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MEDICARE ENFORCEMENT ACTIONS: THE
FEDERAL GOVERNMENT'S ANTI-FRAUD EF-
FORTS

THURSDAY, JULY 26, 2001

U.S. SENATE,
SPECIAL COMMITTEE ON AGING,

Washington, DC.
The committee met, pursuant to notice, at 10:03 a.m., in room

SD-124, Dirksen Senate Office Building, Hon. John B. Breaux
(chairman of the committee) presiding.

Present: Senators Breaux, Carper, Craig, Collins, and Ensign.

OPENING STATEMENT OF SENATOR JOHN B. BREAUX,
CHAIRBMAN

The CHAIRMAN. The committee will please come to order.
Good morning, everyone, and thank you all for being with us.
I would like to begin the hearing by thanking Senator Larry

Craig for his initiative in this area, started before the changeover
in the Senate. We are still trying to work in a cooperative fashion
in order to complete some of the things that he took the lead on
when he was chairman of this committee, and we will, of course,
continue to try -to make sure that these issues are addressed be-
cause they indeed are very important. I also want to thank the wit-
nesses who will be with us this morning and look forward to hear-
ing their testimony.

I think all of us in the Congress, and I know that I have spent
a great deal of time trying to do whatever is necessary to improve
the Medicare system. It is an incredibly important system that pro-
vides medical coverage to over 40 million Americans, and indeed in
the future, it is going to be increasingly important as the baby
boom generation becomes eligible for this very important program.

The challenges are great. I honestly think that we have to make
major changes in the system. One reason why we have problems
that we are addressing today is because of the fact that the Medi-
care program which was designed in 1965 micro-manages health
care in this country. That is completely and totally unacceptable in
the 21st century as far as I am concerned.

It is ludicrous for members of this committee and others to have
to sit on a regular basis and try to micro-manage how much we pay
for each product that each provider provides to the seniors who are
the beneficiaries. We cannot continue to do that.

(1)
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When we talk about adding a prescription drug program to Medi-
care, it is truly inconceivable that somehow, Members of Congress
will sit and determine how much we are going to pay for each pill.

Obviously, spending $270 billion a year to medical providers to
serve the needs of the beneficiaries is very complicated. There are
bound to be mistakes. Any time you have that much money on the
table, there are also bound to be people who will try to scam the
system-and some have done it very successfully.

It is interesting that we have had people testify before this com-
mittee who have actually had to be let out of the penitentiary in
order to come and testify, because they have fraudulently misused
some of the programs that the Government and the taxpayers pro-
vide to serve the needs of people who have health concerns.

That is not to say that that is reflective on the providers at-large.
There are literally millions of providers who play by the rules,
abide by the rules, and provide top-quality medical services to the
people of this country. American hospitals, home health care pro-
viders, durable medical goods suppliers all, by and large, play by
the rules.

The question is how do we enforce the rules, and the subject of
the hearing today that Senator Craig has laid out addresses some
of these very important questions.

There have to be rules, and the rules have to be enforced, be-
cause if we do not do that, we will obviously have chaos. So the
question is how do we enforce the rules in a way that is fair to ev-
eryone and ultimately fair to the beneficiaries and to the taxpayers.
That is the challenge.

I would now like to recognize Senator Craig for any comments
that he might have.

STATEMENT OF SENATOR LARRY E. CRAIG
Senator CRAIG. Mr. Chairman, again let me thank you and your

staff for facilitating this hearing and working with myself and my
staff and the work that had been done prior to you becoming the
chairman and being willing to move forward on the issue of Medi-
care enforcement.

Let me make it clear this morning that we must continue to de-
vote significant resources to combatting fraud in Medicare pro-
grams. Those who violate the public trust I think have to be pun-
ished to the fullest extent of the law.

Chairman Breaux has already outlined, I think, the complex
character of this issue and the fact that it is a substantially large
ticket item.

Having said that, however, I believe it is equally important that
we also take a step back and seriously evaluate the full effects,
both good and bad, of our Medicare enforcement efforts. I know of
no other person in the Senate who has devoted as much time to
making Medicare work as has John Breaux. Now I am committed,
as are many others, to working with him to have a positive, func-
tioning program for those who are eligible and participants in it.

I began to listen to my seniors in Idaho as they expressed to me
their deep concern and the difficult time they were having finding
doctors who would accept new Medicare patients.
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Physicians in turn generally identified three major reasons for
limiting Medicare participation-first, the complexity of Medicare
regulations; second, the alleged concerns about payment rates; and
third, the alleged unfairly aggressive enforcement activities of Fed-
eral agencies.

Providers tell me they are deeply fearful of exposing themselves
to zealous audits or dramatic penalties for innocent errors-errors
which frequently result, ironically enough, from the very complex-
ity of the Medicare rules being enforced. We want them enforced,
but in the process, as Senator Breaux has said, we have made
them so complex in the business of micro-managing that they may
now be the problem.

Specifically, I have been hearing from physicians and other
health care providers in my State who are simply overwhelmed by
the documentation required for the Medicare program. Many are
also now so terrified-and that is the word they use-of being
caught up in an audit or enforcement action, that they are spend-
ing significant resources, both in terms of money and time, on com-
pliance which has become a very major part of their time.

Compliance officers, consultants, attorneys, internal audits, end-
less documentation-these represent resources diverted from pa-
tient care. I think we need to fight genuine fraud-there is no
question about it, and the chairman and I have no disagreement
there-but we also need to care for the provider making the good
faith effort to comply with the law, and we should provide an envi-
ronment where the provider does not have to live in fear or chooses
to not care for the patients that he or she might otherwise have
within their health care system.

Through these inquiries, I hope the committee can begin to as-
sess whether fear of overzealous enforcement is justified. If it is,
we will correct the problem. If it turns out that the providers' con-
cerns are overblown, I want to hear that. I think all of us are here
this morning to listen to the witness panel that this committee has
assembled.

We need to take a hard look at the incentives that exist in the
system and ask whether they place too much emphasis on money
and collection and not enough on combatting true fraud.

We also need to look at overlaps of the authority exercised by
various Federal enforcement entities, principally, CMS, the HHS
Inspector General, and the Department of Justice. Where is this
overlap helpful, and where is it duplicative or even coercive? Where
does there need to be more coordination among the agencies?

I am very pleased that the GAO is among our witnesses here
today. They will discuss the work that they are doing currently.
Following this hearing, I hope to work closely with John and the
committee and to engage with GAO in expanding and deepening
the inquiries on these important issues.

Mr. Chairman, enough said. I am pleased that our colleague,
Susan Collins, has joined us this morning. This is an issue that is
critical. We now have a Secretary, Secretary Thompson, who an-
nounced last week that he is forming a group of experts to look into
ways in which we can reduce the burden on providers without in-
creasing costs or undermining the quality of care. I am confident
that if we work together collectively as a team, this administration,
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this committee and our staffs, and certainly CMS and others, can
solve this problem.

Thank you.
The CHAIRMAN. Thank you, Senator Craig.
Senator Collins, do you have any opening comments?

STATEMENT OF SENATOR SUSAN COLLINS
Senator COLLINS. Thank you very much, Mr. Chairman.
Senator Craig, first let me apologize for swiping the microphone

from you prematurely. I thought that was your last sentence.
[Laughter.]

Mr. Chairman, Senator Craig, let me start by applauding both of
your efforts to strengthen the Medicare program by ensuring that
the Medicare trust fund is protected from those who engage in
fraud and abuse.

Under my chairmanship, the Permanent Subcommittee on Inves-
tigations undertook an extensive investigation and held several
days of hearings over a 2-year period on the issue of Medicare
fraud. What we found was truly alarming. In one instance, we
found that career criminals posing as health care providers were
responsible for as many as 169 sham medical entities, billing for
services and equipment that were either never provided at all or
were not medically necessary.

We found cases of criminals who posed as health care providers,
stole beneficiaries' numbers, and then billed Medicare for literally
hundreds of thousands of dollars.

What was most striking to me, however, in those hearings was
the testimony of one felon who said that he used to be a drug deal-
er, but he turned to Medicare fraud because it was much more lu-
crative, much easier, and much safer. That was really startling tes-
timony.

According to the most recent report issued by the Office of In-
spector General, in fiscal year 2000, waste, fraud, abuse, and other
improper payments drained almost $12 billion from the Medicare
trust fund in fiscal year 2000. I know we would love to have that
money as we are working on Medicare reform and prescription
drug coverage.

I want to indicate that that figure is certainly an improvement-
a few years ago, it was up to $23 billion in improper payments-
but it is still a staggering amount of money and far too high.

Those who commit Medicare fraud hurt legitimate health care
providers, cost taxpayers vast sums of money, weaken the Medicare
trust fund, deliver substandard services, and endanger our elderly
by not providing needed medical treatment.

However, I think it is very important to note-and Senator Craig
has made this point-that the vast majority of health care provid-
ers are dedicated, honest professionals whose top and indeed only
priority is the welfare and health of their patients. They too are
just as appalled as we are by outright criminals and unscrupulous
providers who steal millions and indeed billions of dollars from the
Medicare program.

Sometimes errors-outright errors, not fraud-do occur, and we
must not harm those health care providers who inadvertently com-
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mit billing mistakes. This is a complaint that I hear from the phy-
sicians in my State regularly.

It is vital that those at the Centers for Medicare and Medicaid
Services be able to distinguish between honest and innocent billing
errors and outright fraud. It is also important that Government
agencies responsible for fighting Medicare fraud coordinate their ef-
forts to avoid unnecessary duplication and that those providers who
have been accused of billing improprieties have an opportunity to
appeal those decisions in a timely manner.

Moreover, it is imperative that the Centers furnish health care
providers with the necessary tools to make certain the claims they
submit are correct. I hear numerous complaints about the complex-
ity of regulations and guidelines, and physicians and other provid-
ers have told me that sometimes they simply cannot even get an
answer from the agency, no longer known as "HCFA"-I under-
stand you get fined in the Department if you call it by its previous
name. The point is that the Medicare program and its regulations
have become increasingly complex, and it is simply not fair to hold
a provider who is trying to comply with the law and the regulations
accountable if the agency has not properly disseminated the rel-
evant information, and given the kind of guidance that providers
are seeking.

I am very pleased that the new administrator, Mr. Scully, who
is with us today, as well as Secretary Thompson, have expressed
their intent to improve efficiency and expand educational outreach
and work more closely with providers.

I also believe that we need some legislative reforms in this area,
and I am pleased to be a cosponsor of the Medicare Education and
Regulatory Fairness Act.

Protecting the Medicare trust fund from unscrupulous individ-
uals is a serious responsibility. We must strike the right balance.
We must not be overzealous in our efforts and harm innocent pro-
viders in the process while ensuring that those who would rip off
the Medicare fund are dealt with severely.

Thank you, Mr. Chairman, Senator Craig, for holding these hear-
ings, and I appreciate the opportunity to give this statement.

[The prepared statement of Senator Collins follows:]

PREPARED STATEMENT OF SENATOR SUSAN COLLINS

Mr. Chairman, I applaud your efforts to ensure that the Medicare trust fund is
protected from those that seek to unjustly enrich themselves by means of fraud and
abuse. Under my chairmanship, the Permanent Subcommittee on Investigations
conducted an extensive investigation into the abuses of Medicare. In one instance,
we found career criminals posing as health care providers that were responsible for
as many as 169 sham medical entities billing for services and equipment that were
either not provided or not medically necessary.

According to the most recent report issued by the Office of Inspector General for
the Department of Health and Human Services, in fiscal year 2000, waste, fraud,
abuse, and other improper payments drained almost $12 billion from the Medicare
trust fund in fiscal year 2000. While that figure is certainly an improvement from
the $23 billion in improper payments that the Inspector General reported a few
years ago, it is still a staggering amount of money, and far too high.

Those who commit Medicare fraud drive legitimate providers out of business, cost
tax payers vast sums of money, deliver substandard services, and endanger our el-
derly by not providing needed treatment.

However, as I have pointed out on numerous occasions, the vast majority of health
care providers are dedicated, honest professionals whose top priority is the welfare
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of their patients. They, too, are surely appalled by the unscrupulous providers and
others who take advantage to steal millions of dollars from the Medicare program.

Sometimes errors do occur and we must not harm those who inadvertently com-
mit billing mistakes. It is vital that those at the Centers for Medicare and Medicaid
Services (CMS) be able to distinguish between innocent billing errors and fraud. It
is also important that the government agencies responsible for fighting Medicare
fraud coordinate their efforts to avoid unnecessary duplication, and that those pro-
viders who have been accused of billing improprieties have an opportunity to appeal
those decisions in a timely manner.

