
Last year, the National Institutes of Health
(NIH) awarded nearly $16 billion in grants,

cooperative agreements, and contract support to
more than 50,000 scientists at more than 2,000
institutions. Yet, one recent study reported that
15 institutions receiving significant NIH funding
did not even have conflict-of-interest policies.

That’s bad news for research organizations
because, if there is pervasive noncompliance
these days, chances are it’s going to be discov-
ered and the institution likely will pay stiff penal-
ties, warns Debra Fields, chief compliance offi-
cer at City of Hope National Medical Center in
Duarte, CA.

The array of federal agencies scrutinizing this
area includes NIH, the Food and Drug Administra-
tion (FDA), and at least five other federal agencies.
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The Health and Human Services Office of Inspector
General added its name to that list when it highlight-
ed the areas of research and clinical trials in its lat-
est Work Plan. 

The ramifications of noncompliance range from
suspension of institutional research and debar-
ment of investigators to the loss of public confi-
dence and with it the loss of research participants
and funding. It also can lead to congressional
investigations and private civil actions.

Need grows for research
compliance programs

Increased federal scrutiny on compliance with the
research-oriented regulations is driving a need

for the establishment of research compliance pro-
grams, says Debra Fields, chief compliance offi-
cer at City of Hope National Medical Center in
Duarte, CA.

One reason this is more important than ever is
that almost 50% of all research funding now
comes from federal and state grants. Even with
many privately funded grants, Food and Drug
Administration rules will apply.

Wendy Baldwin, director of extramural
research at the National Institutes of Health (NIH),
says that institutional oversight is the only truly
effective route to compliance because institutions
are much more likely to know if they have an
investigator with a conflict that could interfere with
his or her objectivity, even if NIH has not written a
rule about it.

OIG zeroes in on ABNs for
noncovered lab services

According to the Health and Human Services
Office of Inspector General‘s (OIG) latest Work

Plan, practices vary widely when advanced benefi-
ciary notices (ABN) are provided, especially with
respect to noncovered laboratory services. 

The theory is that when a physician waives a
copay, patients are influenced to come back to him
or her. But federal law prohibits providers from
offering any type of “remuneration” to patients, and
this includes waiving copays. The OIG now wants
to review the financial impact on both patients and
physicians to see how this is affecting both in the
ABN, said Lori Canady, a senior associate on the
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NIH is scrutinizing numerous areas of research
at academic medical facilities, especially conflicts
of interest and research objectivity issues, says
Wendy Baldwin, director of extramural research
at NIH, where she coordinates activities and poli-
cies of extramural research, which account for
85% of the NIH budget.

Baldwin warns academic medical centers that if
they are not able to have compliance driving “nor-
mative behavior,” they probably are going to fail.
“If the only reason your investigators do some-
thing to comply is because you can cite a line in a
federal rule, your life is going to be miserable,”
she says.

Baldwin says that NIH’s rule on conflicts of
interest goes to the underlying principle that NIH
expects its investigators to be objective in their
research.

“I am worried about investigators that are so
motivated by fame that they might take a short-
cut,” she says. But that is one of the many areas
that cannot be regulated, she adds.

“Management of conflict cannot be done
through a formula,” Baldwin says. The hardest
challenge hospitals will have in this arena is over-
sight of institutional review boards (IRB). “Some of
the reviews of IRBs have made it sound like the
IRBs should be doing reviews of financial conflicts
of interest,” she asserts.

“I think that is going down an inappropriate
path, because you already have someone doing a
review of financial conflict of interest,” says
Baldwin. 

She says it is not necessarily within the skill set
of the IRB, and it creates tremendous problems
on campuses.

Rather, Baldwin says whoever runs compliance
and the IRB should learn to interact when they
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have a case that crosses their boundaries. “I don’t
think moving financial conflict of interest over to
the IRB is actually the solution,” she says.

Developing methods to manage conflicts of
interest helps illustrate how complex these issues
can be. 

