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Patient
planning

Advance directives
ease burdens on
patient and provider

By Maro E. Bush, Esq.

Living will. Power of attorney.
Patient advocate designation.
These are some common names
of advance directives, legal docu-
ments that patients can execute
to direct their medical treat-
ment, should they become inca-
pacitated or unable to communi-
cate their wishes.

Advance directives ease the
burden on patients, families and
health care providers, while im-
proving patient care and health
care costs. Unfortunately, they
are largely under-utilized.

In 2003, the Agency for Health-
care Research and Quality found
that less than 50 percent of se-
verely or terminally ill patients
had an advance directive in their
medical record, and up to 76 per-
cent of physicians whose patients
did have an advance directive
were not aware that it existed.

The most common advance di-
rectives include powers of attor-
ney for health care and living
wills. In Michigan, durable pow-
ers of attorney for health care
are created by executing “patient
advocate designations,” and liv-
ing wills through “documents di-
recting health care.”

In the event of terminal ill-
ness or incapacitation, advance
directives are a means of com-
municating medical care and
end of life wishes, should a pa-
tient become unable to do so.

Patient advocate designations
allow patients to name an indi-
vidual (known as a patient advo-
cate, proxy or agent) to make
medical decisions on their be-

See “Planning,” page 14
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Hospitals may be at increased risk

EMTALA decision recognizes non-patient standing to sue for personal injury damages

6th U.S. Circuit Court
of Appeals — Analysis

By Todd C. Berg, Esq.

Hospitals may get sued more of-
ten under a federal appeals court
ruling that non-patients can sue
for injuries they suffer due to a
hospital’s failure to properly stabi-
lize a patient prior to release.

On Dec. 13, 2002, Johnella Rich-
mond Moses took her husband,
Christopher Walter Howard, to
Providence Hospital’s emergency
room in Southfield. She told the
ER staff Howard seemed ill. He
was experiencing headaches, vom-
iting, disorientation, hallucinations
and delusions. Moses also said
Howard’s threatening behavior to-
ward her made her fearful for her
safety. Howard was admitted.

After several days of evaluation,
on Dec. 17, a psychiatrist ordered
he be transferred to the hospital’s
psychiatric unit, where acutely
mentally ill patients are hospital-
ized and stabilized. The doctor
said suicide precautions were to
be taken with Howard, and that
Howard had an atypical psychosis
and depression.

The transfer never occurred. In-
stead, a different doctor, an in-
ternist, discharged Howard on Dec.
19, concluding Howard couldn’t
stay any longer in the hospital be-
cause he was “medically stable and
now does not need [the psychiatric
unit].”

On Dec. 29, Howard murdered
Moses.

In 2004, Moses’ estate sued Prov-
idence Hospital for violating the
Emergency Medical Treatment and

¢ EMERGENCY

= Main Entrance Lot
* Open 5am - pm

A 6th U.S. Circuit Court of Appeals ruling against Southfield’s Providence Hospital could
pave the way for more hospital lawsuits. The court ruled that the Emergency Medical
Treatment and Active Labor Act (EMTALA) gives non-patients the standing to sue for

personal injury damages.

Active Labor Act (EMTALA), and
the hospital moved for summary
judgment, claiming that Moses, as
a non-patient, didn’t have standing
to sue.

U.S. District Court Judge Anna
Diggs Taylor of the Eastern Dis-

trict of Michigan denied the hospi-
tal’s motion and the Court of Ap-
peals affirmed.

In Moses v. Providence Hospital
and Medical Centers, Inc., et al., a
unanimous panel of the 6th U.S.
Circuit Court of Appeals held that

EMTALA confers on non-patients
the standing to sue for personal
injury damages.

“The plain language of the civil
enforcement provision of EMTA-
LA contains very broad language

See “Hospitals,” page 14

Most health care providers must implement ‘red flag’ policies

By Amy K. Fehn, Esq.
and Jeffrey R. Campbell, Esq.

Despite objections by the Ameri-
can Medical Association and other
health care provider organizations,
the Federal Trade Commission
(FTC) has steadfastly maintained
that most health care providers
will need to comply with the “Red
Flags Rule,” which is set to go into
effect Aug. 1, 2009.

The “Red Flags Rule” is a set of
regulations jointly developed by the
FTC, the Federal bank regulatory
agencies, and the National Credit

Union Administration to curb the
incidence of identity theft.

Providers who are subject to
the Red Flags Rule are required
to implement a written Identity
Theft Prevention Program that
is designed to detect, prevent
and mitigate identity theft.

Like the HIPAA Privacy and
Security Rules, the Red Flags
Rule is flexible and scalable to the
size and risk level of the entity.

As an example, the FTC notes
that small providers with a well
known limited patient base will
likely have a lower risk of identity

e N
WEED & THE WORKPLACE PANDEMIC PREPAREDNESS
Legal medical marijuana is The H1N1 virus resurgence
so new, few know how to W should be a reminder for
deal with practical issues everyone to plan ahead

L regarding users. Page 3 for emergencies. Page 11

e i e
PERSONNEL MATTERS PENDING LEGISLATION
With pressure on employees A look at the bills the State
to do more with less, conflict House and Senate have in
resolution plans must be in process and the status
place and used. Page 4 of the legislation. Page 12

. J J

The “Red Flags Rule” is a set of requlations
jointly developed by the FTC, the Federal
bank regulatory agencies, and the National
Credit Union Administration to curb the

incidence of identity theft.

theft and could adopt a more lim-
ited program than a provider with
a larger volume of patients.
Providers who have effective
policies in place for compliance
with HIPAA Privacy and Security

already will meet many of the re-
quirements for the Red Flags Rule
with regard to prevention of iden-

tity theft.
However, in order to be compli-
See “Red flags,” page 15
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Weed and the workplace

Employers grapple with balancing drug-free job sites and the medical marijuana law

Labor & Employment

By Carol Lundberg

Gravely ill people in Michigan will soon be
able to use marijuana to treat symptoms of
their illnesses. But their employers are fac-
ing potential problems as they try to keep a
drug-free workforce.

Proponents of Michigan’s new medical
marijuana law say it’s a godsend, protecting
patients from prosecu-
tion as they try to alle-
viate symptoms of dis-
eases like cancer,
glaucoma, Chron’s dis-
ease and HIV/AIDS.

But what happens to
patients who are well
enough to work and
test positive on a drug
test in the workplace

remains to be seen.

“Right now there are a lot of open issues,”
said David R. Deromedi, of Dickinson Wright
PLLC’s Detroit office. “The law does state
that employers are not required to accom-
modate an employee’s ingestion of marijua-
na at work, or allow an employee to be under
the influence while on duty. The question is:
What is ‘under the influence?

“There may be some litigation over that.”

DEROMEDI

Some clarity, please?

Earlier this month, the state of Michigan
began taking applications to register in the
medical marijuana program, which was ap-
proved by voters Nov. 4. As of last week, the
state had received more than 350 applica-
tions from people seeking permits to use
medical marijuana.

“Because the statute came up as a ballot
proposal, there are ambiguities in its writ-
ing,” said Terry W. Bonnett of Nemeth Bur-
well PC in Detroit.

He agreed that there likely will be litiga-
tion over medical marijuana use and how it
impacts the workplace. He expects it to hap-
pen before the end of 2009.

Bonnett had hoped the law that resulted
from the ballot proposal would offer more
clarity on issues such as random drug test-
ing policies in the workplace and pre-
employment drug screening, he said.

Aside from those two issues, medical mar-
ijuana is likely to be treated in the work-
place like prescription medications, Bonnett
said. Employees who are impaired on the job
are subject to disciplinary action or could be
asked to take medical leave until they are fit
for work, whether they use medical mari-
juana or prescription medications, he said.

“We have to look at whether use creates a
safety hazard,” Bonnett said. “Does it affect
a worker’s ability to do the job? What is the
nature of the position the worker holds? Are

there special safety issues there?

“I don’t think we would want to allow a
cab driver to keep working if he’s high,
whether on valium or marijuana,” he added.

At the same time, employers could face ex-
posure to litigation if they immediately ter-
minate impaired employees, especially if the
workers’ conditions are addressed by the
Americans with Disabilities Act, or by the
Family Medical Leave Act, Bonnett said.

There is gray area when it comes to med-
ical marijuana and impairment because
there’s no sobriety test for it, he said. It’s
only possible to tell that a worker has used
marijuana during the weeks before the test,
but no way to tell exactly when or how much
the worker used.