Moreover, it is imperative that CMS furnish health care providers with the nec-
essary tools to make certain that claims are submitted correctly. The regulations
and guidelines of the Medicare program have become increasingly complex, and it
is unfair to hold providers accountable if the agency has not properly disseminated
the relevant information. Thomas Scully, CMS Administrator, has expressed his in-
tent to improve efficiency and expand educational outreach at the agency, and I look
forward to his testimony.

Protecting the Medicare trust fund from unscrupulous individuals is a serious re-
sponsibility but we must not be overzealous in our efforts and harm innoncent pro-
viders in the process.

Mr. Chairman, thank you for holding this morning's hearing.
The CHAIRMAN. Thank you very much, Senator Collins, for your

involvement and participation and your observations.
We are pleased to welcome as our first witness the Administrator

of CMS, the Center for Medicare and Medicaid Services, Mr. Tom
Scully. We deal with Mr. Scully on a regular basis both in the Fi-
nance Committee and obviously on this committee as well.

Previous to his service as Administrator, Mr. Scully was head of
the Federation of American Hospital Associations, representing pri-
vately owned hospitals in the country. I think that that knowledge
and experience will be helpful in the position that he holds now.

We are delighted to have you appear and look forward to your
testimony, Mr. Scully.

STATEMENT OF THOMAS SCULLY, ADMINISTRATOR, CENTERS
FOR MEDICARE AND MEDICAID SERVICES, U.S. DEPART-
MENT OF HEALTH AND HUMAN SERVICES, WASHINGTON, DC
Mr. SCULLY. Thank you, Mr. Chairman, and Senators Craig and

Collins, for having me here today.
I have worked with all of you for years, especially Senator

Breaux, I think, since I was in the first Bush Administration trying
to reform the health care system and make Medicare better. I am
glad that, after a long sabbatical, I have been able to come back
to the Government, and I look forward to working with you.

I have, in fact, become one of the bigger creditors in the Depart-
ment, because I think I owe the Secretary a couple hundred dollars
for slipping back into "HCFA" myself. I have to pay him a buck
every time I refer to it as "HCFA"-but I am getting better.

Anyway, one of the first steps we took-and I will return to the
fraud, and in my view, balance, as Senator Collins mentioned, is
the key on that issue-but I want to run through some of the
things that we have changed at CMS, the agency formerly known
-as HCFA, and why we have made some of the changes and some
of the things that we are actually doing.

Secretary Thompson, as you all know, was probably one of the
great HCFA-haters of all time, because as Governor of Wisconsin,
he was pretty frustrated and had a very bad experience, he felt,
with HCFA on Medicaid issues primarily. But he is a very open-
minded and creative guy, as you know, and one of the best things
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he did, before I was even confirmed, was to come up and spend a
week at the then HCFA, now CMS, with me in Baltimore. And he
found out what I already know, which was that the people up there
are actually very dedicated and very good. They really know the
programs, they work hard, and they really do try to do the right
thing. But after years and years of pounding, for a variety of rea-
sons, some deserved and some undeserved, they became kind of in-
sular, and they are not particularly good at explaining what they
are doing and what their policy rationales are.

We are going to push hard to change that, but one thing the Sec-
retary felt strong about, from going up there the first week, was
that HCFA's people are good, they do a good job, much better than
he had expected, but HCFA has a lot of baggage, and he felt, as
did I, that very few people outside the Beltway knew what HCFA
was. The States know Medicare; seniors love Medicare; nobody
liked HCFA. It is a small first step, but we felt that if you are try-
ing to change the image of the agency, both internally in the way
people think about the agency, and externally in the way the coun-
try thinks about the agency, that changing the name was a good
idea.

We did seven focus groups around the country. We had an em-
ployee contest within the agency, and came up with "Centers for
Medicare and Medicaid Services," because that is what we do-we
provide services in Medicare and Medicaid-and we think that that
is more representative than HCFA. But deserved or undeserved,
HCFA had a bad name, and we think "CMS"-it may not help us
a lot, but at least it is a little breath of fresh air to get a clean start
and try to show that we are determined to change the agency.

It is a big agency. The budget of the agency, if you combine
Medicare and Medicaid, is $470 billion this year, which is pretty
big. The Medicare program alone is $240 billion. So it is a big ship
to turn, it is not easy to do, it is a complex program, but we are
determined to do it.

I just want to run through a few things before we get into the
fraud issues that we are focused on doing. In addition to concerns
about overzealous fraud efforts, we found a lot of concern about the
perception that CMS is insensitive and the program is insensitive,
to the issues that your hospitals, your seniors, your doctors, and ev-
erybody around the country raise. We have tried to make big ef-
forts to address that.

There are three efforts that the Secretary announced last week,
and the Ways and Means Chairman, which I have worked with
them on. The first is basically to improve outreach outside the Belt-
way, the second is to improve outreach inside the Beltway, and the
third is to stir up a little more creative thinking within CMS.

It started out with the Secretary going to do field hearings, and
it ended up with me going to do field hearings. We are going to
start later this month doing outreach field hearings around the
country-we have already scheduled three in late August in Mon-
tana, Arkansas, and Chicago-and we will continue to do that as
long as I can remain married and have a family. We want to spend
a fair amount of time out there, trying to talk to people outside the
Beltway, to tell them what we are trying to do at CMS, make a
much bigger effort to hear what their problems are and how they
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want to fix the agency, and to talk to people who actually run fa-
cilities, and doctors who actually have to practice under these
guidelines, to figure out things that we can fix day-to-day.

The second, which we also announced last week, are seven what
we call our "open door policy groups." There is one each for physi-
cians, hospitals and rural health, long-term care, health plans,
nurse and allied health professionals, home health and hospice,
and ESRD and dialysis. In each of those groups-we had initial
meetings last week-we are going to try to meet with everybody in-
volved. For instance, I picked the long-term group to chair myself-
I will be involved with all of them-but I met last week, in the first
meeting, with Ray Scheppach, who is executive director of the
NGA, who will co-chair that group with me; with Chip Groveman,
who runs the biggest nursing association; with the SEIU, which is
the biggest nursing home union; the AARP, whom I have a great
relationship with and work with every day.

That was the beginning of figuring out how we can broaden the
scope and get virtually everybody with a significant interest in
long-term care to sit in a room and talk about what we can work
out. As you all probably know, it is not often that the nursing
homes and their unions agree on things, so my expectation here is
not to fix long-term care reform-although I hope that will be an
issue and we will talk about it-but day-to-day, there are lots of
problems with nursing homes, hospitals, and dialysis clinics that
we can fix, and there are lots of burdens that we put up, as an
agency, that we can tear down and make better.

So my goal is to get everybody around the table with all the dif-
ferent groups in Washington, come up with issues that we can fix,
and methodically churn through them and fix them. If we can get
to bigger reform issues, terrific, but day-to-day managing the agen-
cy more efficiently, reducing the burdens, and finding the right bal-
ance on a regulatory basis, is clearly the goal here, and I think it
will work.

As a former Hospital Association CEO, I sat around with the
AHA and the Catholic Health Association, the public hospitals, and
all the other groups every week and talked about our issues, and
somebody would eventually wander over to CMS/HCFA and talk to
them about it. So my view was why not have HCFA and CMS in
the room with these groups to begin with to understand their prob-
lems up front and try to resolve them as they come up. I expect
that it will work-I do not see why it cannot-but it is going to be
an effort to engage every group from the providers, patients, sen-
iors, across the board earlier in our decisionmaking process and
find out what we can fix for them.

Third, the Secretary announced that he wanted to put together
a group of internal folks in CMS to get the CMS staff to start com-
ing up with new ideas to reduce regulatory burdens, or at least
make them better where they should be, and fewer where they
should be. I think some people perceive that as "We are from the
Government, and we are here to help you." That is not going to
happen. We do have terrific staff, but to make sure that I drove
them to more creative ideas, I recruited a doctor who ran the Alex-
andria Hospital emergency room for years and now is an actual
practicing physician in Northern Virginia, running an emergency
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room every day, to come and work with us 1 day a month, and he
is going to chair that group to try to push our employees. He has
to actually go back and explain to his doctors and nurses and hos-
pital colleagues every day what he has come up with. His name is
Bill Rogers, and he is a long-time practicing physician in this area,
and he actually has to go back and run his emergency room every
day. So I hope that the combination of him coming in and meeting
with some of our more creative employees, and bringing back his
ideas every day, will get their juices going to come up with -some
new ideas to reform the agency and make it work better.

We have also announced streamlining the regulatory process. In
another career, after I was thrown out of Government the last
time, I was a health care lawyer, and I know that I was paid rath-
er outrageous sums to read The Federal Register every day to fig-
ure out what was going on. So one of my other ideas, which we
have also implemented, is that we are going to put out a compen-
dium of all the HCFA regs once each quarter. So for instance, in
the fourth quarter this year, we are going to publish a list of every-
thing that is going to come out in that quarter-if it is not on that
list, it will not come out-and then, one day a month, we will pub-
lish all of our rules in The Federal Register, so that if you are a
provider, or a physician, or a hospital, or a nursing home-anybody
who is interested in what CMS is doing across the board-one day
a month, you will have advance notice of what the regulatory agen-
da is, and you will only have to look in The Federal Register one
day a month to figure out what is coming. It is a small reform, but
I think the perception of the outside world, fairly or unfairly, is
that CMS/HCFA has had regulatory strafing runs, and you have to
hire a full-time law firm just to follow what we are doing. So the
effort here is to reduce that effort.

As far as responding to other needs, I think I have spoken to all
of you individually at various times. When I came into OMB, I was
the health care person at OMB in the White House in the last
Bush Administration for 4 years, and I remember when I got there
in 1989, I said "The Medicare contractor system is outrageous. We
have 72 contractors. How can anybody possibly manage this pro-
gram? We are going to get it down to 10." And I failed miserably
and came back 10 years later, and we have 51 contractors.

I think one of the fundamental problems with the Medicare pro-
gram is that we have 51 contractors. It is a construct of 1965. It
is crazy. It is one of the things that drove Secretary Thompson
crazy. When he went up to CMS, then HCFA, and learned how it
worked, he could not believe the way we contracted to pay claims
in Medicare. CMS does not pay claims. It is generally the Blue
Cross plans, Mutual of Omaha, EDS that pay claims for us. It is
a construct of a very antiquated system, and we are determined,
hopefully with your help, to pass contractor reform this year, and
our goal is to work cooperatively with our existing contractors to
find the best ones, to get it down to 18 to 20 contractors nation-
ally-they will probably be the Blue Cross plans-to work with
them on better systems, to work with them on better, more respon-
sive rules for dealing with providers and patients, and to get to a
point where we have good, well-incentivized contractors.
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Medicare contractors, for example, have cost-plus contracts; they
have no incentive-they do not make any money, theoretically-I
do not really believe that, and I do not think anybody else does,
either. It is like the old hospital-based cost system. Theoretically,
you do not have any profit incentive in there, but the reality is that
they shift costs around. But there is very little incentive for our
contractors to really do a good job for us in the long run. We would
like to change that and restructure the Medicare contracting sys-
tem where we can come up with 18 to 20 good, well-motivated,
incentivized contractors that we like, that we work well with, and
give them the appropriate financial incentives to perform for us.
And I think that you will find that in the long run, that may have
as much to do with streamlining and improving the Medicare pay-
ment system as just about anything else.

There is a variety of other things that we are involved in. We
have an educational effort this fall that I will touch on which we
have already announced and the appropriators have supported. We
are taking $35 million from our budget for a Medicare education
campaign for seniors. When I came into the agency, our polling
showed that seniors fundamentally do not understand the Medicare
program. It is not just Medicare+Choice, which Senator Breaux and
I have spent a lot of time on over the years; it is also how to pick
a nursing home, and how to pick a dialysis clinic. All across the
board, the information that seniors have about what to get out of
the program is very limited.

So from October 15 to December 15, we are going to have a $35
million advertising campaign to educate seniors about their choices
and get them to ask the right questions. The reason that number
was picked was because that is what a Presidential campaign
spends in 2 months, so the level of advertising effort that you are
going to see I think is going to be unprecedented, and that is the
goal.

Tied into that, you can imagine that if we tell seniors to ask
more questions, we need to be prepared to answer them, so our
1-800-MEDICARE number is going to be tripled in size. It is going
to go from being 8 hours a day, 5 days a week to 24 hours a day,
7 days a week; and it is going to go from having very basic infor-
mation to having very localized information, so if you call from
Idaho Falls, or from New Orleans, you will reach someone who can
answer your specific questions about where to go to pick a health
plan, how to pick a nursing home, which dialysis center you should
go to, and a lot more consumer information. That is our goal, and
we certainly hope that seniors will be very receptive to finding a
lot more information and a lot more help about how to use their
Medicare program.

