Questions or comments may be directed to the editor at:
reni.gertner@mamedicallaw.com

Physicians must prepare for new EHR regulations
Continued from page 1
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“It’s the smaller [entities]
that will have greatest
difficulties.”

– Ray Campbell, MHDC

©istockphoto.com



Woman’s kidney
slowly destroyed
by forgotten clip

The patient underwent surgery in 1992 to
remove her left ureter and ovary, where a tu-
mor had been detected. Approximately 18
months later, she underwent a laparoscopy
and lysis of adhesions and biopsy of the right
ovary.

The patient subsequently underwent an
additional surgery performed by a third doc-
tor, which was an exploratory laparotomy
with lysis of adhesions and right ovarian cys-
tectomy and partial omentectomy.

During that procedure, visual inspection
of the left kidney revealed that it appeared
slightly enlarged. The right ureter was iden-
tified and was noted to be away from the sur-
gical area during the operation on the right
ovary. There was no mention made of the left
ureter at that time.

Nearly 10 years later, the plaintiff under-
went a CT urogram to evaluate complaints
of left side abdominal pain. The plaintiff was
found to have severe hydronephrosis and
chronic obstruction of her essentially non-
functioning left kidney, likely related to a sur-
gical clip that the woman’s urologist believed
was placed “10 years ago.”

At arbitration, the defense maintained
that it would have been impossible to clip
the ureter in 1992 without the patient having
experienced immediate excruciating pain.
On cross-examination, the defense expert ad-
mitted that one could have a partial ob-
struction without pain and that a partial ob-

struction could lead to a total obstruction
and kidney failure years later.

The case ended with an arbitration award
of $450,000.

Type of action: Medical malpractice
Injuries alleged: Destruction of kidney due to mis-
placement of surgical clip
Date: October 2009
Submitted by: Gregg J. Pasquale, Melissa A. White
and John P. Story, Keches Law Group, Taunton

Judge rejects claim of
doctors’ indifference

The patient, a former inmate in the state
prison system, filed suit against the Univer-
sity of Massachusetts Correctional Health
program, the Department of Corrections and
his physicians for constitutional violations.

He contended that his contracted medical
providers were deliberately indifferent to his
ongoing pain during a one-year delay in hip
replacement surgery.

The patient was scheduled to undergo a
right hip replacement in August 2005, but his
medical providers determined that he suf-
fered from MRSA, precluding surgery.

On Feb. 23, 2006, a doctor at the Lemuel
Shattuck Hospital determined that the plain-
tiff was free of MRSA. A year later, he under-
went right hip replacement surgery, followed
by physical therapy.

The patient then began to complain about
left hip pain. Medical personnel gave him pain
medications and his doctors determined in
June 2007 that he required a left hip replace-
ment. He underwent hip surgery in October

at the same hospital, followed by physical
therapy.

The Superior Court found that none of the
defendants could be sued for “cruel and un-
usual punishment.”

It said that during the one-year period
from the plaintiff’s clearance from MRSA
and his right hip replacement surgery, “the
defendants took extraordinary steps to
help the plaintiff minimize his pain, and at-
tempted to remedy his serious medical con-
dition, including adjustments in pain med-
ication, diagnostic tests, a medical order to
sleep on the bottom bunk, use of security
doors to decrease the distance he would
have to walk in the prison, room reassign-
ments, stand-up lockers, an egg-crate mat-
tress, crutches, canes, and knee sleeves.”

The court found that the patient was al-
lowed to carry certain pain medications to
take them as needed. It ruled that as a mat-
ter of law, these actions defeated the plain-
tiff’s claim of deliberate indifference in vio-
lation of the Eighth Amendment.

Type of action: Medical malpractice
Injuries alleged: Eighth Amendment violation
Date: December 2009
Submitted by: James A. Bello and Anthony E. Abeln,
Morrison Mahoney, Boston

Woman suffers
infection years
after splenectomy

The patient underwent a splenectomy in
1995. Following the procedure, she received
a pneumovax vaccination. She did not receive

a Hemophilus or Meningiococcal vaccination.
In April 2001, the patient, then 35, began

seeing a new doctor for her primary care.
She saw the physician on two occasions and
a nurse practitioner on four occasions. Nei-
ther of them recommended or administered
a pneumococcal revaccination.