Deromedi has been fielding calls from
clients in the health care and transportation
industries. They want to know what they
should do if their employees test positive in
random drug testing.

“Health care workers are a concern, espe-
cially when the employee provides patient
care. There are concerns about how marijua-
na could impact judgment, and ultimately, pa-
tient care,” Deromedi said. “And in trans-
portation, employees like truck drivers lose
their licenses when they fail to pass random
drug tests. How will those workers be affect-
ed and what rights to their employers have?”

The law doesn’t address those issues, he
said.

Room for legal wrangling

Though litigation in the 12 other states
that allow the use of medical marijuana has
been sparse, courts in other states have

treated marijuana very
differently.

In Oregon, the courts
have come down on the side
of employees, and have said
employers can’t discriminate
against employees who use
medical marijuana as al-
lowed by state law, Bonnett
said. But in California, the state
Supreme Court opined that employ-
ers can indeed fire workers who use
medical marijuana, even if they are off
duty and are in compliance with the state’s
medical marijuana law.

Stanley H. Pitts, a labor and employment
lawyer in the Detroit office of Honigman,
Miller, Schwartz and Cohn LLP, said he
thinks Michigan employers will retain the
discretion to hire or not hire workers who fail
pre-employment drug tests, even if the work-
ers are registered medical marijuana users.

“Even though Michigan laws are not spe-
cific when it comes to that issue, the em-
ployer is not necessarily bound to accept
state certification as a reason for a positive
drug test,” he said. “But there will be a lot of
room for legal wrangling and litigation.”

He said that Michigan has two state laws
that apparently conflict with one another.
First, the Elliott-Larsen Civil Rights Act of
1976, which protects disabled workers who
need accommodation in the workplace. Then,
there is the state’s medical marijuana law,
which specifically states that employers do
not have to accommodate use of marijuana
in the workplace.

Pitts said that in the end, common sense

About the medical marijuana law

Among other things, the law does:

Protect a registered patient from
“arrest, prosecution, or penalty in
any manner, or denied any right or

privilege, including but not limited to civil
penalty or disciplinary action by a
business or occupational or professional
licensing board or bureau ...”

Protect physicians who identify

patients as “likely to receive

therapeutic or palliative benefit from
the medical use of marihuana ... ”

Protect patients from losing custody
@ or visitation with their children, as
long as the patient’s behavior doesn’t
create an unreasonable danger to the child.

.

Sixty-three percent of Michigan voters approved a ballot initiative Nov. 4 to allow the use of medical
marijuana for certain medical conditions, which include cancer, HIV/AIDS, epilepsy, glaucoma,
Chron’s disease, hepatitis C, chronic pain, seizures and muscle spasms.

The law limits how much a patient can possess — 2.5 ounces of usable marijuana. And it only allows
users and their caregivers to grow marijuana; it does not allow for sale of marijuana.

The law does not:
Require employers to “accommodate the

Allow a physician to prescribe marijuana; it

Allow for marijuana to be sold.
Protect registered users from federal prosecution.

ingestion of marihuana in any workplace or any
employee working while under the influence of
marihuana.” It also prohibits marijuana on the
grounds of any school, in a correctional facility or
on a school bus, and does not permit the smoking
of marijuana in any public place or on any form of
public transportation.

only allows the physician to identify a patient as
having a condition for which medical marijuana
use is permitted.

| ,

—

will have to guide employers and employees.

“If you're an employee who is working and
can perform the essential functions of your
job, but you need medical marijuana, you
should be fine as long as you're not impaired
in the workplace,” Pitts said. “If you're an
employer, and you have such an employee,
wouldn’t you want that worker to be as free
from pain as possible?”

Tough choices to make

The law could force uncomfortable con-
versations between employees and employ-
ers. Employees who would not have neces-
sarily been obligated to disclose health
conditions, as long as they didn’t need work-
place accommodation, may now have to dis-
cuss medical marijuana use with their em-
ployers, said Bruce Mirken, director of
communications for the Marijuana Policy
Project in Washington, D.C.

“Folks who have the exception to use mar-
ijuana will from time to time have to discuss
it in the workplace,” Mirken said. “It may be
awkward, but most patients would find it ac-
ceptable over being arrested or fired.”

Thomas G. Kienbaum, of Birmingham-
based Kienbaum, Opperwall, Hardy & Pel-
ton PLC, said he won’t encourage his clients
to push the boundaries of the law.

Employers, he said, have a dual right and
responsibility to protect against drugs in the
workplace.

But if he has a client, an employer who
conducts random drug tests, and a state-
registered employee tests positive for mari-
juana use but has been performing his or
her job, Kienbaum would have to advise
his client against taking any action against
the worker.

He said he expects some employers will
have biases against marijuana users, even if
they are protected by the new state law, be-
cause marijuana is an otherwise illegal drug.

“I suppose my client could fire the worker,
but that’s not good business practice,” Kien-
baum said. “You have to use some judgment.”

If you would like to comment on this story,
please contact Carol Lundberg at (248) 865-
3105 or carol.lundberg@mi.lawyersweekly.com.

Retail clinics can be valuable addition to healthcare system

Medical professionals should be part of the process
to shape requlation of fledgling a la carte model

Retail health clinics are an increasingly
popular means of delivering medical care to
the public, and they are here to stay, in one
form or another.

These clinics have largely emerged to ad-

Business of Medicine

By Suzanne D. Nolan

Suzanne D. Nolan’s
practice at Troy-
based Frank, Haron,
Weiner & Navarro fo-
| cuses upon business
and intellectual prop-
erty transactions, in-
cluding trademark,
patent and copyright
licensing, e-commerce
transactions, and real estate transactions
for all types of entities, including health-
care providers. She can be reached at
(248) 952-0400 or snolan@fhwnlaw.com.

dress the shortage of primary care physi-
cians, the growth in the number of uninsured
patients, and the growing trend of higher de-
ductibles and copays for health insurance.

To the extent that retail clinics address
these problems, they can be a valuable addi-
tion to our health care system.

Physicians and state regulators, however,
have not yet wholeheartedly accepted retail
clinics primarily because of concerns about
fragmentation of care and quality of care.
Due to the nature of retail health clinics,
physicians (and state regulators) have an
important role to play in the emergence of
the retail clinic delivery model.

From a patient’s point of view, the con-
venience and lower costs of a retail clinic are
important advantages. Typically located
within retail businesses such as drugstores,
grocery stores and mass merchandisers, re-
tail clinics are open seven days a week, offer
evening hours and short waits, and also ac-
cept walk-in appointments.

Patients can easily fill prescriptions at an
onsite pharmacy and shop for groceries
while they wait.

Because health care at a retail clinic is
typically delivered by nurse practitioners
(NPs) or, less frequently, by physician assis-
tants (PAs), the fees charged by a retail clin-
ic are typically lower than those charged by
a physician, urgent-care clinic, or hospital
emergency department.

Physicians in an office
setting commonly use
any professional contact
with a patient, even for
the treatment of minor
ailments, as an
opportunity to address
any other health issues
that the patient may
have. Accordingly, there
is a risk that patients
who frequently receive
care at a retail clinic will
not receive this overall
beneficial health

J monitoring.

Health insurers, appreciative of the lower
cost of care at a retail clinic, are supporting
retail clinics by waiving co-payments for cov-
ered services, further lowering the cost for
those patients with health insurance.

Despite these apparent benefits, both physi-

See “Clinics,” page 10
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Health industry must actively manage
conflict resolution programs now in place

Personnel Matters

By Donna J. Craig, Esq.

Donna J. Craig, RN,
JD is the principal in
the health care law
firm, Donna Craig &
Associates, PLC, in
Bloomfield Hills. The
firm specializes in
business, legal, and
compliance issues for
health care providers.
Contact her at (248) 858-7788 or
www.donnacraigassoc.com.

The health care industry is not immune
from the stresses and strains other busi-
nesses and professionals endure during
these harsh economic times.

As the unemployment rate increases, the
number of uninsured and underinsured pa-
tients also rises, demanding more uncompen-
sated care from hospitals and health care
workers; forcing them to tighten their belts as
they reallocate staffing and resources.

To meet these challenges, hospitals and
health care professionals, along with ancil-
lary staff, must maintain or even improve
the quality of care provided to patients, but
with fewer resources.

Providing patient care in this type of en-
vironment is ripe for disputes and conflicts
in the workplace. If such disputes and con-
flicts are not resolved at an early stage and
are left to fester, they may negatively impact
the quality of care.