This is a program that spends $240 billion a year, as I said, and
we firmly believe that spending $35 million on an ad campaign,
which works out to 90 cents per senior-and I can tell you that,
for better or for 'worse, that is well within what we are spending
on every senior per day it will be a big help in getting seniors more
engaged in the program.

Shifting to Medicare fraud issues-which I know is part of what
you wanted to talk about, and I will wrap up quickly-I was co-
chair with then Deputy Attorney General Bill Barr-and later, I
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guess he was Acting Attorney General-of the Fraud and Abuse
Tax Force in the first Bush Administration when I was at OMB.
And I would say that we were starting to ramp up on our fraud
and abuse efforts at that time and maybe, arguably, could have
done more, but I think some of the things that happened in the last
7 or 8 years were probably positive. When I left the Government
in 1993, Medicare inflation was running about 15 percent, and
Medicaid was running about 18 percent, and there was clearly a
lot of stuff going on in the program that should not have gone on.

On the other hand, I would argue, over the last 8 years, you
could argue that the pendulum may have swung a little too far,
and we need to get it back in balance, and I think this issue is real-
ly all about balance. I have very little desire to preside over double-
digit Medicare or Medicaid inflation again, but Medicare inflation
went from 15 percent in 1993 to negative 1 percent in 1999. There
were a lot of things involved in that, including the 1997 BBA, but
part of it was fraud enforcement, and there is no question that that
had a behavioral impact on everybody in the system. It has also
scared people to death. I personally believe that most providers are
very good people, but there are a lot of people out there who are
doing the wrong thing; and trying to find the balance is, I think,
the appropriate question here.

While I was out of the Government, I was chairman of the com-
pliance committees of two large corporations, and I can tell you
that in one, we spent $25 million putting together a compliance
plan, and in the other one, $30 million. I had a good reaction with
the Federal Government from that. I came in and met with Mac
Thornton and other people in the IG's office, and they gave us a
lot of guidance about how to put together compliance plans, and I
think it was helpful. But the fact is that if you are a good provider,
you do not get a lot of feedback about what you are doing, so the
people who are doing the right thing, following the right incentives,
and doing the appropriate behaviors, really do not get much for it
from the Federal Government, and my own personal view is that
one of my goals while I am here is to find a way to incentivize good
people who are doing the right thing to continue to do it, and to
get appropriate reaction from the Federal Government, and to
focus our resources even more on the many people who are still not
behaving appropriately and are still gaming the Medicare program.

So I think the issue here, as Senator Collins said, is balance; it
is finding a way to keep incentivizing CMS, the Inspector General,
and Justice to go after people who are abusing the program-and
there are clearly quite a few of them-but also to make sure that
people who are trying to do the right thing and are spending a sig-
nificant amount of resources doing that get fair guidance from the
Federal Government and are treated fairly. And that is a tough
balance to come up with.

Mr. Chairman, thank you for having me.
[The prepared statement of Mr. Scully follows:]
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Chairman Breaux, Senator Craig, distinguished Committee members, thank you for inviting me
to discuss the Centers for Medicare & Medicaid Services' (CMS's) work to streamline
Medicare's regulatory processes and our provider and beneficiary education efforts. Many
physicians, health plans, providers, and Members of Congress, have raised concerns about
Medicare's regulatory and paperwork burden and the cost of doing business with the Medicare
program. We can appreciate these concerns, and are taking every effort to identify and address
areas where improvements can be made. Physicians and other health care providers play a
critical role in ensuring that Medicare beneficiaries receive quality health care. We know that in
order to make sure beneficiaries continue to receive the highest quality care, we must streamline
Medicare's requirements, bring openness and responsiveness into the process, and make certain
that regulatory and paperwork changes are sensible and predictable. In the coming months, we
will take aggressive action to meet these critical goals.

In June, Secretary Thompson and I announced that, as a first step in reforming the Medicare
program, we were changing the Agency's name to the Centers for Medicare & Medicaid
Services. The name-change is only the beginning of our broader effort to change the face of the
Medicare program and bring a culture of responsiveness to the Agency. These are not empty
words: creating a "culture of responsiveness" means ensuring high-quality medical care for
beneficiaries, improving communication with providers, beneficiaries and Congress, and
redoubling our education efforts. As we work to reduce Medicare's regulatory and paperwork
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burden, and further improve our provider education efforts, we look forward to our continued

partnership with Congress and the physician and provider community.

BACKGROUND

This year, Medicare will pay approximately S240 billion for the health care of nearly 40 million

beneficiaries, involving nearly one billion Medicare claims from more than one million

physicians, hospitals, and other health care providers. CMS strives to ensure that Medicare pays

only for the services allowed by law, while making it as easy as possible for qualified health care

providers to treat Medicare beneficiaries. We have to carefully balance the impact of Medicare's

laws and regulations on physicians and other providers with our accountability for billions of

dollars of Medicare payments.

Medicare's requirements, as outlined in the law, generate many of the concerns that our

constituents bring to your attention and mine. Of course, there is a genuine need for some rules.

But rules should exist to help, not hinder, our efforts to assist people, help control costs, and

ensure quality, though the rules must remain consistent with our obligation and commitment to

prevent fraud and error. When regulations, mandates, and paperwork obscure or even thwart the

services providers are trying to give, those rules need to be changed. Our constituents, the

Americans who depend on Medicare, and the physicians and other health care providers who

care for them, deserve better. And so I am working with the Secretary to reform the way

Medicare works, making it simpler and easier for everyone involved. We are dedicating

ourselves to listening closely to Americans' concerns, learning how we can do a better job of

meeting providers' needs, and serving them in the best way we can. We also have to ensure that

we focus our efforts appropriately, and that means being less intrusive to the providers who

participate in Medicare and more responsive to the beneficiaries who depend on Medicare.

IMPROVING AGENCY RESPONSIVENESS

As I mentioned, we are taking aggressive steps to bring a culture of responsiveness to CMS.

This culture, this spirit, is rooted in a commitment to compassion and responsibility to

beneficiaries and the physicians and providers who serve them. We intend to reinvigorate the

entire Agency with a spirit of responsiveness to our constituents - to you, members of Congress;

2
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to our colleagues in government here in Washington, and throughout the nation; and to the men,
women, and children our programs protect. To promote responsiveness, the Agency is:

*Creating Senior-Staff Level Primary Contacts for beneficiary groups, plans, physicians,
providers, and suppliers, to strengthen communication and information sharing between
stakeholders and the Agency. We recently designated senior-level CMS staff members as the
principal points-of-contact for each specific provider group, such as hospitals, physicians,
nursing homes, and health plans. These designees will work with the industry groups to
facilitate information sharing and enhance communication between the Agency and its
business partners. The designees will help ensure that each of these important voices is heard
within CMS. I will discuss this effort in greater detail later.

* Enhancing Outreach and Education to providers, plans, and practitioners, by building on
the current educational system with a renewed spirit of openness, mutual information
sharing, and partnership. The Agency is developing and improving training on new program
requirements and payment system changes, increasing the number of satellite broadcasts
available to health care industry groups, and making greater use of web-based information
and learning systems for physicians and providers across the country.

* Establishing Key Contactsfor the States at the regional and central office level. Similar to
the senior-staff level contacts for industry and beneficiary groups, these staff members are
available to work directly with the Govemors and top State officials to help eliminate
Agency obstacles in obtaining answers, feedback, and guidance. Each State now has one
Medicaid staff member assigned to them in the regions, and another in Baltimore, both of
whom are accountable for each State's specific issues.

* Responding More Rapidly and Appropriately to Congress and External Partners by
promptly responding to their inquiries. We are developing an intra-Agency correspondence
routing system, and timeliness standards, to respond more efficiently and promptly to
congressional inquiries. We also are also exploring ways to make data, information, and
trend analyses, more readily available to our partners and the public in a timely manner. In

3
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addition, CMS will make explicit, and widely publicize, the requirements for obtaining data

and analyses from us, including protecting the confidentiality of the data.

REGULATORY REFORM

A culture of responsiveness alone will not alleviate the regulatory and related paperwork burdens

that for too long have been associated with the Medicare program. Thus, the Secretary is

forming a new regulatory reform group to look for regulations that prevent hospitals, physicians

and other health care providers from helping Medicare beneficiaries in the most effective way

possible. This group will determine what rules need to be better explained, what rules need to be

streamlined, and what rules need to be cut altogether, without increasing costs or compromising

quality. To assist this group, we have developed a multifaceted approach, focusing on listening

and learning, which will get us on the right track. This methodical, sector-by-sector approach

will enable us to administer our health care programs as effectively and efficiently as possible.

Under the first aspect of the plan, CMS will conduct public listening sessions across the country

to hear directly from physicians and health care providers away from Washington, DC, and away

from Baltimore, and out in the areas where real people live and work under the rules we develop;

where these people may not have such easy access to policymnakers to share their good ideas and

legitimate concerns. Most of you in Congress have these kinds of listening sessions with your

local constituents on a regular basis. I want to hear from local seniors, large and small providers,

State workers, and the people who deal with Medicare and Medicaid in the real world. I want to

get their input so we can run these programs in ways that make sense for real Americans in

everyday life. We hear from some of these people now, but we want to get input from many,

many more.

I want to hear from the broad range of providers, from those in rural offices and inner city clinics

to the suburban health centers and urban hospitals. I want to hear from the large hospital systems

and the small, two doctor practices and the solo providers. I want input from folks like group

practice managers, physician assistants, and nurses. These professionals who are in the field

every day can give us good ideas that improve our management of these vitally important

programs. This type of input is good for our beneficiaries because regulatory reform will allow

4
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physicians and providers to spend more time caring for beneficiaries, and it will encourage

physicians and providers to remain in the Medicare program.

The second aspect of the plan is to meet with the various health-sector workgroups - these are

the industry folks here in Washington. Some of the people who we hear from the most are the

individual and institutional providers who are dealing with our rules every day. They are the

ones caring for our beneficiaries, and they are the ones filling out many of the forms, trying to

understand the rules, and working to do the things they spent years training to do - making

people healthy. And so the second aspect of our approach will focus specifically on the

collective expertise of the industry groups who represent these physicians and providers,

working with CMS senior staff. We are convening seven health-sector workgroups with a senior

CMS person as each group's principal contact. The purpose of these groups is to suggest ways

that we can improve their interactions with CMS and the Medicare program to reduce regulatory

complexity and burden. For example, the American Hospital Association (AHA) recently

released a report, "Patients or Paperwork: The Regulatory Burden Facing Hospitals." The AHA

found that due to regulatory burden, every hour spent providing actual patient care generates at

least 30 minutes - and sometimes an hour - of paperwork. We need more input like this to

improve our operation of Medicare, so that health care professionals can spend more time

delivering the care for which they were trained, and so that beneficiaries can spend more time

with their doctors and other providers - not in waiting rooms.

Like the physicians, providers, and beneficiaries who live and work with Medicare every day,

CMS staff have dealt with the system for years, and they have suggestions about how we can

operate the Medicare program more simply and effectively. They certainly have heard from all

of you and from many, many providers about what could be fixed. To examine these important

concerns, the third aspect of our plan is forming a group of in-house experts from the wide array

of Medicare's program areas. I am asking them to think innovatively about new ways of doing

business, reducing administrative burdens, and simplifying our rules and regulations, without

increasing costs or compromising quality. Today, providers are forced to spend more time

keeping up with the latest rules and interpretations rather than keeping up with providing patient

care. Frankly, the complexity of the program makes it difficult for those of us who administer it
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to keep up. It is difficult to educate beneficiaries, providers, and our business partners, when

there is so much complex information to explain. This group of experts will develop ways that

we can reduce burden on providers, eliminate complexity wherever possible, and make Medicare

more "user-friendly" for everyone involved.

In no way will we diminish our interest in fighting waste, fraud and error in the Medicare

program. Most physicians, and other providers, are honest and want only to be fairly reimbursed

for the high-quality care they provide; but for the small percentage of people who take advantage

of the system, we will continue our aggressive efforts to protect the funds that taxpayers have

entrusted to our use.

These outreach efforts will allow us to hear from all segments of people who deal with Medicare

and Medicaid, from the beneficiaries and the public at large, to the physicians and providers, to

the CMS employees. We are going to listen to them, and we are going to learn how we can do a

better job. But listening is not enough. Getting together and generating great solutions is not

enough. So we are going to take action. To improve the way we do business, and make

Medicare and Medicaid easier for everyone involved with them, without increasing costs or

compromising quality, the Secretary and I have already announced some important changes and

we plan to announce more in the coming weeks.