“If for some reason, there is a conflict that can-
not be eliminated, it must be managed,” Baldwin
says. “This is where your compliance office and
your IRB need to be talking.”

Public disclosure is one popular method.
Monitoring of the research by an independent
reviewer is another. “Maybe you can put in an
independent observer or speak with the investiga-
tor or other scientists about the project,” she
explains.

Another major threat is possible qui tam rela-
tors, Fields warns. “Employees are becoming
more and more aware of compliance issues and
what’s in it for them if noncompliance is uncov-
ered and the institution has not dealt with it,” she
says.

In the past, she says, disgruntled employees
made accusations about discrimination and sexu-
al harassment. Now the issues that they bring up
deal with research misconduct, fabricated data,
and improper safety logs.

In addition to high-profile cases involving
human-subject protection cases, many others
deal with pre-award and post-award grant admin-
istration issues and the potential expense associ-
ated with them.

Baldwin says NIH is planning to increase its
proactive compliance site visits, which it started in
2001 to help institutions understand what they
had to do to be in compliance. 

She also predicts that later this year, her office
will meet with the General Accounting Office and
medical center executives to provide the research
community with an increased understanding of
NIH’s complex policies.  n
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She says the most important area to examine is
roles and responsibilities. “We know that, in many
cases on institutional campuses, people do not
have a clear understanding of what their role is
and how their role interacts with someone else’s.”

Fields agrees that the most important question
to ask concerning the volume of regulations on
research is where responsibility is assigned for
compliance. “Most institutions have taken a very
fragmented approach to this,” she says. “Many of
the noncompliance issues have come up because
people expect someone else to be worrying about
a certain set of regulations.”

Fields says that when City of Hope took a close
look at all of the assurances and certifications it
was making, it wanted to have proof that it was
complying with all those areas. “We took the
opportunity to look at everything we certify, make a
list, and ask within our organization who is respon-
sible for this,” she reports.

Then a memo was sent to the responsible per-
son, informing him or her about the certification
and asking how that area is monitored to ensure
the organization is in compliance. “That was a very
useful exercise, which enabled us to identify cer-
tain gaps, develop policy in certain areas, and
appropriately assign responsibility,” she reports.

Fields says it also is important to remember that
it is the primary investigator (PI) who personally
takes responsibility on the certification as well as
the institution. “PIs must be reminded of that
because they are mainly concerned with the sci-
ence relating to the award and often will sign these
assurances with blind faith,” says Fields.

There are several good operational reasons to
have a research compliance program, says Fields.
“One of them is just the opportunity to focus on
your entire research enterprise and make sure that
it is functioning as one connected locomotive
instead of several disconnected parts,” she says.

Fields says her organization looked at the Office
of Inspector General’s (OIG) model guidance for
hospitals and other entities and attempted to do
the same for research, to integrate research into
its general corporate compliance program, which
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not only addresses regulatory compliance but also
corporate ethics. 

Here are several more reasons to have a
research compliance program, Fields says:
s It demonstrates a strong commitment to hon-

esty and responsible corporate citizenship to the
community. Fields says this is important with
Medicare billing and especially important for clini-
cal trials. “We need to be good stewards of public
funds and make sure we are treating our human
subjects with the highest possible care,” she says.
s It reinforces employees’ sense of right and

wrong. Fields says a research compliance pro-
gram gives then a structure to address problems
when they find them. 
s It’s cost-effective. “Ultimately, it is cost-effec-

tive because, hopefully, you will circumvent prob-
lems before they happen,” she says.
s It provides a tool for monitoring employee

and contractor behavior to promptly correct any
misconduct.
s Customer service and quality of patient care

are enhanced. “We on the administration side of
our organization try to view our PIs and scientists
as our customers,” Fields says. “We want to make
sure that we are doing everything possible to
administer our research program in such a way as
to make their work as easy as possible.”
s It assists with the mitigation of any sanction