The plaintiff developed a pneumococcal
infection that required a three-month hospi-
talization and a two-month stay in a rehabil-
itation residence. During her hospital ad-
mission, the plaintiff became septic, suffered
organ failure and necrosis, and had to un-
dergo partial amputation of her toes. She suf-
fers from chronic infection and pain.

The patient contended that considering
her asplenia, the standard of care required
the defendants to revaccinate her.

The defense team argued that all of the
visits were acute sick visits rather than an-
nual preventative and wellness physicals.
They claimed that this did not provide them
with an opportunity to recommend or ad-
minister a pneumococcal vaccination.

The defendants also opined that a pneu-
mococcal vaccination is not the standard of
care, is not proven to be effective, would not
necessarily have prevented the patient’s
variant of pneumococcal infection and had
not been recommended by other non-party
physicians.

The case settled for $3 million after a sec-
ond mediation.

Type of action: Medical malpractice
Injuries alleged: Failure to administer pneumococcal
vaccine resulting in sepsis, organ failure and necrosis
Date: September 2009
Submitted by: Philip J. Crowe Jr. and Michael J.
Harris, Crowe & Mulvey, Boston
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A 14-year-old boy who was spending the
summer at an overnight camp for children
reported to the camp infirmary feeling
faint, looking grey, and with cold hands and
an irregular, pounding heartbeat. He felt
dizzy while standing and although he felt
better upon lying down, his irregular heart-
beat was constant.

An hour after arriving at the infirmary
the boy went into cardiac arrest. An hour
and a half of resuscitation efforts at
the camp, in the ambulance and at the hos-
pital were unsuccessful.

The plaintiffs and their experts claimed
that earlier intervention and hospitaliza-
tion would have prevented the cardiac ar-
rest or allowed for resuscitation and re-
covery.

The nurses contended that the camper
died as a result of a cardiac arrest from an
unknown underlying heart defect, hyper-
trophic cardiomyopathy.

They claimed that his medical records
indicated he was a healthy boy with no
medical issues and his symptoms, includ-
ing the irregular heartbeat, were not severe
for a supposedly healthy boy. They claimed
that this was true especially because the

boy’s dizziness and color improved when
he was lying down; he remained alert, ori-
ented and conversant at all times prior to
the cardiac arrest; and he did not have
symptoms of chest pain or shortness of
breath.

Besides the estate, the plaintiffs were the
boy’s sister, who was present when her
brother went into cardiac arrest, and
his parents, who were at the hospital when
he was pronounced dead. The defendants
were two nurses at the summer camp.

The demand started at $6 million. At the
suggestion of the defense, mediation was
attempted but was unsuccessful. The de-
mand never dropped below $3.5 million.

Following a two-and-a-half-week trial that
included expert testimony from a cardiol-
ogist, an ER physician and multiple regis-
tered nurses, the jury deliberated eight
hours over two days before returning a ver-
dict in favor of the nurses.

Type of action: Medical malpractice
Injuries alleged: Wrongful death
Date: Oct. 22, 2009
Submitted by: Ethan Warren, Warren, Hensley &
Bowen, Boston

Jury finds nurses are not responsible for camper’s death
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By Sylvia Hsieh

Health care providers are prepar-
ing for a national rollout of Medicare
audits aimed at recovering money
owed to the government due to in-
correct billing by providers.

The Recovery Audit Contractor
(RAC) program began in 2005 as a
demonstration project in three
states, and then expanded to more
states – including Massachusetts –
in 2007. It is scheduled for perma-
nent rollout across the country in
2010.

RACs are private companies
hired by the Centers for Medicare
& Medicaid Services to audit health
care billing records to identify im-
proper payments. Improper pay-
ments can be overpayments or
underpayments.

Given the success of the demon-
stration program – Medicare re-
covered over $1 billion in overpay-
ments – many health care providers
are seeking legal advice on RAC au-
dits and compliance procedures, as
well how to appeal RAC claims.

Preparing for a RAC audit
should be part of an overall com-
pliance program, according to Vin-
cent L. DiCianni, an attorney who
now runs Affiliated Monitors, Inc,
a company with offices in Boston
and Westborough, Mass., that ad-
vises physicians and other practi-
tioners on compliance matters.