STREAMLINING THE REGULATORY PROCESS

In addition to easing the regulatory burden on health plans, physicians, and other providers, we

are working with providers and Congress to streamline the regulatory process. Although the

Agency has made some progress on this front, we still have important work to do. I am

committed to making common-sense changes and ensuring that the regulations governing our

program not only make sense, but also are plain and understandable. The Secretary has made

this a priority for the Department, and I am committed to this effort. Streamlining will go a long

way towards alleviating providers' fears and reducing the amount of paperwork that has all too

often in the past been an unnecessary burden on the providers who care for Medicare

6
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beneficiaries. In the coming months, with the leadership and support of Secretary Thompson, we
will take important steps towards reaching these goals.

As a first step, we will develop a quarterly compendium of all changes to Medicare that affect
physicians, and other providers, to make it easier for them to understand and comply with
Medicare regulations and instructions. The compendium will be a useful document for
predicting changes to Medicare's instructions to physicians and providers, and will contain a list
of all regulations we expect to publish in the coming quarter, as well as the actual publication
dates and page references to all regulations published in the previous quarter. All changes - both
regulatory and non-regulatory - will be treated the same, regardless of whether the change
results in increased or decreased payment, coverage, or reporting burden. The compendium will
be published only at the beginning of a quarter, unless the Secretary or Administrator directs
otherwise. By publishing changes in the quarterly compendium, physicians and other providers
will no longer be forced to sift through pages and pages of the Federal Register - or pay
someone to do it for them - for proposed rules, regulations, and other changes that may affect
them. The compendium will include all program memoranda, manual changes, and any other

*instructions that could affect providers in any way. It will provide predictability, and will ensure
that physicians, and other providers, are fully aware of Medicare changes and that they have time
to react before new requirements are placed on them.

In addition to the quarterly compendium, we will develop a system of electronic rulemaking to
make the rulemaking process more efficient and to reduce the flow of paper between providers
and CMS. Today, in an effort to make updated regulations more readily accessible, we routinely
post them on our website, www.hcfa.gov. These postings coincide with the display of these
documents in the Federal Register and have been well received by providers and other interested
parties. Over the next six months, we will further explore the use of emerging technologies and
the electronic exchange of information, such as posting proposed rules and taking comments on-
line. We will work closely with the provider, plan and practitioner communities, as well as with
Congress and other parts of the executive branch, to better understand their needs as we move
towards an electronic rulemaking environment.
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IMPROVING PHYSICIAN AND PROVIDER EDUCATION

As part of our efforts to reinvigorate the Agency and bring a new sense of responsiveness to

CMS, we are enhancing our provider education activities and opening lines of communication to

our physician and provider partners. The Medicare program primarily relies on private sector

contractors, who process and pay Medicare claims, to educate physicians and providers and to

communicate policy changes and other helpful information to them. Working with the Medicare

contractors, we have taken a number of steps to ensure the educational information that is shared

with physicians and providers is consistent and unambiguous. CMS is responsible for providing

policy guidelines to these private contractors, and ensuring that the contractors then perform their

activities in a timely and accurate manner.

We recognize that the decentralized nature of this system has, in the past, led to inconsistency in

the contractors' communications with physicians and providers, and we have recently taken a

number of steps to improve the educational process. For example, we have centralized our

educational efforts in our Division of Provider Education and Training, whose primary purpose

is to educate and train the contractors and the provider community regarding Medicare policies.

We are also providing contractors with in-person instruction and a standardized training manual

for them to use in educating physicians and other providers. These programs provide

consistency and ensure that our contractors speak with one voice on national issues. For

example, in coordination with the Blue Cross/Blue Shield Association, we developed train-the-

trainer sessions for implementing both the Hospital Outpatient and Home Health Prospective

Payment System regulations, which included a satellite broadcast that was rebroadcast several

times prior to the effective date of the regulation. Following these sessions, we held weekly

conference calls with regional offices and fiscal intermediaries to enable us to monitor progress

in implementing these changes. We are continuing to refine our training on an on-going basis by

monitoring the training sessions conducted by our contractors, and we will continue to work

collaboratively to find new ways of communicating with and getting feedback from physicians

and providers.

Just as we are working with our contractors to improve their provider education efforts, we also

are working directly with physicians and other health care providers to improve our own
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communications and ensure that CMS is responsive to their needs. We are providing free
information, educational courses, and other services, through a variety of advanced technologies.
We are:

* Expanding our Medicare provider education website. We provide a variety of resources
online at the Medicare Learning Network homepage, www.hcfa.aov/MedLearn. MedLearn
provides timely, accurate, and relevant information about Medicare coverage and payment
policies, and serves as an efficient, convenient provider education tool. The MedLearn
website averages over 100,000 hits per month, with the Reference Guides, Frequently Asked
Questions and Computer-Based Training pages having the greatest activity. I would
encourage you to take a look at the website and share this resource with your physician and
provider constituents. We want to hear feedback from them on its usefulness so we can
strengthen its value.

* Providingfree computer and web-based training courses. Doctors, providers, practice
staff, and other interested individuals can access a growing number of web-based training
courses designed to improve their understanding of Medicare. Some courses focus on
important administrative and coding issues, such as how to check-in new Medicare
patients or correctly complete Medicare claims forms, while others explain Medicare's
coverage for home health care, women's health services, and other benefits.

* Creating a more useful Agency website. We are creating a new website architecture and
tailoring it to be intuitive and useful to the physician user. We want the information to be
helpful to physicians' and their staffs' office and billing needs. The same design is being
used in creating a manual of "Medicare Basics" for physicians. We just completed field-
testing the first mock-ups for the project at the recent American Medical Association
House of Delegates meeting. Once this new website is successfully implemented, we
will move to organize similar web navigation tools for other Medicare providers.

In tandem with our efforts to improve physician and provider education, we are also focusing on
improving the quality of our provider customer service. Last year, our Medicare contractors
received 24 million telephone calls from physicians and providers, and it is imperative that the
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contractors provide correct and consistent answers. Now that we have toll-free answer-centers at

all Medicare contractors, the need is cven more pressing. We have performance standards,

quality call monitoring procedures, and contractor guidelines in place to ensure that contractors

know what is expected and so that we can be satisfied that the contractors are reaching our

expectations. This year, for the first time, Medicare contractors' physician and provider

telephone customer service operations are being reviewed against these standards and procedures

separately from our review of their beneficiary customer service. During these week-long

contractor performance evaluation reviews, we identify areas that need improvement and best

practices that can be shared among our other Medicare physician and provider call centers. As a

result of the reviews, performance improvement plans will be instituted when needed, and CMS

staff in our Regional Offices will continue to monitor the specific contractor throughout the year.

We also want to know about the issues and misunderstandings that most affect provider

satisfaction with our call centers so that we can provide our customer service representatives

with the information and guidance to make a difference. To improve our responsiveness to the

millions of phone calls our call centers handle each year, we are:

* Developing Call Center Profiles. Earlier this year, we visited eight of our largest Medicare

contractors to collect information on their operations, their use of technology, their

performance data, their most frequently asked provider questions, and their training needs.

We are now collecting similar information from all of the remaining Medicare call centers

via an online profile. The profiles will be completed by early August, and we will analyze

them to identify additional training needs and other improvements we can make at our

contractors.

* Creating a Customer Service Training Plan. Based upon the call center profiles we have

gathered, we have drafted a Customer Service Training Plan to address the training needs of

our Medicare customer service representatives. This training plan will bring uniformity to

the contractor training, and improve the accuracy and consistency of the information that

representatives give to physicians and providers across the country. Our first training effort

will focus on the widely misunderstood Correct Coding Initiative. Customer service
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representatives will be trained on the language and concepts of coding issues so that they can

properly direct physicians and providers to the best sources of information. We plan to offer

this and other training via a satellite network. We expected to provide training to all of our

contractors this fall.

* Holding Telephone Customer Service Conferences. In March, we held our first National

Telephone Customer Service Conference for Medicare contractor call center managers and

our Central and Regional Office staff. The conference emphasized our goal of making

Medicare customer service as uniform in look, feel, and quality as possible.

* Conducting Monthly Call Center Meetings. We currently hold monthly conference calls

with contractor call center managers and CMS Central and Regional Office staff to identify

problems, give contractors additional information, and increase the accuracy and consistency

of call center service nationwide.

At the same time, we are working to develop effective standards for appropriately meeting the

customer service needs of physician and provider communities we serve. We are:

* Analyzing Baseline Performance Data. Medicare call center managers were required to

report data from October 1999, through May 2001 (and monthly thereafter), on a variety of

performance measures. We are analyzing this data to determine contractors' relative

performance and the impact of the installation of toll free lines on contractor workload and

performance.

* Modernizing Customer Service Representative Workstations To the extent resources

permit, we are looking at modernizing the workstations and other tools used by our customer

service representatives to ensure that they have instant access to the most current information

in responding to provider inquiries.

* Monitoring Call Quality. We also formed a contractor workgroup with CMS staff to review

and improve the scorecard and criteria chart that was used to measure beneficiary telephone
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customer service, so that it also could effectively measure the customer service of our

provider customer service representatives.- This new scorecard, now used by both groups,

places greater emphasis on accuracy of information given in determining the final score.

IMPROVING AND EXPANDING BENEFICIARY EDUCATION

As Medicare requirements frustrate plans, physicians and providers, beneficiaries also have

difficulty understanding the program's benefits and options. We know, from our research and

focus groups, that far too many Medicare beneficiaries have a limited understanding of the

Medicare program in general, as well as their Medigap, Medicare Select, and Medicare+Choice

options. We firmly believe that we must improve and enhance its existing outreach and

education efforts so beneficiaries understand their health care options. In addition, we will tailor

our educational information so that it more accurately reflects the health care delivery systems

and choices available in beneficiaries' local areas. We know that educating beneficiaries and

providing them more information is vital to improving health care and patient outcomes.

With that goal in mind and in an effort to ensure that Medicare beneficiaries are active and

informed participants in their health care decisions, we will expand and improve the existing

Medicare & You educational efforts with a new advertising campaign. We will launch a

multimedia campaign using television, print, and other media, to reach out and share information

and educational resources to all Americans who rely on Medicare, their families, and their

caregivers. We are also:

* Increasing the Capacity of Medicare's Toll-Free Lines so that the new wave of callers to I -

800-MEDICARE generated by the advertising campaign receive comprehensive information

about the health plan options that are available in their specific area. By October 1, 2001, the

operating hours of the toll-free lines will be expanded and made available to callers 24 hours

a day, seven days a week. The information available by phone also will be significantly

enhanced, so specific information about the health plan choices available to beneficiaries in

their state, county, city, or town, can be obtained and questions about specific options, as

well as costs associated with those options, can be answered. Call center representatives will

be able to help callers walk-through their health plan choices step-by-step and obtain
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immediate information about the choices that best meet the beneficiary's needs. For
example, a caller from New Orleans, Louisiana, could call 1-800-MEDICARE and discuss
specific Medigap options in Louisiana. Likewise, a caller from Twin Falls, Idaho, could call
and get options and costs for Medigap or Medicare+Choice alternatives in their areas. If
requested, the call centers will follow-up by mailing a copy of the information discussed after
the call.

Improving Internet Access to Comparative Information and providing a new decision
making tool on the Agency's award winning website, www.medicare.gov. These enhanced
electronic learning tools will allow visitors, including seniors, family members, and
caregivers, to compare benefits, costs, options, and provider quality information. This
expanded information is similar to comparative information already available, such as
Nursing Home Compare and ESRD Compare websites. With these new tools, beneficiaries
will be able to narrow down by zip code the Medicare+Choice plan options that are available
in their area based on characteristics that are most important to them, such as out-of-pocket
costs, whether beneficiaries can go out of network, and extra benefits. They also will be able
to compare the direct out-of-pocket costs between all their health insurance options and get
more detailed information on the plans that most appropriately fit their needs. In addition,
the Agency will provide similar State-based comparative information on Medigap options
and costs.

CONCLUSION

Physicians and other providers play a crucial role in caring for Medicare beneficiaries, and their
concerns regarding the program's regulatory burden must be addressed. Enhancement of our
communication and education efforts is essential to the success of Medicare, and we believe will
ultimately reduce the level of physicians' and other providers' frustration with the Medicare
program, as well as increase beneficiaries' options and satisfaction. We recognize we have a
number of issues to address and improvements to make. We have already taken some critical
first steps, and we are seeking input from the health care community and Congress as we work
towards our goals. I appreciate having had the opportunity to discuss these issues with you
today, and I am happy to answer your questions.
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The CHAIRMAN. Thank you very much, Mr. Scully, for your pres-
entation and for recognizing the challenge that you have in run-
ning an agency as large and as complicated as the CMS system is
and the Medicare program in general.

Hopefully, maybe this year, Congress can actually modernize the
program and bring it into the 21st century and eliminate many of
the problems we have in the program that are statutorily created
by Congress.