Policies must be backed by action

Effective Jan. 1, 2009, The Joint Commis-
sion (formerly Joint Commission on Accredi-
tation of Healthcare Organizations) mandat-
ed that hospital governing bodies establish
conflict management policies and procedures
for resolving disputes among individuals
working in their hospitals.

It should be noted however, that imple-
menting written policies and procedures
without addressing the underlying stresses
that give rise to workplace conflicts will not
achieve their intended purpose.

Additionally, hospitals would be well
served to go beyond the mere drafting of
policies and procedures to adopt and imple-
ment a sound conflict management program
that is supported by management, medical
staffs, and employees.

A broadly defined and implemented con-
flict management program allows for:

e Early recognition and identification of
conflict among the health care workforce.

e A proactive and consistent response to
conflicts and disputes.

e Support of open communication and
problem solving as a means of working
towards potential resolutions.

e Transformation from ineffective and
dysfunctional communication styles into
respectful and empowered
communication models.

Transforming the way disputing parties
communicate is helpful in not only resolving
disputes, but also in building a basis for bet-
ter communication going forward. Better
communication between members of the
health care team makes a more effective
and efficient workplace.

The end result: health care team members
can focus more on providing quality patient
care and less on distracting conflicts and
disputes.

The REDRESS model

Health care associations are touting
ready-made model policies and procedures
as a means of addressing The Joint Com-

mission’s new conflict management accred-
iting standard.

But hospitals seriously committed to de-
veloping a comprehensive conflict manage-
ment program need not look further than
the conflict management program imple-
mented by the U.S. Postal Service.

Its conflict management program, Resolve
Employment Disputes, Reach Equitable So-
lutions Swiftly (REDRESS), was born out of
the settlement of a class-action lawsuit filed
by postal employees in the Northern District
of Florida.

As part of that settlement, the parties
agreed to develop a workplace mediation pro-
gram that would address disputes in a more
effective and timely process. What started as
a pilot program in 1994 at three Florida sites
was then expanded nationwide based on the
commitment of management and employees.

To this day, REDRESS continues to be
successful in reducing conflict in the work-
place and encouraging more effective com-
munication between parties.

The hallmark of the program is the use of
the transformative mediation model, which
allows parties to openly discuss the issues that
are important to them in a manner that helps
to “transform” their working relationships. The
Postal Service’s commitment to such a pro-
gram has resulted in a significant reduction in
formal complaints filed by postal employees.

Bringing it to the table

In transformative mediation, an environ-
ment is created that supports empowerment
and recognition of the parties in dispute.
Empowered people are more likely to view
disputes from the other party’s perspective,

which leads to improved interaction, greater
mutual understanding and mutual benefi-
cial resolutions to their disputes.
Transformative mediation can be most effec-
tive in bringing the parties to the table and cre-
ating an atmosphere where they can find work-
able solutions to their conflicts and disputes.
This is especially true in the hospital set-
ting, where some conflicts may involve par-
ties in uneven bargaining positions.
Because the Postal Service, like the hospital
setting, has a 24/7 workplace environment; a
hierarchy of management and staff;, and an in-
terdependence between team members with a
need for effective communication, it is possible
for its conflict management program to be ef-
fectively introduced into the hospital setting.
Mediating health care disputes and con-
flicts that occur on various work shifts, de-
pending on the disputing parties’ work sched-
ules, could be accomplished as easily in the
hospital setting as in the REDRESS program.
One difference in designing a conflict man-
agement program for the hospital setting
would be the need to safeguard certain confi-
dentiality protections and privileges (HIPAA,
peer review, etc.). Differences in implement-
ing conflict management programs in the pri-
vate hospital setting versus a governmental
agency also would need to be addressed.
Given the day-to-day challenges facing
hospitals and health care professionals in a
society that expects quality care, investing
in a comprehensive conflict management
program will provide an outlet for resolving
disputes at an early stage.
It also will allow health care providers to
get back to what they do best: provide qual-
ity patient care.
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Big RAC attaCk Health care lawyers defend clients against CMS audits

Medicaid & Medicare

By Carol Lundberg

With billions of dollars at stake, govern-
ment contractors are going after hospitals
and health care providers, who they say
have been overpaid.

So far, more than $1.03 billion has been
recovered from health care providers by the
Centers for Medicare and Medicaid Services
(CMS).

The CMS Recovery Audit Contractor
(RAC) program launched in 2005 in the three
states with the highest number of Medicare
expenditures — California, Florida and New
York. In 2007, it expanded to include Arizona,
South Carolina and Massachusetts.

By the end of summer, the RAC program
will include all 50 states.

Despite the high stakes, only 22.5 percent
of claims have been disputed by the providers.
Royal Oak health care lawyer Andrew Wach-
ler of Wachler & Associates says it’s a mistake
not to fight the claims.

“My recommendation would be to appeal
assertively,” Wachler said. “Don’t be the low-
hanging fruit.”

At a time when the government is seeking
to reform health care, every nickel of possi-
ble waste is being scrutinized.

“We all know we have to contain costs, and
there is a great emphasis on health care re-
form. We have to provide the best services to
the greatest number of people,” Wachler said.

But the RAC program is aggressive to the
point of being abusive, he added, and should
not incentivize auditors to find alleged over-
payments to providers.

At the same time the RAC auditors, who
are paid a contingency fee, have recovered
$1 billion, they have found only $37.8 million
in underpayments to providers, said Wach-
ler, who defended providers in California,
Massachusetts and New York with a 90 per-
cent success rate.

But the $1 billion in recovered payments
doesn’t necessarily mean that the providers
had been erroneously overpaid, said Jessica
Gustafson, of Southfield-based The Health
Law Partners PC.

Coding errors and the question of medical
necessity come up fairly universally in the
audits, she said. One of the most contested
areas is that of short stays in hospitals.

“The criteria are really not clear,”
Gustafson said. “No one is trying to pull one
over on anyone. But more often than not,
providers are going to paying for mistakes
they didn’t make. There have been a lot of
cases where CMS definitely walked away

with some of the providers’ mon-
ey and they shouldn’t have.”

That’s because most hospitals
she’s worked with, thus far in
Florida and California, “will only
appeal items that are over a cer-
tain amount,” she said. “And
CMS knows that.”

As a result, most of the money
recouped by the auditors is not
repaid to CMS because the
provider was actually overpaid.
It’s just that the documentation
isn’t sufficient, or there was an
error in the paperwork.

A far cry from the supposed
fraud and waste the RAC pro-
gram was established to uncov-
er, she said.

Michigan health care providers
will start receiving records re-
quests from RAC auditors any
time now, Gustafson said. The re-
views are being delayed, except
for automated reviews, which can
begin any time.

“Those are for only the most
egregious errors,” said Charles
MacKelvie, principal of Miller,
Canfield, Paddock and Stone
PLC’s Chicago office. “Like a pay-
ment for treating a man who’s
pregnant.”

Gustafson said coding reviews
will start in September, and re-
views of medically necessary pro-
cedures will not start in Michi-
gan until January of next year.

Most of the payment denials
are the result of failure to meet
Medicare’s medically necessary criteria,
MacKelvie said, and account for 40 percent
of denials.

Incorrect coding accounts for 35 percent of
denials; 8 percent are denied for insufficient
documentation; and 17 percent are denied for
other reasons, including outdated fee sched-
ules and duplicate claims. And in 4 percent of
all the cases, MacKelvie added, was there an
actual overpayment to the provider.

“The demonstration period of the program
was abusive to providers,” Wachler said.
“Everyone makes coding errors. Those are
simple mistakes, but they’re also the low-
hanging fruit.”

And often, providers thought they had some
discretion in how to code procedures, for which
they were later penalized, Wachler said.

“Providers need to be reimbursed to the ex-
tent that they are able, and there could be a
tendency to optimize reimbursement,” he said.
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Health care attorney Andrew Wachler says audited
providers should “appeal assertively.”

That will change.

“Providers who have been audited get re-
ligion,” Wachler said. “They’re used to docu-
menting for treatment purposes, but now
they also have to document for reimburse-
ment purposes.”

MacKelvie said the audits could have a
devastating effect on some providers.

“This has the potential to recover $30 bil-
lion a year,” MacKelvie said.

Eighty-five percent of the recoveries so
far have been from hospitals. In New York,
the average claim adjustment was $27,000,
he added.

“It was a lot,” MacKelvie said. “And theo-
retically if the auditors did this the same
way, and they did it every 45 days, as is al-
lowed in the program, it could cost a hospi-
tal $545,000.