imposed by the government. 
s It’s preferable to waiting for the OIG to impose

a corporate integrity agreement.
s It protects corporate directors from personal

liability.  n

Questions to ask

Wendy Baldwin, director of extramural
research at the National Institutes of

Health, says medical centers should ask them-
selves these questions:
sWho is responsible for financial conflict of

interest? 
s Do they know how to get the information to

deal with it? Do they understand what the poli-
cies and procedures are?
s Do you have something on-line that gives

them some guidance about what to do?  ■
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physician coding team at PriceWaterHouse-
Coopers in Washington, DC, during an audio con-
ference on physician compliance issues spon-
sored by the Philadelphia-based Health Care
Compliance Association Jan. 25.

According to the rule, providers are prohibited
from extending discounts to patients unless the
patients qualify for a financial hardship. Now the
OIG wants to know who is getting the ABN signed
and when it is being signed, especially for non-
covered laboratory services.

Frank Sheeter of the Sheeter Firm in Dallas,
says providers should review guidance from carri-
ers as well as a Program Memorandum on this
subject (MCM 7300.1), which says the purpose of
ABNs is to protect beneficiaries from liability in
denial cases when the services they receive are
excluded from coverage because they are not
medically necessary.

He says there are several scenarios to deter-
mine whether there should be payment when a
service is considered not to be reasonable or nec-
essary. The first is when neither the beneficiary
nor the physician or supplier could reasonably
have been expected to know the items were
excluded. “That is a pretty rare case,” he adds.

The second instance is when the patient did not
know that the service might not be reasonable and
necessary and covered, but the physician did
know. “The physician [who] does not get an ABN
is basically out of luck on payment,” says Sheeter.

“There is beneficiary liability when you have a
properly completed ABN,” Sheeter adds. That
means it is in physicians’ best interest when they
think there is a reasonable chance the carrier will
deny reimbursement to have a properly completed
ABN in the medical record.

Sheeter says some services are never covered,
but other services depend on certain criteria. The
Centers for Medicare & Medicaid Services has an
ABN quick-reference guide available on the
Internet that providers can use, he adds.

He says there also is an issue about whether
ABNs may violate the Emergency Medical
Treatment and Active Labor Act (EMTALA). “If you
are stopping to have these forms filled out instead

of doing an initial assessment of the patient, argu-
ments have been made that you are potentially
violating EMTALA,” he explains.

Sheryl Vacca , a director with Deloitte and
Touche in Sacramento, CA, says it is critical that
everyone is educated on ABN forms. She says the
first thing to look at is whether ABNs routinely
were being used with generic language. “Those
are absolute no-nos,” she warns. “They are not
supposed to be a routine form that is utilized for
each procedure, but rather in gray areas or when
providers are not clear that it would be a denied
service and it is medically necessary.”

Vacca says it also is important to make sure
modifiers are not routinely used. “When you are
auditing and monitoring, it would not be enough
just to look and pull out the claims or encounter
forms that have the modifier on them,” she says
“You also need to look at a cross-reference of the
outpatient claims to identify those where the modi-
fier was not used.”  n

OIG: Physicians unclear 
on home care criteria

Even though physicians are heavily involved in
certifying Medicare home health services for

patients leaving the hospital, hospitals face compli-
ance risks in this area because many physicians
do not understand the requirements.

In fact, 38% report they are unclear on the
Medicare criteria for “homebound,” and just under
half say they are unclear about the definition they
are expected to apply when they certify that
Medicare home health services are necessary,
according to a recent study by the Health and
Human Services Office of Inspector General.

Bill Dombi, vice president of law at the National
Association for Home Care in Washington, DC,
notes that Medicare added several CPT codes to
the physician reimbursement scheme so that
physicians are paid for certifying and recertifying
the Medicare home health care plan of treatment.
However, he says, physicians were fearful
because of some misunderstandings regarding a
provision that could create new penalties for physi-
cians who fraudulently sign care plans that say the
patient is homebound.  n
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