Five years ago, GAO said we had about $23 billion in improper
payments. I think the current figure that we use is about $11.9 bil-
lion in improper payments. That is still a huge amount. We in the
Congress are constantly faced with presentations by concerned citi-
zens who have legitimate feelings and will tell us that there is too
much fraud in the program. Others will come in who are providers
and tell us there is too much enforcement. That is the conflict.

The question is how do we eliminate improper payments and at
the same time do it in a proper manner. That is really what we
are trying to do.

My question to start with is do you feel and does the administra-
tion feel that the tools that are currently in place are sufficient to
get the job done. I mean, $11.9 billion is far too much, but it is a
lot less than it used to be, so there are some signs of improvement.
Do you need more tools, do you need different tools, or is what we
have in place now sufficient-and if you could comment on whether
what we have in place now needs to be modified.

Mr. SCULLY. Well, Chairman Breaux, one thing I know from
spending 4 years at OMB is that I do not want to get shot for mak-
ing administration policy. My own opinion is-Janet Rehnquist is
the new IG nominee, hopefully to be soon confirmed; she is some-
one I have known since college, and I look forward to working with
her. I have worked with a lot of the Justice Department folks, in-
cluding Senator Ashcroft back when he was Governor Ashcroft in
Missouri. I think really, the issue about how you appropriately en-
force the fraud laws is a three-legged stool between CMS, and
HHS; Inspector General, and Justice. So I think I would like to sit
down with the three of us and figure out the appropriate strategy.

My personal opinion on this is that I think we have the tools to
do it. I think there has been a tendency-there is no question that
a lot of the fraud and abuse in the program has been cleaned up
in the last few years. I think you can debate about whether $22
billion or $11 billion is legitimate, and what comprises that num-
ber, but there is no question there have been great gains made in
the program.

I would also say, however, that I think the focus in our fraud ef-
forts has generally been on high-profile big systems, and some of
the real problems tend to be getting down to the nitty-gritty of
smaller providers. It is the nature of enforcement efforts to go after
the University of Pennsylvania or to go after a big provider.

In my opinion, a lot of the behavior of the big providers has been
changed for the better. As I said, I was chairman of the Oxford
Health Plan Compliance Committee for the last 6 years-it did not
exist when I came on the board 8 years ago-and I was recruited
to be the chairman of the compliance committee for DaVita Health
Care about a year ago, which did not have one before that. In both
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cases, I spent a lot of money and recruited a lot of people, to put
together very comprehensive compliance plans.

The good news from the last 8 to 10 years is that these compa-
nies did not have compliance plans before. Now they have compli-
ance plans, and they are scared to death, for better or for worse,
of the Government, but they are doing the right thing, and that is
good, and I think that that needs to be incentivized, and we need
to keep doing that.

I personally think that we need to come up with some structure
in the Government, rather than just keeping people scared. The re-
ality is that we have relatively modest enforcement tools. We only
look at a small percentage of the bills coming through the Medicare
program. The number of people we actually go after in the Govern-
ment-if you look at physicians, for instance, I think there were 25
physicians last year who actually had significant action taken
against them. But the perception is that we are scaring people to
death and that we are not giving them guidance. To me, the goal
is to find the people who are doing the right thing, especially some
of these large hospital systems, physician practices, and health
care systems, who are trying to do the right thing, and setting up
significant compliance programs, find a way to give them guidance,
incentivize them to continue to do the right thing and move on to
the next tier of providers who, in my experience, are the ones who
probably have not gotten to the more compliant stage yet. So I
think we are doing a lot.

The CHAIRMAN. There are different approaches depending on the
cause of the improper payments. Some will argue that the bulk of
the improper payments is the result of mistakes that are honest
mistakes by providers. Others will say that it's fraud-they are try-
ing to scam the Government and to cheat the Government, and
they are keeping two sets of books or whatever. Is there any way
to quantify, of the almost $12 billion of improper payments, what
percentage is the result of fraudulent activities on behalf of provid-
ers versus what may be labeled as mistake, confusion, inability to
understand the rules and regulations?

Mr. SCULLY. I do not think I could pick a number out of that.
I would say that the $12 billion-and this is my opinion, and I will
probably have a fun discussion with the IG later-I have always
thought that those numbers were not all that solid, and that is
from my long experience in health care. I think it would be difficult
to show that.

There is clearly a lot of fraud going on in the system, but out of
$240 billion, there's $11 or $12 billion-I would say that probably
a third of that is fraud, and the rest is probably billing mistakes.
And Senator, as you know, if you go back and look at the mid-nine-
ties, some of it was fraud that was incentivized by really bad pol-
icy. If you look at home health, when I left the Government in
1992, home health payments were $3 billion a year; I think they
went up to $18 billion a year by 1997 and then back down to $9
billion. That probably was not rational policy, and we incentivized
a lot of people who probably should never have been in the home
health business to get into the home health business. And if you
look at a lot of the volume of fraud over the years, a lot of those
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people were in home health. Some of that was incentivized by bad
Federal policy.

There is certainly a lot of fraud there, but I believe that some
of the best policies to prevent fraud are capitating programs, going
to things like prospective payment for skilled nursing facilities,
going to prospective payment for rehabilitation hospitals. We went
to prospective payment for outpatient last year. Setting up rules
that are more rational and incentivizing people to have more ra-
tional payment policies has probably the biggest impact, and I per-
sonally think that equally as important as aggressive fraud en-
forcement is to have the Government set up rational payment rules
that make it easier to incentivize people to do the right thing. I
think that methodically, we are going through and doing that and
capitating these programs.

The CHAIRMAN. We went through this on the Finance Committee
in an effort to reform the Internal Revenue Service and how it
interacts with taxpayers in this country and have tried to create
a whole new relationship between the Internal Revenue Service
and the taxpayers so that American citizens are not fearful and
frightened and scared to death of their own Government when it
comes to dealing with it on matters of financial concern.

I daresay we are probably going to hear from some providers that
that is the same kind of fear they have of the Medicare program,
that they live under the constant threat that they are going to be
prosecuted for honest mistakes.

Can you spell out how this administration and the Medicare pro-
gram-what kind of relationship do you think is appropriate with
the providers?

Mr. SCULLY. Well, as you know, Senator, I lived in the provider
world for the last 8 years, both as a lawyer and running a hospital
association. I think the key things with providers-98 percent of
them are trying to do the right thing, and the key thing is to set
rules that are understandable and clear. If you look in the mid-
nineties, you can determine what was fraud and what was not
fraud, but there are a lot of things-I will give two examples.

One is you created DRGs in 1983, and then, people have other
facilities on a cost basis like nursing homes and affiliated home
health agencies. You can incentivize people, but unless you make
the rules extremely clear, they will push the edge of the envelope,
which a lot of people did, trying to shift their costs to their home
health agencies and nursing homes. A lot of the cases of abuse in
the program in the early nineties came from that. I think we solved
a lot of that with new payment policies.

We have a big problem right now which the Justice Department
and the IG are very focused on, and I am very focused on, which
is that we pay-Congress has debated this for years-we clearly on
the outpatient side, pay acquisition costs for devices and average
wholesale prices for drugs that are absurdly high. There is a great
debate on whether that is a kickback by definition or not. That is
a policy issue. Congress has looked at it for years and has not done
anything about it. On the merits, I think there is absolutely no
question that we are overpaying in those areas. Is that a question
of cheating the program? Arguably, it is. Is it a question of bad pol-
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icy that probably should be fixed by Congress? Arguably, I think
it is.

So I guess my No. 1 view is that most providers are trying to do
the right thing. Some of them are going to push the edge of the en-
velope thinking they are doing the right thing, and some are going
to flat out be cheating the program. We need to focus on making
clear rules for people so they know exactly what they are getting,
and I think that is the key with providers; and then, focus on en-
forcement efforts on the small minority of people who are really il-
legitimate and trying to cheat the program.

The CHAIRMAN. Thank you.
GAO will testify later that although CMS has taken positive

steps to move in the right direction with regard to restricting and
ultimately eliminating improper payments, weaknesses in your
communications with providers and your oversight of contractors
still exist. Can you comment on both of those areas?

Mr. SCULLY. Yes. It is a complicated program, and I do not want
to criticize the previous administration. As you know, the previous
administrator is a good personal friend of mine. I think there is an
awful lot of stuff going on with the different budget bills in the last
3 or 4 years. I think there was an awful lot of restructuring that
went on in HCFA that made their lives more complicated. There
were a lot of challenges 2 or 3 years ago, and to be honest, coming
in, my challenges, administrative, with reacting to Y2K, reacting to
the BBRA, may be a little less than they were 2 or 3 years ago.
For whatever reason, I think the perception was that the commu-
nication with providers was not that good. Clearly, that is one of
my No. 1 goals, communication with seniors and providers to tell
people what we are doing.

The CHAiRMAN. I take it the bulk of the communication with pro-
viders is not through CMS and the providers but through your
third-party payers?

Mr. SCULLY. I would say the bulk of it is through third-party
payers, and I think we are making a big effort to improve that
through the FIs and the carriers as well. The bulk of the enforce-
ment is also done with them. The average person in Louisiana who
is running a home health agency is not going to hear from me; they
are going to hear from their local carrier, local FI.

The CIAnuAiiAN. Can you do that without complicating the system
further? Are local providers going to have to deal with CMS on
these disputes as well as with their third-party providers, or can
you consolidate it in a manner that the providers deal with one
contact point on disputes and questions about what are proper pay-
ments? If they are going to have to deal with CMS and with their
third-party provider, is that not more work if that is in fact what
happens?

Mr. SCULLY. Well, I think we have to be clear about what is
going to be paid for and what our rules are; that is the first step.
But if you want to have a frightening experience, you should look
at the appeals process for either seniors or providers from CMS up
to HHS. It is incredibly complicated. Arguably, it was made more
complicated last year by the BIPA changes, and we would like to
work with you to streamline it.

75-039 D-01--2
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The CHAIRMAN. OK If I am a hospital in Louisiana, and I have
questions about whether something is reimbursable and at what
rate it is reimbursable, in the future, is the best way for that prob-
lem to be resolved by having that local hospital deal directly with
CMS, or deal directly with the third-party provider?

Mr. SCULLY. They clearly get information from us about national
program policies, and hopefully, our regional offices talk to them.
But generally, I think every major hospital usually has a very di-
rect relationship with their fiscal intermediary. So almost any hos-
pital in Louisiana probably has a day-to-day relationship with the
fiscal intermediary, which is their contractor, and they probably get
a lot of information from them.

I think the trouble comes, in a lot of cases, when they appeal
cases-whether you are a senior, whether you are a doctor, or
whether you are the hospital, when you appeal, the process is long,
and gruesome, and tortuous, and I think that is where a lot of the
unhappiness in providers comes from.

The CHAIRMAN. On the appeals process, as to what is covered or
not?

Mr. SCULLY. Yes, I think that is probably right in most cases.
The CHAIRMAN. Are you planning to change that in any way, and

if so, how?
Mr. SCULLY. I would love to change that with your help this year,

as would the Secretary. We have some proposals that we are talk-
ing to people on the Hill about in regard to streamlining the proc-
ess. Most of our appeals eventually come up through ALJs, bene-
ficiary appeals, that actually work for the Social Security Adminis-
tration, and the Inspector General-who I hope will bring it up
today-has been supportive of us saying that we should phaseout
those ALJs-probably 10 to 15 percent of the Social Security ALJs
is Medicare claims. It is not their primary focus. There is an enor-
mous backlog. People are very frustrated by it. I would like to find
a happy way with the Social Security Administration to phase our
ALJs out of Social Security and put them in Medicare, with people
who actually focus on Medicare appeals on a daily basis. That is
more on the beneficiary side.

When you come up as a provider, depending on-there are a
number of ways that you can come up through the system as a pro-
vider. If it is an individual claim, you come up through the carriers,
through an appeals process that is very complicated. If it is on your
cost report, there is a totally separate appeals process that comes
up through something called the PRB, provider reimbursement
board. But it would be a frightening organizational chart if I were
to show it to you.

The CHAMRMAN. There are some efforts in Congress to deal with
this. Are you in a position to comment on the Medicare Regulatory
Education Fairness Act that Senators Murkowski and Kerry have
introduced?

Mr. SCULLY. Yes. I think it is a legitimate effort to make some
changes. I would say that we think a fairly significant portion of
that bill includes reasonable changes that we can make, and a lot
of them we are making. We have talked to both the Finance Com-
mittee and the Ways and Means Committee about it, because they
have parallel efforts, to take some of those ideas and fold them and
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be more responsive to providers and physicians in our constitu-
encies.

There is also a number of things in the bill-I will not go
through them one-by-one-that would significantly weaken our en-
forcement efforts that I think would be a big mistake and that we
will not support.