On top of that, the average hospital will have
to add five full-time staffers, in administrative,

J Kadl, MO

accounting and legal personnel, just
to stay on top of RAC audits.

“It’s an incredible administra-
tive burden.” MacKelvie said.

When it came down to fighting
the RAC audits, Gustafson said
often her job wasn'’t as difficult as
she’d expected.

“The auditors really aren’t very
good,” she said.

She didn’t always win based on
the merits of the medical necessi-
ty. Sometimes she prevailed as
the result of a legal defense tactic.

For example, one highly con-
tested tactic has to do with the re-
opening and revision of claims.

“They set forth a time frame
stating that a claim can be re-
opened for one year, and for four
years with good cause,” Gustafson
said. “We were overturning claims
saying that the contractor did not
have good cause.”

But the auditors are getting
savvier, and will learn how to
work the audits in their favor, she
added.

She also would argue the
“waiver of liability” defense, stat-
ing that the provider has no rea-
son to know that a claim would
be denied.

Often the best defense, Gustaf-
son said, is Medicare’s own policy.

For example, when defending
short stay charges she argued
that Medicare and Medicaid have
vague criteria.

“In 100 percent of those cases,
the RACs were not basing denials on
Medicare policy. In 60-70 percent of the cases,
the denials were based on InterQual criteria,
which is a standard established by a private
company, and which has not been adopted by
Medicare,” Gustafson said.

Others on short stays were denied on the
basis that a procedure performed was not on
an “inpatient-only” list of conditions and
procedures.

But conversely, there is no “outpatient-
only” list.

“The inpatient-only list is an inappro-
priate way to deny any of these claims,”
Gustafson noted.

The bottom line, she said, is simple:
“These things are winnable.”

LW photo by Carol Lundberg

If you would like to comment on this story,
please contact Carol Lundberg at (248) 865-
3105 or carol.lundberg@mi.lawyersweekly.com.

Get ready for

The new Medicare reporting requirements
will have far reaching effects on business as
a whole, but particularly upon the health
care industry.

Changes that result from these require-
ments can be expected to make the business
aspects of health care delivery even more
complicated for providers.

Earlier this year, the new requirements of
the Medicare, Medicaid, and State Children’s
Health Insurance Program Extension Act of
2007 (MMSEA), also known as SCHIP, went
into effect. The MMSEA and related regula-
tions mandate reporting of information on
health care-related claims paid by all self-in-
sured business entities, insurance compa-
nies, and group health plans to Medicare
beneficiaries.

The law’s complicated reporting scheme rat-
chets up the continuing effort to limit Medi-
care’s net spending for health care, by recoup-
ing federal money paid for health care when
another source of payment is available under
the Medicare Secondary Payer (MSP) Act.

If Medicare paid for health care where
another person or company was responsi-
ble for the care required, then Medicare
has an automatic right of reimbursement
for any federal money paid to or on behalf
of the patient.

Who tracks what?

From the Medicare perspective, the problem
with its “right” of reimbursement was that,
historically, the Medicare program was not
able to accurately track when claims existed
entitling them to reimbursement, or when oth-
er available health care payment sources ex-
isted to cover future health care expenses.
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This is where the MMSEA comes into play.

The new reporting requirements of the
MMSEA ensure Medicare will have infor-
mation on liability claims involving persons
entitled to Medicare, to pursue reimburse-
ment for any payments it made for which it
did not have primary responsibility to pay.

Second, the requirements will provide Med-
icare with a database of information concern-
ing alternate, available health care coverage
for use in making future payment determina-
tions for Medicare benefit claims.

This will be accomplished by forcing in-
surers and some businesses without insur-
ance, to self-report certain group health plan
benefits and personal injury liability claims
involving individuals who are, or may be, en-
titled to Medicare benefits.

The Center for Medicare and Medicaid
Services (CMS) is assigned the duty of man-

aging this new reporting requirement. Un-
der Section 111 of the MMSEA, group health
began reporting on Medicare beneficiaries to
CMS on Jan. 1, 2009. Insurers and self-in-
sured businesses must report claims paid to
Medicare beneficiaries on and after July 1,
2009.

The MMSEA has teeth. The reporting re-
quirements are reinforced by a penalty of
$1,000 per day, per claim. Imagine the dev-
astating impact of missing a single re-
portable event, only to have it discovered a
year later when the penalty is $365,000.

Who is included?

The threshold step to complying with the
MMSEA is determining whether you (as a
hospital, physician practice or other health
care provider) are a “Responsible Reporting
Entity” (RRE).

the new Medicare reporting requirements

RREs include organizations paying health
insurance benefits, i.e. group health plans,
and business entities that have responsibil-
ity to pay for personal-injury liability to a
person entitled to Medicare benefits, re-
gardless of whether actual liability has been
established.

These entities include liability insurers,
self-insured businesses, workers’ compensa-
tion and no-fault insurers. Most hospitals
are self-insured to some degree and are
RREs. To the extent physician practices have
“first dollar” coverage payable by a profes-
sional liability insurer, then they are not
RREs and do not have direct reporting re-
sponsibilities.

However, as explained below, if because of
an event involving a potential Medicare ben-
eficiary, a practice writes off a patient bill or
makes direct payment (e.g., to keep a claim
off the practice’s claim history with an in-
surer), the practice becomes an RRE with an
obligation to report for that purpose.

Claimant considerations

Only if the organization is an RRE, the
next step is to determine if the claimant is
potentially a Medicare beneficiary, and sub-
ject to reporting. The primary factors to con-
sider are whether the individual is 65 years
of age or older, whether the individual has
been on disability for more than two years,
and whether the individual has permanent
kidney failure.

If an individual meets any one of these cri-
teria, they are entitled to Medicare benefits
regardless of whether Medicare benefits are
being collected.

See “Reporting,” page 8
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No ‘Get Out of Jail Free’ card

Self-reporting violations should help reduce penalties, costs and embarrassment

A long-standing federal program that en-
courages health care providers to self-report
violations of the Stark and Anti-Kickback laws
was recently refined, narrowing the types of
conduct that can be reported and placing a
floor on the minimum amount of penalties.

The Provider Self-Disclosure Protocol
(SDP), which was launched in 1998, allows
health care providers to voluntarily disclose
evidence of fraud and abuse to the Depart-
ment of Health and Human Services’ Office
of the Inspector General (OIG).

Although providers who self-report are
not given a “Get Out of Jail Free” card, the
idea behind the SDP is that offending
providers may receive reduced penalties and
also avoid the costs, disruptions, and poten-
tial embarrassment of a full-scale govern-
ment investigation.

Reporting scope has narrowed

At the time of its inception, the SDP en-
couraged providers to report any matters
“potentially violative of Federal criminal,
civil, or administrative laws.”

However, over the years the type of con-
duct which practitioners were encouraged to
self-report has been narrowed through a se-
ries of “Open Letters” issued to health care
providers limiting requested self-disclosures
to those that involve “colorable” violations of
the federal Anti-Kickback statute, 42 U.S.C.
§1320a-7b(b).

The OIG declined to give further guid-
ance or any examples of what may constitute
a “colorable” violation.

Previously, violations of both the Anti-
Kickback statute and the federal physician
anti-referral law (commonly referred to as
the “Stark laws”) were reportable under the
SDP. Now, Stark violations may only be re-
ported if they involve “colorable” Anti-Kick-
back violations as well.

OIG still means business

However, the OIG has cautioned providers
against drawing any inferences regarding
the new Stark policy. In other words, the
agency has no intention of easing up on
Stark violators.

The March 24, 2009, open letter also an-

nounced that the OIG will now require a
minimum of $50,000 in settlement pay-
ments to resolve any matters accepted into
the SDP program.

This minimum settlement amount is con-
sistent with the OIG’s authority under the
Anti-Kickback statute to impose a civil mon-
etary penalty of up to $50,000 for each kick-
back, and an assessment of up to the three
times the total unlawful remuneration.

Given that there is no guaranteed lenien-
cy to providers who self-report, some
providers may wonder what — if any — ben-
efit is conferred by self-reporting, especially
in light of the enhanced penalty floor.

Unlike the Stark laws, the Anti-Kickback
law is not a strict liability statute (i.e., the
government must prove intent to violate the
law in order for an offender to be convicted).

The OIG frequently punishes illegal con-
duct with program exclusion, civil monetary
penalties, and integrity agreements, and by
admitting liability through self-disclosure, a
provider essentially proves the hardest part
of the government’s case.