‘Bounty hunters’
The program began in California,

Florida and New York in 2005, and
then expanded to Arizona, Massa-
chusetts and South Carolina in 2007.
ItwasauthorizedundertheMedicare
PrescriptionDrugImprovementand
Modernization Act of 2003.

CMS has published the schedule
for introductionof theRAC program
in the rest of the country. “Health
care systems are really struggling
with preparing for this because they
know it’s just a nightmare. During
the demonstration program, it was
very broad in that RACs were given
all the data and told to go out and
find errors,” said Steve Lokensgard,
a health care lawyer and special
counsel to Faegre & Benson in Min-
neapolis, who previously worked as
chief compliance officer to Allina
Hospitals and Clinics.

RACs work on a contingency fee
basis, receiving between 9 and 12.5
percent of improper payments
they discover, so there is a big in-
centive to find billing errors.

Massachusetts is among the
states with higher fees – 12.45 per-
cent.

“They’re bounty hunters on be-
half of the Medicare program,” said
Jessica L. Gustafson, a partner at
The Health Law Partners in South-
field, Mich., who co-chairs the firm’s
Medicare and RAC practice group.

She noted that of the misbilling
identified by RACs during the
demonstration phase, 96 percent
was for overpayments and only 4
percent was for underpayments by
Medicare.

Two types of audits
There are two types of audits: au-

tomated audits and complex audits.
The automated audit is based

on data mining and automated
analysis and usually involves clear
errors, such as if a provider billed
for duplicate procedures per-
formed on the same patient on the
same day.

Automated review began in
Massachusetts in August 2009.

A complex audit requires an au-
ditor to request medical records
and typically involves areas sus-
ceptible to error based on the au-
ditor’s knowledge of the industry,
said Lokensgard.

Complex reviews for coding er-
rors were scheduled to begin in
Massachusetts in October and No-
vember.

Reviews of records focused on
whether the care that was billed
was medically necessary are
scheduled to begin in 2010.

“Once they get to the medical
necessity reviews, I believe this is
when individual providers will
start to encounter the program in
significant numbers,” said Phyllis
Flora, a health care attorney at
Dwyer & Collora in Boston.

A medical necessity review may
be triggered if Medicare suspects
certain tests, billing codes or oth-
er services are being abused. This
suspicion could be based on a
higher use of those services in one
area compared to the rest of the
country, or on a rise in billing for
certain codes.

In the past, Medicare has run re-
views that focus on the medical ne-
cessity of powerchairs and ambu-
lance services, Flora said.

She also said that durable med-
ical equipment providers are
specifically mentioned in the na-
tional rollout schedule and should
be especially vigilant now in re-
viewing their record-keeping prac-
tices.

Gustafson predicts that Medic-
aid will step up audits under a par-
allel program similar to RAC called
“Medicaid Integrity Contractors”
(although MICs are not paid on a
contingent basis).

Andrew Wachler of Wachler &
Associates in Royal Oak, Mich.,
said he has already seen an in-
crease in audits by private third-
party payors, such as Blue Cross
Blue Shield of Michigan.

Getting prepared
While large hospital systems ap-

pear ready for the permanent pro-
gram, smaller physicians’ offices
that have more limited resources
are less prepared.

“Our advice to clients of any size
is you have to really pay attention
to your compliance efforts. Now is
the time to get your house in or-
der,” said Abby Pendleton, also a
partner at The Health Law Part-
ners in Southfield, Mich., who co-
chairs the firm’s Medicare and RAC
Practice Group with Gustafson.

Within a 45-day period, a limit of
10 records can be requested of a
solo practitioner, 20 records for a
partnership and 30 records for a
group practice, said Flora.

Health care providers are
preparing for RAC audits by im-
proving record-keeping and docu-

Health care providers
brace for Medicare audits
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As the RAC program expands
across the country, health care
providers are expected to ap-
peal more “denials” – the term
for a RAC claim for overpay-
ment to a provider.

Although only a small per-
centage of denials were ap-
pealed during the demo phase,
this is likely to change.

“In the permanent program,
health care providers are going
to be more interested in appeal-
ing and fighting these denials,”
said Steve Lokensgard, a health
care lawyer and special counsel
to Faegre & Benson in Min-
neapolis, who previously worked
as chief compliance officer to Al-
lina Hospitals and Clinics.