The CHAiRMAN. And what would those be?
Mr. SCULLY. Well, I have a long list of them, but just to give you

one example, there is a provision in the MERFA bill that I think
is vague, that says essentially that if you turn in a claim, let us
say an pneumonia claim, and you are a hospital, and you send the
pneumonia claim and ask is this claim OK, in theory, the rest of
your pneumonia claims for the rest of the year are unreviewable,
which is clearly not a good idea. If you send in one pneumonia
claim and ask is this the way we should bill, OK, fine, and then
you basically have an affirmative defense to say that nobody can
look at those claims for the rest of the year, that is not a rational
policy approach. I do not think it was intended to be that way. But
there are a number of things in the bill that would significantly
water down our enforcement capabilities.

The CHAIRMAN. Can you comment on the viability of the use of
the False Claims Act versus the appeals process with regard to
going after improper payments, and which is the proper procedure
and which is the best procedure?

Mr. SCULLY. That is a very complicated issue, and I will give you
my own opinion from being on the outside. As you know, Senator
Grassley feels very strongly about the False Claims Act. I think it
was originally created to deal more with defense issues. I spent a
lot of time in various roles talking with Senator Grassley over the
last couple of years, and I do not think the False Claims Act should
necessarily be changed or watered down. In my opinion, the way
it is utilized by the Government, both inside and outside the Gov-
ernment, has frequently not been appropriate. So to some degree,
I think it is a matter of giving more rational guidance to folks
around the country, not in my agency, about how to utilize the
False Claims Act.

The CHAIRMAN. All right. We may have some additional ques-
tions, Mr. Scully, but we appreciate very much your being with us
today and will let you get back to CMS.

Mr. SCULLY. Mr. Chairman, I always enjoy working with you,
and I hope we can get a reform bill with a prescription drug benefit
done by the end of the year and fix CMS at the same time.

The CHAIRMAN. We are working on it. Thank you very much.
Mr. SCULLY. Thanks.
The CHAIRMAN. I would like to welcome our next panel, which

will consist of Mr. Stuart Schiffer, Acting Assistant Attorney Gen-
eral at the Department of Justice; Mr. Lewis Morris, Assistant In-
spector General for Legal Affairs at Department of Health and
Human Services, Office of Inspector General; and Ms. Leslie
Aronovitz, Director of Health Financing and Public Health at GAO.

Folks, we welcome you and will be pleased to receive your testi-
mony.

Ms. Aronovitz, please proceed.
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STATEMENT OF LESLIE G. ARONOVITZ, DIRECTOR, HEALTH
FINANCING AND PUBLIC HEALTH, HEALTH, EDUCATION,
AND HUMAN SERVICES DIVISION, U.S. GENERAL ACCOUNT-
ING OFFICE, WASHINGTON, DC

Ms. ARONOVITZ. Mr. Chairman, I am pleased to be here today as
you discuss the administration of the Medicare program and activi-
ties undertaken to safeguard the Medicare trust fund.

At the heart of effectively administering Medicare is CMS' re-
sponsibility to protect the integrity of the program while at the
same time, ensure that providers, beneficiaries, and other stake-
holders are well-informed and treated fairly.

Last month's renaming of the Health Care Financing Adminis-
tration is indicative of the heightened attention being placed on the
agency that runs Medicare, and for good reason. Medicare will al-
ways pose enormous management challenges, primarily because of
its size and extremely complex mission-that of assuring access to
and paying for needed medical services for approximately 40 mil-
lion beneficiaries, delivered by almost one million providers.

In attempting to fulfill this mission responsibly, agency actions
may inevitably make it a target of parties who feel disadvantaged
or harmed by some of its decisions.

Since 1996, the HHS OIG has repeatedly estimated that Medi-
care contractors inappropriately paid claims worth billions of dol-
lars annually. The depletion of Medicare's Hospital Trust Fund and
the projected growth in Medicare's share of the Federal budget
have focused attention on program safeguards to prevent and de-
tect health care fraud and abuse. It has also reinforced the impor-
tance of having CMS and its contractors develop and implement ef-
fective strategies to prevent and detect improper payments.

As safeguard and enforcement actions have increased, so have
provider concerns about their interaction with CMS' carriers and
fiscal intermediaries. While most would agree that these activities
are part of CMS' fundamental stewardship mission, individual phy-
sicians and representatives of medical associations have made a
number of serious charges-for instance, that the information that
they receive from CMS and its contractors is poorly organized, dif-
ficult to understand, often inaccurate and not always commu-
nicated promptly; that contractors have inappropriately targeted
them for claims review and that they have been subject to exces-
sive paperwork demands of the medical review process; that con-
tractors use unfair methods to calculate Medicare overpayments;
and that the process to appeal denied claims is lengthy, and on
successful appeals, does not provide for interest for the period dur-
ing which the administrative appeal was pending.

We do not have any answers yet, but we are conducting several
studies which are underway to examine the regulatory environ-
ment in which Medicare providers operate. Specifically at the re-
quest of the House Committee on the Budget and the Ways and
Means Subcommittee on Health, we are reviewing the adequacy of
CMS' communications with providers. We are also in the prelimi-
nary stages of a second study that examines how claims are re-
viewed and how overpayments are detected to assess the actions of
contractors as they perform their program safeguard activities.
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CMS is faced with the challenge of protecting program dollars
while interacting with all program participants including providers
in a transparent and timely manner. Because the Medicare claims
administration contractors conduct the day-to-day operations of the
fee-for-service program and are the primary face to providers, CMS'
oversight of its contractors is essential to assuring that Medicare
is administered efficiently and effectively.

Historically, the agency's oversight of its contractors has been
weak, and although it has made substantial improvements in the
past 2 years, our ongoing work suggests that there is quite a lot
of room for improvement in the area of provider relations. You
mentioned some of them; I would like to elaborate a bit.

In our contractor communication study, our review of several in-
formation sources such as bulletins, telephone call centers, and
internet sites found a disappointing performance record. In regard
to contractor bulletins, we found that many of them contained
lengthy discussions with overly technical and legalistic language
that providers may find difficult to understand. These bulletins
also omitted some important information about mandatory billing
procedures.

Similarly, we found that the calls we placed to telephone call
centers this-spring were rarely answered appropriately. For exam-
ple, call center representatives provided an incomplete or inac-
curate answer 85 percent of the time. And it was not a statistically
valid sample, but it did involve 60 phone calls to five call centers
over a period of about 6 weeks.

We were also very clear to tell the call representatives that we
were from the General Accounting Office and that we were inter-
ested in them answering the question as though we were a pro-
vider.

Finally, in reviewing the websites of 10 carriers, we found that
they rarely met all of CMS' requirements, and they often lacked
user-friendly features such as site maps and search functions.

We just heard from Mr. Scully about' CMS' ambitious agenda to
develop a more transparent, responsive, and consistent approach to
interacting with its provider community. Some of the activities in-
cluded in this plan are underway or have been ongoing for quite
some time, but most of CMS' plans are just being announced, and
the details are yet to be revealed.

We .are anxious to hear more about these efforts as we formulate
our recommendations for how CMS can do better as it performs -im-
portant activities to protect the integrity of Medicare while striking
a balance of simplicity and responsiveness to the providers and oth-
ers who participate in the program.

That concludes my short statement. I would be more than glad
to answer any questions you have.

The CHAIRmAN. Thank you, Ms. Aronovitz. We will get to ques-
tions in a moment.

[The prepared statement of.Ms. Aronovitz follows:]
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Mr. Chairman and Members of the Committee:

We are pleased to be here today as you discuss the administration of the Medicare

program and activities undertaken to safeguard the Medicare trust fund. In fiscal year

2000, Medicare made payments of over S220 billion to hundreds of thousands of

providers who delivered services to nearly 40 million beneficiaries. Because of

Medicare's vast size and complex structure, in 1990 we designated it as a high-risk

program-that is, at risk of considerable losses to waste, fraud, abuse, and

mismanagement-and it remains so today. Since that time, we have consistently reported

on the efforts of the Health Care Financing Administration (HCFA), recently renamed the

Centers for Medicare and Medicaid Services (CMS),' to safeguard Medicare payments

and streamline operations.

Each year improper payments cost Medicare billions of dollars. Therefore, the process of

enforcing program payment rules is critical to the viability of the program. My remarks

today will focus on the importance of performing activities to protect the integrity of

Medicare, while striking a-balance of simplicity and responsiveness to the providers that

bill the program. My comments are based on our previous and ongoing work and

published reports by others.

In brief, at the heart of effectively administering Medicare is CMS' responsibility for

protecting the integrity of the program while, at the same time, ensuring that providers

are treated fairly. CMS relies on its claims administration contractors to administer

Medicare and interact with all of its stakeholders-including providers. As CMS'

contractors and others have become more aggressive in identifying and pursuing

inappropriate payments, providers have expressed concern that Medicare has become too

complex and difficult to navigate. Although CMS monitors the effectiveness of

contractors' program management and safeguard activities,.the agency's oversight of its

contractors has historically been weak. In the last 2 years, however, the agency has made

substantial progress. Our ongoing work has identified several areas in which CMS still

'Our statemew will cntie to refer to HC1A where ou findings apply to fth organizational structue and

operatioas associated with that name.

GAOI--1014T
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needs improvement-especially in ensuring that contractors are providing accurate,

complete, and timely information to providers about Medicare billing rules and coverage

policies.

BACKGROUND

The complexity of the environment in which CMS and its contractors operate the

Medicare program cannot be overstated. CMS is an agency within the Department of

Health and Human Services (HHS) but has responsibilities over expenditures that are

larger than those of most other federal departments.2 Under the fee-for-service system-

which accounts for over 80 percent of program beneficiaries-physicians, hospitals, and

other providers submit claims for services they provide to Medicare beneficiaries to

receive reimbursement. The providers billing Medicare, whose interests vary widely,

create with program beneficiaries and taxpayers a vast universe of stakeholders.

About 50 Medicare claims administration contractors3 carry out the day-to-day operations

of the program and are responsible not only for paying claims but for providing

information and education to providers and beneficiaries that participate in Medicare.

They periodically issue bulletins that outline changes in national and local Medicare

policy, inform providers of billing system changes, and address frequently asked

questions. To enhance communications with providers, the agency recently required

contractors to maintain toll-free telephone lines to respond to provider inquiries. It also

directed them to develop Internet sites to address, among other things, frequently asked

questions. In addition, CMS is responsible for monitoring the claims administration

contractors to ensure that they appropriately perform their claims processing duties and

protect Medicare from fraud and abuse.

'Medicare ranks second only to Social Security in federal expenditures for a single program.

3Contractors that process and pay part A claims (i.e. for inpatient hospital, skilled nursing facility, hospice
care, and certain home health services) are known as fiscal intermediaries. Contractors paying and
processing part B claims (i.e. for physician, outpatient hospital services, laboratory and other services) are
known as carriers.

2
GAO-01-1014T
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In 1996, the Congress enacted the Health Insurance Portability and Accountability Act

(HIPAA), in part to provide better stewardship of the program.4 This act gave HCFA the

authority to contract with specialized entities, known as program safeguard contractors

(PSC), to combat fraud, waste, and abuse. HCFA initially selected 12 firms to conduct a

variety of program safeguard tasks, such as medical reviews of claims and audits of

providers' cost reports. Previously, only claims administration contractors performed

these activities.

INAPPROPRIATE PAYMENTS UNDERSCORE

THE IMPORTANCE OF INTEGRITY EFFORTS.

RAISING PROVIDER CONCERNS

In response to the escalation of improper Medicare payments, Congress and executive

branch agencies have focused attention on efforts to safeguard the Medicare Trust Fund.

HIPAA earmarked increased funds for the prevention and detection of health care fraud

and abuse and increased sanctions for abusive providers. The HHS Office of Inspector

General (OIG) and the Department of Justice (DOJ) subsequently became more

aggressive in pursuing abusive providers. In response, the medical community has

expressed concern about the complexity of the program and the fairness of certain

program safeguard activities, such as detailed reviews of claims, and the process for

appealing denied claims. Recent actions address some of these concerns.

Program Integrity Efforts Have Intensified

in Response to Improper Payments

Since 1996, the HHS OIG has repeatedly estimated that Medicare contractors

inappropriately paid claims worth billions of dollars annually. The depletion of

Medicare's hospital trust fund and the projected growth in Medicare's share of the federal

budget have focused attention on program safeguards to prevent and detect health care

'P.L. 04-191.

3
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fraud and abuse. It has also reinforced the importance of having CMS and its contractors

develop and implement effective strategies to prevent and detect improper payments.