Self-reporting has advantages

However, the OIG has indicated that
providers who self-report and “police them-
selves” in the spirit of the SDP policy will
generally be eligible for certain benefits.
Such benefits are contingent upon the
provider demonstrating a requisite level of
trustworthiness and willingness to develop
an effective compliance program.

First, the OIG has stated that it will waive
its exclusion authority concurrent with the
resolution of monetary liability under the
False Claims Act and civil monetary penal-
ties laws.

Second, the OIG may allow providers to
enter into Certification of Compliance Agree-
ments (CCAs), which are less extensive that
the more common Corporate Integrity Agree-
ment (CIAs).

While CIAs are imposed for a five-year
term and require independent review or-
ganizations to conduct/verify audits or claim
reviews for an offending provider, CCAs are
typically for three years and do not require
the independent reviews.

Self-disclosing providers also will be con-
sidered for reduced penalties.

Although the minimum accepted settle-
ment amount is $50,000, the Civil Mone-
tary Penalty statute allows for penalties of
$50,000 for each violation of the AKS, in ad-
dition to damages in the amount of three
times the total payment offered, paid, so-
licited or received under the illegal arrange-
ment, even if a portion of the remuneration
was for a lawful purpose.

In addition, the AKS statute itself pro-
vides for a $25,000 penalty and up to five
years of imprisonment.

Subject to individual facts and circum-
stances, the OIG has stated that it will gen-
erally settle matters with providers who self-
disclose near the lower end of the damages
continuum, i.e., a multiplier of the value of
the financial benefit conferred.

Again, while there are no guarantees asso-
ciated with self-disclosing, providers are well-
advised to remember that the repercussions
of not self-reporting may be much worse.

Additional laws applicable

In addition to the repercussions discussed
above, a provider knowingly engaged in an
anti-kickback scheme is vulnerable to liability
under federal and state False Claims Act laws.

Subject to certain limitations, any individ-
ual with knowledge of anti-kickback scheme
can file a lawsuit against the offending
provider on the government’s behalf.

In addition to the treble damages and civ-
il penalties imposed by the False Claims Act,
a civil False Claims Act case can trigger a
criminal investigation accompanied by sub-
poenas, searches and seizures, interviews
and other invasive probing generally disrup-
tive to a health care provider’s livelihood.

As a result of the recent OIG open letter,
providers who wish to disclose violations of
Stark laws (in the absence of a “colorable”
anti-kickback violation) have limited options.
While Stark is a civil statute and the penalties
provided are not as hefty as those for AKS vi-
olations, Stark is a “strict liability” statute.

Therefore, Stark violations are easier to
establish because the government does not
need to prove specific intent to defraud. In

' )
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addition, Medicaid or Medicare money paid
out as a result of Stark violations still con-
stitutes a false claim for purposes of the
False Claims Act.

First, providers may consider self-report-
ing to their Medicare fiscal intermediary
(FI) or Medicare Administrative Contractors
(now referred to as MACs.) They also may
choose to report to the local U.S. Attorney’s
Office or the Department of Justice.

The downside to such alternative disclo-
sures is that fiscal intermediaries and carri-
ers have no settlement authority for crimes,
and after demanding repayments or other
restitution from the provider, the FI/MAC
may also then forward the matter to the
OIG for additional prosecution.

In addition, the United States Attorney’s
Office or the DOJ may not be as familiar
with Stark-only violations as the OIG, and
may therefore be less equipped to assess
damages and settle a case with leniency to-
wards a self-disclosing provider.

The benefit of self-disclosing Stark viola-
tions to one of the above-listed agencies
(while obviously less desirable than disclos-
ing to the OIG) is that a provider may skirt
liability under 42 U.S.C. §1320a-7b(a)(3),
which makes it a felony to keep federal mon-
ey with fraudulent intent.

For more information on the OIG’s self-
disclosure program, providers should con-
tact an experienced attorney or visit the
OIG’s Web site at www.oig.hhs.gov/fraud/
selfdisclosure.asp.

The Medicaid Integrity Program: A new risk area for providers

Just as Michigan providers are bracing for
the upcoming onslaught of Medicare audits,
providers also must prepare for an increase
in Medicaid audit activity as a result of the
Medicaid Integrity Program (MIP).

The Deficit Reduction Act of 2005 (DRA) es-
tablished the MIP, which is the first federal
program to perform Medicaid provider audits.

Similar to the Medicare Recovery Audit
Contractor (RAC) program, the MIP requires
the use of contractors to target providers
through the use of statistical data, to audit
provider claims, and identify potential over-
payments, as well as to provide education.

These contractors are known as Medicaid
Integrity Contractors (MICs). While a MIC
contract has not yet been awarded for Re-
gion V, which includes Michigan, contracts
have been awarded in at least four other re-
gions, and the program is expected to be ful-
ly operational nationwide by 2010.

Three types of MIC contracts will be
awarded: Review MICs, Audit MICs and Ed-
ucation MICs.

Review MICs will conduct data analysis
utilizing algorithms pursuant to oversight
by the Division of Fraud Research and De-
tection (DFRD) to analyze Medicaid claims
for aberrancies. This information will be
shared with the Audit MIC to assist with
targeting providers who may pose a risk to
the Medicaid program.

As has been the case historically, state
agency officials also may identify providers.

Once providers have been identified by the
Review MIC or a state official, the Audit MIC
will contact providers in writing requesting
additional supporting documentation within
a specific time frame and also will contact the
provider regarding an entrance conference.

Audit MICs may conduct both field and
desk audits and will review paid claims to en-
sure that services were actually provided, cov-
ered by the Medicaid program, properly docu-
mented, properly billed, and paid according to
Federal and/or State rules and regulations.

Unlike RAC contractors, the Audit MICs
will not be paid on a contingency basis. The
Audit MICs also are not responsible for col-

-
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lecting overpayments.

Rather, the states will be charged with re-
covering overpayments and the federal gov-
ernment will collect its share from the state.

After completion of the audit, the Audit
MIC is expected to prepare a draft audit re-
port. The report will be shared with the state
and then the provider, both of whom will
have an opportunity to review and comment
on the findings.

CMS will take these comments into con-
sideration and will prepare a draft report,
which will again be reviewed by the state for
comment. After taking the state’s comments
into consideration, the Audit MIC will sub-
mit a final report to the state.

All provider appeals will be handled
through the state, with support from the
MIC. In Michigan, the appeals process for
the adjustment or reduction of provider pay-
ments includes the right to a preliminary
conference, a bureau conference and an ad-
ministrative law judge hearing.

Audit MICs also are expected to make re-
ferrals to the Health and Human Services
Office of Inspector General (OIG) if fraudu-
lent behavior is detected.

The OIG will pass this information on to
the state’s Medicaid Fraud Control Unit
when deemed appropriate.

This will likely result in an increase in
Medicaid fraud investigations, especially
when considered in conjunction with other
components of the DRA, including incen-
tives provided to the states to develop legis-
lation comparable to the Federal False
Claims Act.

Michigan recently amended its Medicaid
False Claim Act to remedy deficiencies not-
ed by the OIG, which is charged with deter-
mining whether the law is sufficiently simi-
lar to the Federal False Claims Act.

This will qualify Michigan for increased
recoveries in Medicaid false claim cases, giv-
ing the state a greater incentive to vigor-
ously pursue fraud allegations.

According to an April 2009 Government
Accountability Office (GAO) report, the Med-
icaid program reported an estimated error
rate of 10.5 percent resulting in a total im-
proper payment estimate of $32.7 billion.

Of that amount, $18.6 billion represents
the federal share and $14.1 billion repre-
sents the state share, creating huge incen-
tives for both the state and the federal gov-
ernment to attempt to recover these alleged
“improper payments.”

The Education MICs are charged not only
with educating providers, but also benefici-
aries and others about program integrity.

This, combined with the DRA’s other re-
quirements that certain health care providers
educate their staff on the whistleblower pro-
visions of the federal and state laws, as well
as include this information in employee hand-
books, will likely increase the number of qui
tam lawsuits alleging Medicaid fraud.

The combination of improved regulatory
initiatives at the state level and the in-
creased federal government involvement in
Medicaid fraud detection and enforcement is
expected to significantly increase overall en-
forcement of Medicaid fraud, so providers
need to be prepared.

As with the RAC audits, review by a MIC
cannot be prevented. However, providers can
take steps to reduce the risk that their
claims will be statistical outliers.

Providers should conduct self-audits now
as part of a comprehensive compliance plan.
Self-audits should focus on areas identified
by CMS to indicate aberrancies, such as
services dated after death, duplicate claims,
unbundling and outpatient claims during
an inpatient stay.