The appeals process has five
levels, including a hearing be-
fore an administrative law judge
and a fifth stage before a U.S.
District Court.

It’s important for providers to
hire an attorney early on, as
soon as they get a request for
records, said Phyllis Flora, a
health care attorney at Dwyer &
Collora in Boston.

Jessica L. Gustafson, a part-
ner at The Health Law Partners
in Southfield, Mich., agreed.

She noted that hiring a lawyer
before the hearing stage helps
create a record for presenting
and preserving evidence for the
next level.

Attorneys who have repre-
sented health care providers in
RAC appeals said they have had
a high success rate.

“These appeals are
winnable,” said Gustafson, who
co-chairs her firm’s Medicare
and RAC practice group.

Abby Pendleton, who co-
chairs The Health Law Partners’
Medicare and RAC Practice
Group with Gustafson, said ap-
peals can be made on two
grounds.

Some appeals are based on
the substantive merits of a claim
– such as by presenting a physi-
cian’s testimony as to why a pa-
tient was treated as an in-patient
rather than as an out-patient.

Others are based on legal
grounds – such as whether
records are beyond the time
frame of allowable requests or
whether the standards for deter-
mining in-patient care were clear.

–Sylvia Hsieh

More appeals expected

Continued on page 14
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NAME ____________________________________________________________

DESIGNATION _____________________________________________________

EMAIL ____________________________________________________________

TELEPHONE ______________________________________________________

STREET___________________________________________________________

CITY _____________________________ STATE ________ ZIP____________

DATE _______________________

1. Recovery Audit Contractors (RACs) are located
in geographic regions proximate to the covered states.

?? a. True
?? b. False

2. Recovery Audit Contractors (RACs) perform their 
functions on a contingency basis.  .

?? a. True
?? b. False

3. Each Recovery Audit Contractor (RAC) is required 
to have a full-time physician contractor that serves 
as it medical director.

?? a. True
?? b. False

4. Small and large practices may have the same 
number of medical records reviewed.

?? a. True
?? b. False

Did this activity meet the stated objectives? 

?? Yes
?? No  

How do you rank the effectiveness of 
this activity as it pertains to your practice? 

?? High
?? Average
?? Low  

Will you make any changes in your practice 
as a result of participating in this CME activity?

?? Yes
?? No

If yes, please explain.
___________________________________________________
___________________________________________________
___________________________________________________

How do you rank the quality 
of this education program? 

?? High
?? Average
?? Low  

Did you perceive any evidence of bias for 
or against any commercial products? 

?? Yes
?? No

What are your topics of interest for future CME activities?
___________________________________________________
___________________________________________________
___________________________________________________
___________________________________________________
___________________________________________________
___________________________________________________
___________________________________________________

mentation and training employees.
Based on the demo phase, one

area of focus will be in-patient hos-
pital stays.

The vast majority of overpay-
ments found by RACs in the
demonstration phase – 85 percent
– involved in-patient hospital
stays, such as short stays or in-pa-
tient rehabilitation following
surgery, said Gustafson.

Given these statistics, providers
are reviewing their utilization review
processes and whether physicians
are admitting patients to the right
area of the hospital, Wachler said.

“When providers take a close
look at the records, maybe a patient
met the criteria for an in-patient
stay, but the documentation could
be improved so that defending
claims is easier,” said Pendleton. 

In preparation for the RAC pro-

gram, Andrea Kloubec, senior di-
rector of compliance at Park Nicol-
let in St. Louis, Minn., has estab-
lished a RAC committee and met
with medical practitioners, such as
in cardiology.

“If you look at one-day stays for
congestive heart failure, should this
have been in-patient or observa-
tion? If we found it should have been
out-patient, we set up protocols for
[determining] whether it met in-pa-

tient or out-patient criteria,” said
Kloubec, who said there is software
to help with these criteria. 

Because her organization is a
hospital, clinic, hospice, homecare
and durable medical equipment
provider, she also created five RAC
response teams and completed a
demonstration of a RAC request.
She then tracked how long it took
the teams to respond and what the
outcomes were. 

“We’ve timed every person in all
stages of doing the RAC response”
in order to find which areas could
use improvement, said Kloubec. 