HIPAA provided the opportunity for HCFA to enhance its program integrity efforts by

creating the Medicare Integrity Program (MEP). MIP gave the agency a stable source of

funding for its safeguard activities. Beginning in 1997, funding for antifraud-and-abuse

activities has increased significantly-by 2003, funding for these activities will have

grown about 80 percent. In fiscal year 2000, HCFA used its $630 million in MIP funding

to support a wide range of efforts, including audits of provider and managed care

organizations and targeted medical review of claims. By concentrating attention on

specific provider types or benefits where program dollars are most at risk, HCFA has

taken a cost-effective approach to identify overpayments. Based on the agency's

estimates, MIP saved the Medicare program more than $16 for each dollar spent in fiscal

year 2000.

CMS is only one of several entities responsible for ensuring the integrity of the Medicare

program. HIPAA also provided additional resources to both the HHS OIG and DOJ. The

HHS OIG has emphasized the importance of safeguarding Medicare by auditing

providers and issuing compliance guidance for various types of providers. It also pursues

potential fraud brought to its attention by contractors and other sources, such as

beneficiaries and whistleblowers. DOJ has placed a high priority on identifying patterns

of improper billing by Medicare providers. DOJ investigates cases that have been

referred by the HHS OIG and others to determine if health care providers have engaged

in fraudulent activity, and it pursues civil actions or criminal prosecutions, as

appropriate.5 The False Claims Act (31 U.S.C. sec. 3729 to 3733) gives DOJ a powerful

enforcement tool as it provides for substantial damages and penalties against providers

who knowingly submit false or fraudulent bills to Medicare, Medicaid, or other federal

health programs. DOJ has instituted a series of investigations known as national

'In fiscal year 200Q, DOJ filed 233 civil cases and reported recoveries of over $840 million related to civil
health care fraud.

4
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initiatives, which involve examinations of similarly situated providers who may have

engaged in common patterns of improper Medicare billing.

Provider Concerns Grow With the Expansion

of Safeguard and Enforcement Activities

As safeguard and enforcement actions have increased, so have provider concerns about

their interaction with contractors. Individual physicians and representatives of medical

associations have made a number of serious charges regarding the following.

* Inadequate communications from CMS' contractors. Providers assert that the

information they receive is poorly organized, difficult to understand, and not always

communicated promptly. As a result, providers are concerned that they may

inadvertently violate Medicare billing rules.

* Inappropriate targeting of claims for review and excessive paperwork demands

of the medical review process.6 For example, some physicians have complained that

the documentation required by some contractors goes beyond what is outlined in

agency guidance or what is needed to demonstrate medical necessity.

* Unfair method used to calculate Medicare overpayments. Providers expressed

concern that repayment amounts calculated through the use of samples that are not

statistically representative do not accurately represent actual overpayments.

* Overzealous enforcement activities by other federal agencies. For example,

providers have charged that DOJ has been overly aggressive in its use of the False

6
Contractors conduct medical reviews--either prior to or after payment--to identify ctaims that should not

be or should not have been paid because services are not covered or are not medically necessary.

S GAO-01-1014T
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Claims Act and has been too accommodating to the OIG's insistence on including

corporate integrity agreements in provider settlements!

*Lngthy proess to appeal denied claim Related to this issue is that a provider who

successfully appeals a claim that was initially denied does not earn interest for the

period during which the administrative appeal was pending.

We have studies underway to examine the regulatory environment in which Medicare

providers operate. At the request of the House Committee on the Budget and the House

Ways and Means Subcommittee on Health, we are reviewing CMS' communications

with providers and have confirmed some provider concerns. For example, our review of

several information sources, such as bulletins, telephone call centers, and Internet sites,

found a disappointing performance record Specifically, we reviewed recently issued

contractor bulletins-newsletters from carners to physicians outlining changes in

national and local Medicare policy-from 10 carriers. Some of these bulletins contained

lengthy discussions with overly technical and legalistic language that providers may find

difficult to understand. These bulletins also omitted some important information about

mandatory billing procedures. Similarly, we found that the calls we placed to telephone

call centers this spring were rarely answered appropriately. For example, for 85 percent

of our calls, the answers that call center representatives provided were either incomplete

or inaccurate. Finally, we recently reviewed 10 Internet sites, which CMS requires

carriers to maintain. We found that these sites rarely met all CMS requirements and often

lacked user-friendly features such as site maps and search functions. We are continuing

our work and formulating recommendations that should help CMS and its contractors

improve their communications with providers.

We are also in the preliminary stages of examining how claims are reviewed and how

overpayments are detected to assess the actions of contractors as they perform their

7A corporate inegrity agreement is an obligation imposed on a provider by the tMS OIG as part of a

settlement of a potential fraud matter. It requires the provider to improve compliance and to report

periodically to the OIG

6 GAO-01-1014T
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program safeguard activities. Although we have not yet formulated our conclusions,

agency actions may address some provider concerns. For example, HCFA clarified the

conditions under which contractors should conduct medical reviews of providers. In

August 2000, the agency issued guidance to contractors regarding the selection of

providers for medical reviews, noting, among other things, that a provider's claims

should only be reviewed when data suggest a pattern of billing problems. Although

providers may be wary of the prospect of medical reviews, the extent to which they are

subjected to such reviews is largely unknown. Last year, HCFA conducted a one-time

limited survey of contractors to determine the number of physicians subject to complex

medical reviews in fiscal year 2000. It found that only 1,891, or 0.3 percent, of all

physicians who billed the Medicare program that year were selected for complex medical

reviews-examinations by clinically trained staff of medical records. 8

In regard to physician complaints about sampling methodologies, HCFA outlined

procedures to give providers several options to determine overpayment amounts.

Contractors would initially review a small sample (probe sample) of a provider's claims

and determine the amount of the overpayment. 9 A provider could then (1) enter into a

consent settlement, whereby the provider accepts the results of this probe review and

agrees to an extrapolated "potential" overpayment amount based on the small sample, (2)

accept the settlement but submit additional documentation on specific claims in the probe

sample to potentially adjust downward the amount of the projected overpayment, or (3)

require the contractor to review a larger statistically valid random sample of claims to

extrapolate the overpayment amount. According to agency officials, although providers

can select any of these options, consent settlements are usually chosen when offered

because they are less burdensome for providers, as fewer claims have to be documented

and reviewed.

'Regulatory Iasuefor Medicare Providers (GAD-01-802R, June 11, 2001).

'To identify improper billing by a provider, CMS requires contractors to conduct a "probe" review of
roughly 20 to 40 claims. If the probe sample indicates improper billing, the contractors determine the
provider's overpayment amount by either selecting a statistically valid random sample of claims or basing
the amount on a small sample that is not statisticaly repsesentative.

7
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In response to concerns regarding its use of the False Claims Act, DOJ issued guidance in

June 1998 to all of its attorneys that emphasized the fair and responsible use of the act in

civil health care matters, including national initiatives. In 1999, we reviewed DOJ's

compliance with its False Claims Act guidance and found that implementation of this

guidance varied among U.S. Attorneys' Offices.'0 However, the next year we reported

that DOJ had made progress in incorporating the guidance into its ongoing investigations

and had also developed a meaningful assessment of compliance in its periodic

evaluations of U.S. Attorneys' Offices." Regarding corporate integrity agreements, we

noted in our March 2001 report that these agreements were not always a standard feature

of DOJ settlements.'2 For example, 4 of 11 recent settlements that we reviewed were

resolved without the imposition of such agreements.

Finally, some providers' concerns about the timeliness of the appeals process could be

addressed by the Medicare, Medicaid, and SCHIP Benefits Improvement and Protection

Act of 2000 (BIPA), which imposes deadlines at each step of the appeals process. For

example, initial determination of a claim must be concluded within 45 days from the date

of the claim, and redetermination must be completed within 30 days of receipt of the

request. These revisions are scheduled to take effect on October 1, 2002.

CMS' OVERSIGHT OF CONTRACTORS IS KEY TO BALANCING

PROGRAM SAFEGUARDS AND PROVIDER CONCERNS

CMS' oversight of its contractors is essential to ensuring that the Medicare program is

administered efficiently and effectively. CMS is faced with the challenge of protecting

program dollars and treating providers fairly. However, to accomplish these goals,

contractors must implement CMS' policies fully and consistently. Historically, the

"'Medicare Fraud and Abuse: DOJ's Implementation of False aaims Act Guidance in National Initiatives

Varies (OAOIIE(fS-99-170. August 6 1999)

"Medicare Fraud and Abuse: DOJ Has Made Progress in Implementing False Claims Act Guidance
(GAO/HEHS-0-73, March 31, 2000).

't Medicare Fraud andAbuse. DOJ Has Improved Oversight of False Claims Act Guidance (OAO-01-506,
March 30,2001).

S
GAO-01-1014T



43

agency's oversight of contractors has been weak, although it has made substantial

improvements in the past 2 years. Continued vigilance in this area is critical as CMS

tries to cope with known weaknesses and begins to rely on new specialty contractors for

some of its payment safeguard activities.

Various Factors Have Contributed

to Weak Contractor Oversipht

Medicare's claims administration contractors are responsible for all aspects of claims

administration, conduct particular safeguard activities, and are the primary source of

Medicare communications to providers. However, oversight of Medicare contractors has

historically been weak, leaving the agency without assurance that contractors arc

implementing program safeguards orqpaying providers appropriately. For years, HCFA's

contractor performance and evaluation program (CPE)-its principal tool used to

evaluate contractor performance-lacked the consistency that agency reviewers need to

make comparable assessments of contractor performance. HCFA reviewers had few

measurable performance standards and little direction on monitoring contractors'

payment safeguard activities. The reviewers in HCFA's 10 regional offices, who were

responsible for conducting these evaluations, had broad discretion lo decide what and

how much to review as well as what disciplinary actions to take against contractors with

performance problems.

This highly discretionary evaluation process allowed key program safeguards to go

unchecked and led to the inconsistent treatment of contractqrs with similar performance

problems. Dispersed responsibility for contractor activities across many central office

components, limited information about how many resources are used or needed for

contractor oversight, and late and outdated guidance provided to regional offices have

also weakened contractor oversight.t 3

"The weak ovsigbt of connactos helped create an environment m which a number of HCFA contractors
committed fraud. The fraud was not detected through the agency's oversight effoart but instead was
reported by whistleblowers and resulted in settlements for millions of dollars. HCFA failed to uncover tIe

GAO'ol-1014T
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Over the years, we have made several recommendations to improve HCFA's oversight of

its claims administration contractors. For example, we recommended that the agency

strengthen accountability for evaluating contractor performance. In response to our

recommendations, HCFA has established an executive-level position at its central office

with ultimate responsibility for contractor oversight, instituted national review teams to

conduct contractor evaluations, and provided more direction to its regional offices

through standardized review protocols and detailed instructions for CPE reviews.

Although the agency has taken a number of steps to improve its oversight efforts, our

ongoing work suggests that opportunities for additional improvement exist. Last month,

we joined CMS representatives as they conducted a CPE review at a contractor's

telephone center. Although providers' ability to appropriately bill Medicare is dependent

on their obtaining accurate and complete answers to their questions, the review focused

primarily on adherence to call center procedures and the timeliness of responses to

provider questions. Moreover, the CMS reviewer selected a small number of cases to

evaluate-only 4 of the roughly 140,000 provider calls this center receives each year.

While CMS' management of claims administration contractors suffers from weak

oversight, its contracting practices for selecting fiscal intermediaries and carriers may

contribute to these difficulties. Unlike most of the federal government, the agency was

exempted from conducting full and open competitions by the Social Security Act. Thus,

for decades, HCFA has relied on many of the same contractors to perform program

management activities, and has been at a considerable disadvantage in attracting new

entities to perform these functions.

contractors fraudulent practices, in part, because it relied on contractor self-reporting of management
controls and seldom independently validated contractor-provided information.

10
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New Contracting Authoritv Provides Opportunitv

for lmiroving Safeguard Performance

Congress included provisions in HIPAA that provided HCFA with more flexibility in

contracting for program safeguard activities. It allowed the agency to contract with any

entity that was capable of performing certain antifraud activities. In May 1999, HCFA

implemented its new contracting authority by selecting 12 program safeguard

contractors-PSCs--using a competitive bidding process."4 These entities represent a

mix of health insurance companies, information technology businesses, and several other

types of firms.

In May of this year, we reported on the opportunities and challenges that the agency faces

as it integrates its PSCs into its overall program safeguard strategy.' 5 The PSCs represent

a new means of promoting program integrity and enable CMS to test a multitude of

options. CMS is currently experimenting with these options to identify how PSCs can be

most effectively utilized. For example, some PSCs are performing narrowly focused

tasks that are related to a specific service considered to be particularly vulnerable to fraud

and abuse. Others are conducting more broadly based work that may have national

implications for the way program safeguard activities are conducted in the future or

which may result in the identification of best practices.