Providers also should look at documenta-
tion to ensure that it supports medical ne-
cessity and the code billed.

In addition, providers should put mecha-
nisms in place now in preparation for re-
sponding to record requests from the MIC.
Such mechanisms should be similar to those
put into place to prepare for RAC record re-
quests and might include designation of cer-
tain individuals within the organization who
are prepared respond to requests.

If notified of an audit, providers should
immediately seek experienced legal counsel
to protect their interests, as there are early
opportunities to review and comment on the
audit report and then to pursue the various
levels of the Medicaid appeals process.

There are both clinical and legal defenses
available in the appeals process that require
working knowledge of the program and the
process.

As with RAC and other Medicare audits, a
strong defense can significantly mitigate a
provider’s exposure.
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In-office imaging services still protected

Despite efforts to restrict
or eliminate provisions
that allow the testing,
|OASE remains intact

Despite recent efforts to restrict or elimi-
nate the Stark Law’s In-Office Ancillary
Services Exception (IOASE), it remains in-
tact and the prospect of a near-term whole-
sale elimination of appears remote.

Recent legislative initiatives to restrict or
eliminate IOASE are, by no means, a new
phenomenon.

Rather, over the last few years, the Centers
for Medicare and Medicaid Services (CMS)
has introduced several significant proposals
targeting the provision of diagnostic imaging
(and other ancillary services) in the physician
office setting, through proposed changes to
the Stark regulations, independent diagnostic
testing facility (IDTF) regulations, and other
Medicare reimbursement regulations, such
as the Medicare Anti-Markup Rule (AMR).

IOASE background

The Federal Stark law prohibits physicians
from referring Medicare patients to entities
that provide designated health services
(DHS, including diagnostic imaging services)
if the physician (or his/her immediate family
member) has a financial relationship with
that entity, unless a Stark exception applies.

The IOASE is the statutory vehicle that
permits physicians and group practices to
furnish DHS, such as diagnostic imaging
services, with the goal of balancing conven-
ience, efficiency, quality and continuity of
care, against the prevention of abusive sham
arrangements that do not have a bona fide
nexus to the physician’s core medical practice.

A substantial majority of office-based di-
agnostic imaging arrangements rely upon
the IOASE to enable referring physicians to
provide these services within their practices.

Specifically, this exception protects diag-
nostic imaging arrangements if the services
are provided or supervised by the referring
physician or his/her group, billed by the per-
forming physician/group (or the group’s whol-
ly owned subsidiary), and provided either in
the same building as the physician’s/group’s
office or a centralized building site operated
exclusively by the group practice.

Notably, the IOASE was contained in the
original Stark statute adopted by Congress
in order to preserve the long-standing prac-
tice of physicians integrating within their
practices those ancillary services that com-
plement the professional physician services
they furnish.

CMS’ proposals targeting the IOASE
In recent years, CMS has introduced var-
ious legislative proposals that, in one form or
another, effectively attempted to restrict (or
eliminate) the IOASE.
Most of these original proposals, however,
were either never finalized or implemented
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in manner that did not substantially affect
many common diagnostic imaging arrange-
ments involving true in-office integration.

The 2008 Medicare Proposed Physician
Fee Schedule, for example, contained com-
mentary by CMS expressing concern that
the IOASE was being inappropriately used
for services that were not closely connected
to the physician’s practice.

At that time, CMS solicited comments on
potential changes to the IOASE, including
whether certain DHS should be excluded
from the exception, whether the location re-
quirements of the exception should be tight-
ened, and whether the exception should be
available for specialized services involving
equipment owned by non-specialists.

CMS, however, has not introduced a formal
proposal to materially restrict the scope of
the IOASE, and any revisions to the IOASE
will require a future notice of proposed rule-
making with provision for public comment.

CMS has noted that any future rulemak-
ing will present a coordinated, comprehen-
sive approach to accomplishing the goals of
minimizing the threat of program abuse
while retaining sufficient flexibility to en-
able arrangements that satisfy the require-
ments and intent of Stark.

In a related matter, recently CMS took a
relatively flexible position when it finalized
the AMR, which applies to many common di-
agnostic imaging arrangements.

The original AMR proposals would have
placed restrictive payment limitations on a
significant number of such arrangements.

In the form the AMR was adopted, if a
physician group is willing to exercise certain
operational flexibility, substantially all of its
diagnostic imaging arrangements that are
structured to comply with the IOASE can be
structured in a manner that does not implicate
the AMR’s restrictive payment limitations.

Shared space still OK

Further, under the AMR, CMS permits
the use of shared space imaging arrange-
ments between physicians that occur in the
“same building”. CMS did caution that it
may issue proposed changes to the IOASE in
the future, but expressly noted that it had
been asked to consider, and rejected, a com-
plete elimination of the IOASE.

Recently, CMS has also promulgated some
significant federal Stark regulatory changes
that impact diagnostic imaging arrange-
ments. These include eliminating the use of
“per-click” fee and percentage-based payments
in space and/or equipment leases when the
payments reflect services provided to patients
referred between the parties.

Notably, however, these changes do not pro-
hibit the overwhelming number of common
diagnostic imagining arrangements that are
structured to comply with the IOASE.

In yet another attempt to target certain

IOASE diagnostic testing arrangements, in
2008, CMS introduced a proposal that would
have required any physician furnishing in-
office diagnostic testing services to enroll as
an IDTF.

The result would have been that these
practices’ diagnostic imaging operations
would be subject to most IDTF performance
standards.

If adopted, this proposal would have elim-
inated physician practices’ ability to share
diagnostic imaging and other testing equip-
ment and facilities, even if located in the
“same building” as defined under Stark.

As a practical matter, this proposal also
would have resulted in a significant decline
in the number of physician practices that
furnish diagnostic testing services to their
patients. Notably, CMS declined to imple-
ment this IDTF proposal.

However, CMS did finalize its earlier pro-
posal to require mobile IDTF's to enroll and
bill Medicare directly for the TC services
that they provide.

Implementation of this final rule appeared
to prohibit many common arrangements in
which mobile entities lease diagnostic testing
equipment and technicians to physicians who
furnish and bill for such tests in their offices.

In a noteworthy development, CMS post-
ed a frequently asked question on its Web
site clarifying that companies that merely
lease or contract with a Medicare provider
for non-physician personnel and/or equip-
ment (but do not provide physician supervi-
sion) are not required to enroll and directly
bill for such services.

CMS noted that it continues to evaluate
these arrangements.

Nonetheless, absent further guidance
from CMS to the contrary, the common im-
aging paradigm whereby a physician leases
equipment and non-physician personnel
from a mobile leasing entity can continue to
bill for these services, provided that the
physician group supervises the service and
otherwise complies with the IOASE.

The current state of the IOASE

In recent years, through a serious of propos-
als, CMS has heightened its focus on certain di-
agnostic imaging arrangements, including
arrangements structured in compliance with
the IOASE.

However, despite these proposals, the
IOASE remains intact as the statutory ve-
hicle that permits physicians to furnish di-
agnostic imaging services in their offices.

Physicians furnishing in-office diagnostic
testing services should remain attentive to
potential future regulatory changes that
might further restrict the scope of the IOASE.

As a result, parties to such arrange-
ments should consider inclusion of well-
designed strategies to unwind or restruc-
ture these transactions if regulatory
changes preclude physicians’ participation
in such arrangements.

At this point, however, the prevailing
thinking among industry insiders is that
near-term elimination of the IOASE remains
a remote prospect.

The MMSEA has teeth.

The reporting requirements are reinforced by a
penalty of $1,000 per day, per claim.Imagine the
devastating impact of missing a single reportable

event, only to have it discovered a year later
when the penalty is $365,000.

Reporting

Continued from page 5

Claims that must be reported by an in-
surer or other business entity to CMS in-
clude just about every payment to, or write-
off for, the benefit of a Medicare beneficiary.
The key here is that the claim must arise out
of some injury to an individual, as the pre-
cise language in the rules for reporting
refers to “the injured party.”

However, payments made by a business to

Medicare beneficiaries who did not receive
medical care in relation to the events al-
leged in a claim, such as claims solely for
property damage, do not have to be reported.

Although avoiding reporting by allocating
a medical payment of a Medicare beneficiary
to property damage is enticing on the sur-
face, if there is any potential of liability for
medical expenses released by the payment,
the allocation will not absolve a RRE from
the reporting responsibility.