MMLR

Questions or comments can be directed to the
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A version of this article was originally 
published in the Autumn 2009 issue of 
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By Henry Tulgan, M.D., FACP

In 2003, Congress, under Section
306 of the Medicare Prescription
Drug, Improvement and Modern-
ization Act, created a new program
called the Recovery Audit Con-
tractor program (RAC). 

The new program is intended to
detect and correct administrative
and resource waste in the
Medicare program.

It began in 2005 in California,
Florida and New York, and ex-
panded in 2007 to Arizona, Massa-
chusetts and South Carolina. By
2009, the RAC program existed in
44 states and the District of Co-
lumbia. The program is set to roll
out in the rest of the states in 2010.

Unfortunately, although hospi-
tals started planning for the pro-
gram immediately, many physi-
cians are not as aware of the de-
tails as they need to be to ensure
proper compliance. 

There are four jurisdictions for
RACs. They are not based on geog-
raphy. For example, Massachusetts
is covered by Diversified Collection
Services located in Livermore,
Calif., whereas the state of Califor-
nia is covered by a firm in Nevada. 

Each RAC is staffed by nurses,
therapists, certified coders and a
full-time physician contractor who
serves as the medical director.

RACs perform their functions on
a contingency-fee basis and re-
ceive payment based on the

amount of improper payments
they correct (both overpayments
and underpayments). 

Contingency fees are negotiated
with the Centers for Medicare and
Medicaid Services (CMS) and vary
by region. Under a 2008 contract,
contingency fees range between 9
and 12.5 percent.

The number of records a RAC
may request is based upon
provider type: The maximum num-
ber of records a RAC will review for
inpatient hospitals and other sim-
ilar facilities (inpatient rehabilita-
tion facilities, hospices and skilled
nursing facilities) is 10 percent of
the average monthly paid
Medicare claims with a maximum
of 200 records. Note: CMS has im-
posed a limit on the number of
records RACs may request of 200
claims per 45-day period.

The record limit request for oth-
er Medicare Part A billers is 1 per-
cent of the average number of
monthly Medicare episodes of
care, again with a maximum of 200
claims. 

Limits for practitioners (includ-
ing physicians, podiatrists and chi-
ropractors), based on the NPI sub-
mitted on claims are:

• Solo practitioners: 10 medical
records per 45 days

• Small partnerships, consisting
of 2-5 individuals: 20 medical
records per 45 days

• Mid-size groups, consisting of

6-15 individuals: 30 medical
records per 45 days

• Groups of 16 or more: 50 med-
ical records per 45 days

• Other Part B Billers: 1% of the av-
erage number of monthly Medicare
claims with a maximum number of
200 records per 45 days

However, these numbers will be
increasing soon. From April
through September 2010, the limit
on the number of records that can
be requested for review will in-
crease from 200 to 300 for
providers and suppliers who bill
more than 100,000 claims to
Medicare. In addition, RACs can re-
quest permission to exceed the
limit in the latter six months of the
fiscal year.

There are two types of audits:

• Automated audits rely on
available data and usually involve
clear errors, such as billing for du-
plicate procedures on a single day.

• Complex audits involve a re-
quest for medical records by an au-
ditor and concern areas that may be
susceptible to errors based on the
auditor’s knowledge of the industry.

Several organized medical groups
have advocated on behalf of physi-
cians to CMS that claims for evalua-
tion and management of a patient’s
condition that reflect cognitive de-
cision making should notbesubject
to review. These advocates also ar-
gue that RACs should not be allowed

to extrapolate the results of review-
ing a limited sample of a provider’s
records to arrive at a higher over-
payment amount. It is not clear if
these attempts will be successful. 

Some audits are focusing on
whether short-stay hospital ad-
missions are necessary.

Currently, RACs can review
claims as far back as three years
from the current date, as long as
the claim was made after October
1, 2007. Physicians should prepare
for RACs by conducting their own
practice audits to ensure that all
claims are coded and submitted
according to Medicare rules. They
should also visit RAC websites to
familiarize themselves with the
types of claims errors that have
been identified. 

Physicians must also be aware
of the 120-day window to appeal
adverse actions of an audit. This
can involve a five-step process.