Erring on the side of reporting is recom-
mended due to the possibility of significant

fines if Medicare disagrees with the allocation.
As such, any business that reasonably an-
ticipates the need to report under this
statute must register with CMS between
May 1, 2009, and Sept. 30, 2009. Once regis-
tered, test files can be submitted until
March 31, 2010, to work out any difficulties.
After testing is complete, “actual” report-
ing is scheduled to begin April 1,2010. Once
actual reporting starts, reports must be sub-
mitted each quarter thereafter (even if there
is no payment to report for that quarter).
Greater awareness will be required as to

which patients are potential Medicare bene-
ficiaries, especially when managing claims
or even debt collections and bill write-offs.

Clearly, the law will necessitate more co-
operation of physicians, hospitals, insurers
and attorneys to avoid the potentially costly
mistake of not reporting.

Moreover, whether or not a provider or-
ganization is a RRE, the requirements of
the MMSEA will likely mean increased time
and costs arising from intensified enforce-
ment of the Medicare Secondary Payer law.

So get ready!
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Personal health records — are you prepared?

Since 2006, the Centers for Medicare and
Medicaid Services (CMS) has engaged in a
number of pilot projects to encourage
Medicare beneficiaries to take advantage of
Personal Health Records (PHRs).

The focus has always been to allow users
more control over their medical information,
as well as to communicate better with their
health care providers, and ensure medical
care is provided more efficiently.

A PHR, although it may or may not be
electronically formatted, is a consumer-
driven compilation of medical and related
records, which a patient maintains and con-
trols. Some of the items in a PHR include
health history, medications, health insur-
ance information and laboratory test results
to name a few.

In July 2006, CMS sought to test the feasi-
bility of integrating Medicare claims history
information with other Internet-based tools.

CMS contracted with ViPS health care
consulting company (using the WebMD tool)
and Capstone Government Solutions (using
the SharedHealth tool) to accomplish its
goal. The pilot was successful in proving the
feasibility of using Medicare claims data to
populate PHRs, and in 2007 and 2008 addi-
tional CMS pilot studies were undertaken.

PHRs assist health care providers.
For health care providers, having access to

a patient’s PHR may be very useful in pro-

viding information in a timely manner, par-

ticularly if the patient has a complicated
medical history and sees numerous medical
specialists.

By having all information, consultations,
and laboratory results in one place, time is
saved in gathering necessary medical informa-
tion, provided the PHR contains complete and
verifiable health and medical information.

If that is the case, a PHR is valuable in:
¢ Providing information to new caregivers.
e Allowing health care providers and

patients to knowledgably discuss health

issues.

e Providing easy access to health
information when traveling.

e Accessing the patient’s health information
when physician’s offices are closed.

e Recording a patient’s progress toward
specific health-related goals.

e Referencing physician instructions,
prescriptions, allergies, medications, and
insurance claims.

e Tracking appointments, vaccinations,
and numerous other wellness health care
services.

[ [ ]
Clinics
Continued from page 3

cians and state regulators have
expressed concerns about the
quality of care rendered at retail
clinics, the protection of patient
information, and whether clinics
clearly disclose relevant infor-
mation about the practitioners
treating the patients.

There also are concerns that
the relationships between the
clinics and third parties may
not fully comply with health-
care regulatory laws like Stark
and the Anti-Kickback Statute.

Physicians should understand these is-
sues in order to decide how to influence the
development of this popular healthcare de-
livery model.

Fragmented care

Understandably, physicians are concerned
that the use of retail clinics will harm the
patient-physician relationship and lead to
fragmented care.

Physicians in an office setting commonly
use any professional contact with a patient,
even for the treatment of minor ailments, as
an opportunity to address any other health is-
sues that the patient may have. Accordingly,
there is a risk that patients who frequently
receive care at a retail clinic will not receive
this overall beneficial health monitoring.

Even if retail clinics deliver high-quality
care with respect to the illnesses treated at
the clinic, such fragmented health care may
not ultimately be in the best interest of the
patients unless steps are taken to integrate
such care with the care provided by the pri-
mary care physician.

Additionally, since the clinic will not typi-
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The information contained in the PHR
should be used with caution. Because the PHR
is compiled and maintained by the patient, it
may not include pertinent information, may
have outdated information, and my even con-
tain unverifiable medical information.

Patients may avoid revealing embarrassing
information like a history of substance abuse
or sexually transmitted diseases.

Because of these shortcomings, it is impor-
tant that health care providers rely on their
own skills in obtaining good histories from pa-
tients and thorough physical examinations. To
do less than this puts the health care provider
at risk of missing important information nec-
essary for an accurate diagnosis and treat-
ment plan.

Data may be suspect

While asking specific questions will not al-
ways reveal pertinent information, docu-
mentation that such questions were asked
along with the patient’s responses may save
a health care provider from defending a
baseless lawsuit should a patient deliber-
ately withhold information.

Even if patients include allergies and med-
ications in their PHRs, such information may
not be up-to-date. Particularly if patients
have complicated medical histories or cours-
es of treatment, or see a number of specialists,
patients may frequently be adding and dis-
continuing medications from their regimens.

The PHR may not be up-to-date, and
should not be relied upon unless each med-
ication is discussed to determine whether
the patient is currently taking the medica-
tion or if it has been discontinued.

If a patient reports an adverse reaction,
further inquiry into whether the reaction
was merely a side effect or truly an adverse

reaction or allergy is important. Again, any
information gleaned from the history that is
not reflected in the PHR should be docu-
mented in the provider’s medical record.

Patients may include summaries of consul-
tations or test results, without including veri-
fiable information such as the context in which
the consultation took place, and by whom and
why tests were ordered, etc. It is important for
health care providers to only consider medical
information that can be verified.

Information regulated by HIPAA
Often times there is information in a pa-
tient’s PHR that the health care provider finds
useful in diagnosing or treating the patient.
Once such information from the patient’s
PHR is incorporated into a health care
provider’s medical or office record, the infor-
mation will be regulated by the Health Insur-
ance Portability and Accountability Act
(HIPAA). Therefore it is very important that
health care providers requesting copies of per-
tinent portions of a patient’s PHR have a dis-
cussion with the patient regarding whether
such information should be released by the
provider when requested by other health care
providers, insurance carriers, etc. in the future.
Discussions with the patient regarding
how PHR information incorporated into the
health care provider’s medical record should
be used and disclosed in the future, should

-

be documented in the health care provider’s
medical record.

It is then important for the health care
provider to adhere to the directions and
wishes of the patient regarding how such in-
corporated information should be used and
disclosed in the future.

PHRs can come in different formats.
These formats include paper-based PHRs,
Internet-based PHR, or portable storage
PHRs, such as CD-ROMs, DVDs, or USB
flash drives.

It is quite possible that patients will scan
and download the PHR on a CD-ROM or USB
flash drive and ask health care providers to
store PHRs (e.g. USB flash drive) in their office
setting. Providers need to determine if they
have the ability to store portable PHRs and en-
sure their security before accepting them.

No doubt PHRs will become more preva-
lent in the future and achieve their intend-
ed purpose of allowing patients more control
over their medical information, providing
for more open communication with health
care providers, and ensuring care is provid-
ed more efficiently.

To prepare for the future, health care
providers need to ensure that they use PHRs
appropriately, and put in place privacy and
security safeguards for any excerpted PHR
information maintained in the health care
provider’s medical record.

cally have access to the full medical records
of their patients, the NPs will be rendering
care without any knowledge of other factors
that impact treatment of the patient. Thus,
the care rendered may not be optimal, par-
ticularly for high-risk patients.

To some degree, the issue of fragmented
care can be addressed by requiring retail
clinics to send reports detailing the reason
for the visit, diagnosis, and treatment given
to the patient’s primary care physician.

The primary care physician can then fol-
low-up with the patient. In this manner, care
provided can be integrated with the physi-
cian’s own practice.

Scope of care

To avoid having patients treated at a re-
tail clinic, physicians can expand their own
hours into the evening and offer more con-
venient scheduling for patients.

In addition to quality-of-care issues, retail
health clinics also must be careful not to run
afoul of state and federal laws. States have
some control over retail clinics through scope of
practice rules; through existing laws prohibit-

ing the corporate practice of medicine;
and consumer protection laws.

In Michigan, due to the corporate
practice of medicine doctrine, retail
clinics must be owned by a physician,
or the retail clinic must enter into an
independent contractor agreement
with a physician who will act as the
medical director of the clinic. This en-
sures that health care will be over-
seen by the medical director, rather
than the owner of the retail clinic,
which is bound to be either the host
retailer or an affiliate.