Several law firms have devel-
oped expertise in this area. When
in doubt, early consultation with
one of them may be advisable.
Hopefully, the increased use of
electronic medical records for doc-
umentation of services and of au-
tomated billing services with built-
in safeguards will help protect
physician practices from audit
problems.

Although RACs are required to
follow the same regulations as
Medicare contractors from estab-
lished programs, the fiscal and le-

gal consequences for unprepared
practitioners could be severe.
Careful preparation may save both
a lot of apprehension and sub-
stantial costs.

Bibilography

U.S. Department of Health & Human Services,
Centers for Medicare & Medicaid Services. 
Recovery Audit: http://www.cms.hhs.gov/rac/
Recovery Audit Contractor (RAC) Program Slide
Presentation

RAC Medical Record Request Limits
http://www.cms.hhs.gov/RAC/Downloads/
RAC%20Medical%20Record%20Request%
20Limits.pdf 

American Hospital Association, Issues, 
Recovery Audit Contractor (RAC) Program
www.aha.org/aha/issues/RAC/index.html

Whitman, Brian. “Medicare expands its pri-
vate contractor audits nationwide,” American
College of Physicians. ACP Internist, June 2009. 
www.acpinternist.org/archives/2008/06/nine.
html

RACmonitor.com online news and information
www.racmonitor.com 

Henry Tulgan, M.D., FACP is a clin-
ical professor of medicine at the Uni-
versity of Massachusetts Medical
School, a consultant to the MMS Com-
mittee on Sponsored Programs,
which he formerly chaired, and Di-
rector of Medical Education at Wing
Memorial Hospital in Palmer, Mass.

The Physician’s Corner
Preparing for Recovery Audit Contractors (RACs)

Health care providers brace for Medicare audits 
Continued from page 13

Earn              CME Credits



MMLR /  MARCH 2010 MASSACHUSETTS MEDICAL LAW REPORT /  Page 15

Doctors accused of
inserting catheter
too forcefully

The patient was a 59-year-old man who
had a history of high cholesterol and smok-
ing.  

He began to experience cramping in his
left calf after walking a short distance and
was referred to a vascular surgeon for an
evaluation. 

He was diagnosed with moderately severe
vascular occlusive disease. After a trial of the
medication Trental, he had an absent pulse
in his left foot. Testing revealed a distal su-
perficial femoral artery popliteal occlusion.

The physician performed a surgical by-
pass. The plaintiff had had no urinary prob-
lems prior to surgery. After the spinal tap
was placed, the circulation nurse attempted
to place a Foley catheter, without suc-
cess. The surgeon made a second attempt at
passing the Foley catheter and noted in his
operative report that it went in without re-
sistance, producing a drop of fluid in the
catheter. The 5cc balloon was inflated with-
out resistance and the surgery was per-
formed.

After surgery, the patient did not have any
urine output. He was markedly distended
and there was blood at the meatus. His rec-
tal exam identified a boggy prostatic area
with approximately 30 grams of smooth, be-
nign prostate.  

A cystoscopy revealed an area of extreme
trauma past the urethral sphincter. No tract
was identifiable past the prostatic urethra
into the bladder; instead, an unidentifiable
tract, through which the cystoscope was ne-
gotiated, continued from the bulbar urethra
to the rectum. The scope was able to be
passed from the urethra out through the
anus. 

Multiple attempts were made at passing
the cystoscope from the penile urethra into
the bladder, without success. There was a
complete urethral disruption. A transvesical
realignment was performed and a connec-
tion from the urethra to the bladder neck was
re-established.  

The patient underwent a procedure to re-
pair the area and was discharged with a
colostomy, which was later reversed. He has
scars on his leg and abdomen.

The patient alleged that the surgeon and
nurse deviated from the accepted standard
of care when they used excessive force to in-
sert the Foley catheter.

Both defendants claimed that the catheter
was confirmed to be in the bladder before it
was inflated because of the feel during the
insertion, the length of catheter inserted and
the return of urine. They argued that the per-
foration was a risk of the procedure.

The case settled for $850,000.

Type of action: Medical malpractice
Injuries alleged: Failure to properly place catheter

during surgery causing perforated bladder and 
resulting urinary problems
Date: November 2009
Submitted by: Elizabeth N. Mulvey and Michael J.
Harris, Crowe & Mulvey, Boston 

Nurse, midwife fail 
to expedite C-section

On July 18, 2003, the patient, who was ex-
pecting her first child, was admitted early in
labor to the hospital with intact membranes.
She came under the care of a certified nurse
midwife and obstetrical nurse that evening.

For at least four hours prior to delivery,
the baby demonstrated fetal heart rate pat-
terns indicative of a worsening fetal oxy-
genation status, particularly in the final
two hours. Neither the nurse nor the mid-
wife monitored the readings or called a su-
pervising physician. The nurse did not
check the maternal pulse to assure that the
fetal monitor strip was recording the fetal
heart rate rather than the maternal heart
rate.  

Five hours into the mother’s stay, the
nurse called the pediatrician, as she realized
that she was recording the mother’s pulse
instead of the baby’s heart rate for at least
40 minutes.  

The baby was born limp and cyanotic with

no respiratory effort. She was intubated and
transferred to the level II nursery, where she
suffered seizures before being transferred to
another facility. 

She was diagnosed with hypoxic ischemic
encephalopathy and status epilepticus. She
was transferred to another hospital and
stayed there until November, when she was
transferred to another facility. She was even-
tually sent home and remains under the care
of her mother.  

The parents’ experts were expected to tes-
tify that fetal hypoxia was present for a sig-
nificant period of time prior to delivery and
that there is no evidence of any alternative
etiology for the HIE. The radiological findings
indicate that the injury occurred before de-
livery.  

The child, now six years old, suffers from
spastic quadriplegia and significant cogni-
tive, language, communication and motor de-
lays. She will always be dependent on oth-
ers for her daily activities, including personal
hygiene, feeding, dressing and mobility.  

The case settled for $4 million.

Type of action: Medical malpractice
Injuries alleged: Hypoxic ischemic encephalopathy,
permanent brain injury
Date: November 2009
Submitted by: Philip J. Crowe and Florence Carey,
Crowe & Mulvey, Boston 

A baby was born by Caesarian section
on Sept. 7, 2002, at 38 weeks gestation, af-
ter three days of labor induction due to dif-
ficulties in the pregnancy.

Two days later, the baby developed
seizures with episodes of apnea and was
transported to a separate hospital’s neona-
tal intensive care unit. 

Over the next two days, the newborn
continued to have multiple seizures with
tongue rolling, lip smacking, jerky unco-
ordinated movements of all extremities
and apnea, despite treatment with the anti-
seizure drug Phenobarbital. Doctors de-
cided to administer a second medication,
Dilantin, in hopes of controlling the
seizures.  

On Sept. 11, a nurse administered the
medication to the baby by vein rather than
intramuscularly, as had been ordered by
the doctor. The baby developed apnea,
mild bradycardia, distant heart sounds,
weak peripheral pulses, poor tone, poor
perfusion and cold extremities. 

He was intubated and placed on a ven-
tilator. His arterial blood gases reflected
moderate metabolic acidosis. He received
saline for his hypovolemia and hypoper-
fusion and medications to increase his

blood pressure. He responded with an in-
crease in his heart rate and blood pres-
sure. His color, perfusion and oxygen sat-
uration improved as well. 

Blood tests showed an elevated level of

Dilantin, which gradually went down over
a few days. The baby was then taken off
the ventilator and was able to breathe on
his own, and he was noted to have normal
heart, kidney, liver and lung function.  

Over the course of the next seven years,
the child went on to demonstrate residual
cognitive impairment and was diagnosed
with autism. The parents claimed the in-
juries were a result of the Dilantin over-
dose. 

The defense conceded that the baby
had been given too much Dilantin but con-
tended that it cleared quickly and the baby
suffered no resultant harm. They further
contended that the baby was brain-dam-
aged long before the Dilantin episode, as
evidenced by abnormal head studies per-
formed prior to the overdose, and that his
current condition was entirely unrelated
to the Dilantin.  

The case settled for $6 million.

Type of action: Medical malpractice
Injuries alleged: Cognitive defects due to 
overdose of Dilantin
Date: January 2010
Submitted by: Andrew C. Meyer and William  J.
Thompson, Lubin & Meyer, Boston

Newborn given overdose of anti-seizure drug 
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