In most states, the scope of an NP’s
practice, including prescription writ-
ing authority, is dependent upon
physician supervision or delegation.
In Michigan, “supervision” merely requires
the continuous availability of direct commu-
nications between the physician and the NP
by radio, phone or telecommunication and
does not require the physical presence of the
physician in the same facility.

In addition, the physician must be avail-
able to provide consultation to the NP, re-
view records, further educate the NP in the
performance of the NP’s functions, and pro-
vide predetermined procedures and drug
protocols to be followed by the NP. Thus, the
current “supervision” requirements, which
provide for a very general type of oversight,
may not adequately address the issues
raised by the retail health clinic setting.

Patient protection issues

Patient protection issues arise in two dif-
ferent contexts: false advertising and pa-
tient privacy.

Federal and state false-advertising and
deceptive-trade practice laws can be impli-
cated if practitioners and clinics create the
false impression that a NP is a physician, or
that the NP communicates directly with a

physician to get “approval” for treatment.

Most notably, patients may interpret
statements that the NPs are “supervised” by
physicians to mean that the physician phys-
ically oversee the NPs.

Furthermore, laws that regulate licensed
health care professionals may impose sanc-
tions on NPs who misrepresent the limita-
tions on services they can provide. These
risks can be minimized by clearly conveying
in advertising that patient care is rendered
solely by NPs and without consultation with
a physician prior to providing care.

Protecting patient privacy also is of ut-
most importance. While host retailers may
be tempted to use patient information for
marketing purposes, the Health Insurance
Portability and Accountability Act (HIPAA)
prohibits the disclosure of personally identi-
fiable health information to the host retail-
er without a patient’s consent.

Given the potential for taking advantage
of vulnerable patients, it may be advisable to
prohibit retail clinics from asking for a pa-
tient’s consent to release such information to
the host retailer.

Any physician who decides to own or serve
as a medical director of a retail clinic also
must be cognizant of Stark laws and the
Anti-Kickback Statute, important federal
regulations designed to prevent fraud and
abuse. These statutes will apply to the physi-
cian’s relationship with the host retailer.

Retail clinics can be an important compo-
nent of a health care delivery system that
complements the health care delivered by
physician practices.

There is no doubt that the retail clinic
model will continue to evolve over the next
several years.

Physicians can provide valuable input into
the way this model evolves and influence the
evolution of the retail clinic model so that it
will complement their own practices.
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Pandemic preparedness:
Planning is the best medicine

~
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The 2009 Swine Flu, also called HIN1,
has not run its course. We cannot pre-
dict its final social or economic toll.

At a minimum, it presents a
call to action.

Pandemic planning
is a prudent and cost-
efficient risk and lit- ,-'J
igation manage- ]
ment strategy. It
reduces exposure
to catastrophic fi-
nancial losses and
legal liabilities; pro-
tects employees; pro-
motes continuity of busi-
ness; and guards a
company’s reputation.

A pandemic influenza is dis-
tinguished from seasonal flu. More
than 50 million Americans are sickened by
seasonal flu annually. Approximately 35,000 die.

Seasonal flu is a respiratory illness, transmitted from
person to person, caused by an existing virus. Most people
have immunities to seasonal flus.

Pandemic influenza requires three elements: the virus
is new, i.e., humans have no preexisting immunities; it
causes illnesses or fatalities; and it is transmitted human-
to-human worldwide.

Pandemic planning requires several unique considera-
tions in contrast to basic disaster planning. Pandemics are
akin to a slow motion tsunami, giving companies weeks ad-
vance notice to activate their pandemic plans.

Pandemics are not geographically isolated, but cross
boundaries worldwide. They could cause high levels of em-
ployee absenteeism for prolonged periods.

Adequate remedies such as anti-viral medications or
vaccines likely are not available for months. Pandemics do
not cause property damage. As a result, planning should
be treated separately in a company’s disaster plan.

In the 1950s, the “Asian Flu” killed 2 million people
worldwide, including 70,000 Americans. And in the 1960s,
the Hong Kong Flu killed 1 million people, including
34,000 Americans.

In each pandemic, millions more were sickened.

Health experts contend that pandemic flu strains sweep
the world every 30-40 years. The same health experts pre-
dict that a future pandemic is “inevitable.”

The potential “Bird Flu” pandemic, known as H5N1,
caused the nation and businesses to focus on pandemic
planning for the last several years.

A 2007 survey by the Ad Council on behalf of the De-
partment of Homeland Security’s Ready Business group
found that 91 percent of respondents believe it is “very” or
“somewhat” important for businesses to take steps to pre-
pare for a catastrophic disaster, such as an earthquake,
hurricane or terrorist attack.

However, only 38 percent said their business had an
emergency plan in place in the event of a disaster.

In November 2005, the White House released its “Na-
tional Strategy for Pandemic Influenza.” A year later, it is-
sued its “National Strategy for Pandemic Influenza Imple-
mentation Plan.”

Federal, state and local governments have dedicated

e ""-——_r"//millions of dollars toward pandemic planning. A

new outbreak could overwhelm healthcare capabilities
and cost the nation $170 billion.

The spread of the virus between family members may
cause employees to miss work for prolonged periods to
care for family members.

Global supply chains may be considerably disrupted.

Health care facilities and government services could be
stressed but functional, and closures of community places,
home-quarantine orders and travel restrictions all are
possible.

Additional incentives exist to support pandemic plan-
ning. In today’s economic climate, few businesses are
poised to survive massive losses.

Also, a company’s failed or inadequate plan opens the
door to potential lawsuits rooted in select statutes, such as
OSHA, ADA, FMLA and emerging theories of negligence.

Moreover, directors and officers of companies with failed
or feeble plans face exposure to personal liability for
breaching their fiduciary duties.

Federal, state and local governments will not rescue
businesses during a pandemic; rather, businesses them-
selves must rely upon their plans.

Given these considerations, the White House has urged
businesses to engage in pandemic planning.

Basically, this should include internal infection control
policies, systems for working offsite during a pandemic,
employee education, and implementing hygiene practices
toward reducing the spread of viral infections.

Businesses should establish contingency plans to main-
tain the delivery of products/services amid sustained peri-
ods of employee absenteeism and supply-chain disruptions.

They also should provide avenues for employees to work
from home if officials close schools or restrict nonessential
travel.

It is not too late to start planning or improving one’s
disaster plan.

A good starting point is to retain qualified counsel to
perform a legal audit, under the attorney-client privilege,
to identify gaps.

The planning team may consist of people involved in
business continuity, security, safety, human resources,
travel, legal, production, communications, purchasing,
telecommunications, information technology and risk
management. Audits are conducted case-by-case.
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Good emergency
practices are vital

Inadequate pandemic plans can lead to considerable
but avoidable financial losses, legal liabilities and
tarnished reputations. As a first step, companies are
advised to retain counsel to audit of their plan and, if
necessary, make modifications.

Experts predict a future pandemic is inevitable. If true,
careful planning now is the best medicine. Here are
effective ways to achieve that:

M Establish a planning group responsible for creating
and implementing the company’s disaster plan. The
chain of command should include alternates. The
company should adopt disaster succession
planning, several layers deep.

M Identify key business functions and supply chains
that may represent points of failure and address
these risks (i.e., adding redundancies to each
process).

M Obtain full support from the company’s top
leadership and engage employees. The goal is a
culture of preparedness.

M Review insurance contracts to identify and address
potential gaps in coverage that may arise from a
pandemic event.

[ Review critical contracts for duties and
responsibilities that may continue despite
difficulties during a pandemic. Consider
modifications to standard contract forms, as well as
alternate suppliers in case key suppliers are idled.

M Assess the company’s employment policies (i.e.,
sick leave and reduced compensation policies) in
case of prolonged absenteeism during a pandemic.

M Permit employees to work from home, including
providing broadband connections, work computers
with auxiliary equipment. Conduct a test day every
six months to confirm system operations.

M Create communications systems to keep employees
connected and informed during a pandemic. The
company should connect to credible governmental
Web sites for current, correct information during a
pandemic. One excellent site is
www.pandemicflu.gov, which has links to state and
local Web sites.

M Follow emergency planning protocols in National
Fire Protection Standard 1600, adopted by the
Department of Homeland Security and additional
leading organizations as the appropriate standard of
care for disaster planning.

M Practice the plan and revise it if necessary. Plans
should spend notable time off the shelf. Planning
activities should