In our report, we recommended that the agency define the strategic directions for future

use of the PSCs, including the establishment of long-term goals and objectives. We also

recommended that clear, quantifiable performance measures and standards be established

and related to well defined outcomes in order to lay the groundwork for meaningful

future performance evaluations. We recognize that it will take some time for the agency

to develop appropriate performance criteria but believe it is important to start

14Ahnost all of the PSCs have had experience as Medicare contractors: as of May 2001. six were Medicare
claims administration contractors and an additional five had other types of contracts with CMS. Two of the

six PSCs with claims administration contracts have established new entities to perform PSC work.

'5Mdwicare. Oppormities and ChaUenges in Contracting for Program Safeguards (GA-0O1-616. May 18,

2001).
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expesimenting %ith different approaches, such as using performance-based contracts, and

refine them as time goes on. This need for better performance measures, standards, and

outcomes will become especially critical if CMS awards contracts that are performance-

based and contain financial incentives and penaties.

CONCLUDING OBSERVATIONS

Medicare is a popular program that millions of Americans depend on for covering their

essential health needs. However, the management of the program has fallen short of

expectations because it has not always appropriately balanced or satisfied beneficiaries',

providers', and taxpayers' needs. Although the agency has taken some positive steps,

weaknesses in its commnunications with providers and its oversight of contractors still

exist. CMS' ability to successfully address these and other shortcomings will ultimately

enhance its programnsafeguard activities and improve Medicare program operations,

This concludes my statement. I would be happy to answer any questions that you may

have.

GAO CONTAC7 AND STAFF ACKNOWlEDGMEMNS

Forfurther information regarding this testimony, please contact me at (312)220-1767.

Susan Anthony and Geraldine Redican-Bigott also made key contributions to this

statement.
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The CHAIRMAN. Mr. Schiffer.

STATEMENT OF STUART E. SCHIFFER, ACTING ASSISTANT
ATTORNEY GENERAL, CIVIL DIVISION, U.S. DEPARTMENT OF
JUSTICE, WASHINGTON, DC
Mr. SCHIFFER. Thank you, Mr. Chairman, and good morning.
I appreciate the opportunity to appear again before this commit-

tee to discuss the Justice Department's efforts to combat health
care fraud.

I will state at the outset that although our testimony was not
prepared at all in collaboration with each other, I did not find it
surprising that there is substantial overlap between the testimony
of my colleague in the Inspector General's Office and our own testi-
mony, since we work in very close partnership in investigating and
prosecuting health care fraud cases. Of course, for that reason, I
will also feel free to refer any difficult questions to Mr. Morris, on
my left.

Health care fraud quite obviously directly affects the Nation's
most frail and elderly citizens, and of course, nowhere is this more
true than with respect to Medicare fraud, which strips the trust
fund of dollars intended for the care of beneficiaries.

In a very real and direct sense-and Senator Collins alluded to
this-we think it is clear that such fraud is also an offense against
the vast majority of honest and dedicated providers, as it decreases
the pool of funds available to pay for the good and proper services
rendered by these providers.

My prepared statement discusses our use of the False Claims
Act, which is the principal tool we use certainly on the civil side
to recover funds defrauded from Government health care programs.
We firmly believe that our enforcement efforts are carried out in
a fair and evenhanded manner.

Three or 4 years ago, the hospital industry brought to our atten-
tion concerns with a limited number of cases where certain U.S.
Attorneys' offices had not followed the procedures we consider suffi-
cient to lay a predicate for making allegation of violations of the
False Claims Act.

In response to those concerns, which were brought to our atten-
tion and to Members of Congress, the Deputy Attorney General
issued guidelines that memorialize what we consider to be our
longstanding enforcement policies. We also formed working groups
with experienced Assistant U.S. Attorneys and Department attor-
neys to coordinate and oversee these projects.

The General Accounting Office has monitored our compliance
with these guidelines and has reported that the guidelines are
being followed in a consistent manner at our U.S. Attorneys' of-
fices.

The False Claims Act is a relatively straightforward statute. It
applies to the knowing submission of false claims. It does not and
is not intended to punish innocent mistakes; it is in no sense a trap
for the unwary. Since its amendment 15 years ago, the Act has
been used to recover literally billions of dollars that have been de-
frauded from Government programs, and we believe that the deter-
rent effect of our efforts has safeguarded many more billions.
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At my last appearance, I described many of the collaborative ef-
forts we have undertaken with other Federal, State, and local
agencies and with many dedicated private sector groups which pro-
vide valuable service in combatting fraud. I will not dwell on these
today. Suffice it to say the 1996 Health Insurance Portability and
Accountability Act provided needed funding and encouragement for
these collaborative efforts to go forward and improve.

The Act itself provides a public sector/private citizen partnership
in giving monetary incentives and other safeguards for private
whistleblowers to file suits on behalf of the United States. I think
one of your later witnesses will speak more extensively to the whis-
tleblower provisions. I want to assure the committee that our ef-
forts to combat health care fraud and to safeguard the rights of our
elderly citizens and of honest care providers will continue to be a
high priority of this administration.

I too look forward to taking your questions.
The CHAmRmAN. Thank you, Mr. Schiffer.
[The prepared statement of Mr. Schiffer follows:]
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STATEMENT OF STUART E. SCHIFFER

ACTING ASSISTANT ATTORNEY GENERAL
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U.S. DEPARTMENT OF JUSTICE
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SPECIAL COMMITTEE ON AGING

UNITED STATES SENATE
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Mr. Chairman, I appreciate the opportunity to appear before you to discuss some of the

important issues which are the focus of today's hearing. We are grateful for this Committee's

leadership on the important topic of fraud and abuse and its impact on our elder citizens and

government health care programs. I also would like to thank this Committee's former Chairman,

Senator Grassley, for his continuing work on the False Claims Act and for promoting quality

health care for older Americans.

At its core, fraud and abuse of the Medicare program is an aging issue. When the

Medicare trust fund is illegally depleted, its beneficiaries - today's and tomorrow's Americans

over 65 - lose. Similarly, Medicaid fraud and abuse harms our frailest and most impoverished

older citizens. Those who defraud programs intended to benefit older Americans steal from all

those who contribute to and rely on those programs.

Health care fraud remains a serious problem that has an impact on all health care payers,

and affects every person in this country. Health care fraud cheats taxpayers out of billions of

dollars every year. But it does not only harm beneficiaries. It also harms the majority of honest
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providers by decreasing the potential pool of funds as demand grows, necessitating increased

scrutiny, and giving the industry generally a black eye. Tax dollars alone do not show the full

impact of health care fraud on the American people. Beneficiaries must pay the price for health

care fraud in their copayments and contributions. Fraudulent billing also may disguise or lead to

inadequate or improper treatment for patients, posing a threat to the health and safety of countless

Americans, particularly the most vulnerable. The funds that we recoup through our efforts to

combat fraud and abuse of the healthcare programs then can be used properly - to fund the

requisite care for those who need it.

Thus, given the burgeoning demand on our healthcare programs caused by the aging of

our population, stopping those who prey on the health care system and the losses they cause

remains one of the Department's top law enforcement priorities. The types of schemes

uncovered by the Department, in conjunction with the Department of Health and Human

Services, the US Postal Service, the Defense Criminal Investigative Services, the Defense

Department's TRICARE program, and other entities range from physicians billing the

govemment for services never rendered, to corporate entities engaging in complex and

sophisticated fraud in submitting claims to the Medicare system. Other examples of fraudulent

schemes include: health care providers who exaggerate the level of care they provide to their

patients or bill for services not provided; medical supply companies that falsify records to obtain

payment for supplies that are not medically necessary; nursing homes that bill for nonexistent or

grossly substandard care leading to harm or death of residents; and providers of home health

services that employ unqualified and untrained personnel to render medical care.

2
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As required by the Health Insurance Portability and Accountability Act of 1996

(HIPAA), the Department is involved in a number of activities aimed at coordinating our health

care fraud enforcement efforts with other investigative agencies and the health care program

agencies, such as the Centers for Medicare and Medicaid Services (CMS). These activities

involve both exchange of information and consultation on the development of legislation, rules

and policies. They concern prevention of health care fraud, as well as the detection,

investigation, and use of legal tools to remedy health care fraud. Department attorneys who

specialize in various health care related areas often are asked to speak to outside groups about the

Department's activities in those areas. Similarly, the Department participates with other federal

and state agencies, such as the Office of Inspector General, Department of Health and Human

Services (OIG), CMS, the Department of Defense's TRICARE program, the National

Association of Medicaid Fraud Control Units, and the National Association of Attorneys General

on numerous committees and Task forces, such as the Executive Level Healthcare Working

Group chaired by the Deputy Attorney General, the Healthcare Fraud Working Group, the

Nursing Home Steering Committee, and an Interagency Elder Justice Workgroup.

Our health care fraud coordination activities include the following, among others:

* focusing resources and working with the CMS and the OIG, State and other

entities on several high priority areas for the Department, including fraud and

abuse by nursing homes and by managed care organizations;
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* administering the systemic weakness reporting program, pursuant to which

Department attorneys and investigators report vulnerabilities in federal health care

programs that create opportunities for fraud and abuse;

* proposing and commenting on legislation and regulations aimed at preventing

health care fraud and abuse, or relating to the legal tools used to address health

care fraud and abuse;

* developing training and other instructional materials for Department attorneys,

federal government investigators, and others;

* developing policies on issues such as disclosing quality of care allegations to

regulatory and licensing authorities, and protecting the confidentiality of patient

records; and

* providing advice and information to federal program agencies to assist them to

develop policies designed better to prevent and detect health care fraud and abuse.

As members of this Committee know, the nation's healthcare system operates largely on

an "honor system," trusting health care providers and suppliers of goods and services to submit

honest claims for payment. Quite simply, and despite our best effort to work collaboratively, the

government is simply not able to closely audit each claim submitted to assure that the care or

4
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service has been provided and was "reasonable and necessary for the diagnosis or treatment of

illness or injury." Government enforcement efforts, therefore, provide a necessary and

unquantifiable (but very real and oft-cited) deterrence to those who would-cheat the system, and

serve as a reminder that there will be serious consequences for fraudulent conduct. These

consequences may include incarceration, debarment from federal health care programs,

administrative fines and penalties, and damages or restitution in an amount two or three times

that which was obtained through fraud.

These enforcement efforts also are instructive to the nation's policy makers, illustrating

weaknesses in current payment systems and illuminating the need to take proactive measures in

certain areas the future. Also, these efforts form a basis for extensive training offered to

government attorneys, auditors, investigators, and others charged with the task of enforcing the

rules and regulations of the nation's health care delivery system. In the past 18 months, the

Department's Office of Legal Education conducted 8 training courses related to health care fraud

and use of the False Claims Act and trained over 600 Assistant United States Attorneys,

Department Attorneys, and AuditorslInvesfigators. This training takes place primarily at the

Department's National Advocacy Center in Columbia, South Carolina, and includes lessons

gleaned from past experiences in these cases and the types of allegations that are coming to the

forefront.

In addition, health care fraud working groups and/or task forces meet in many of the 94

federal districts and are composed of representatives of the United States Attorneys' offices, the

S
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FBL HHS/OIG, DCIS, and state and local officials charged with the task of coordinating health

carc fraud enforcement efforts.

The Depatiment and CMS also are launching new interagency efforts to enhance our use

of technology and high-tech tools to combat health care fraud and abuse. Advanced technologies

provide yet another mechanism to ensure that no provider is prosecuted for simple billing errors

or mistakes lacking any evidence of fraudulent intent and, conversely, that providers whose

billings reflect enduring and consistent patterns of fraudulent or abusive behavior receive further

scrutiny from law enforcement In June 2000, CMS and the Departmcnt of Justice co-sponsored

a national conference on the use of technology to combat fraud and abuse in health care

programs. Recntly, our agencies formed a National Technology Group to help implement key

recommendations from last year's conference.

Examplek of Achievements

HCA. In December, we announced the $340 million criminal and civil settlement with

HCA -The Healthcare Company (formerly Columbia/HCA). the largest for-profit hospital chain

in the United States. That settlement, for $95 million in crimnal fines and $745 million in civil

recovery, is the largest health care fraud settlement ever reached by the government and reflects

the coordination of resources and collaboration we have brought to bear in investigating health

care fraud. This was the largest investigation of a health care provider ever undertaken,

involving a multi-agency investigation by attorneys, investigators, auditors and agency personnel,

6
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over the course of several years. There are yet additional issues unresolved by the civil

settlement.

In FY 2000, before the HCA settlement, the Department's extensive health care fraud

efforts, in partnership with other federal and state enforcement agencies, won or negotiated more

than $1.2 billion in judgments, settlements in health care fraud proceedings and cases. The

Department collected and disbursed more than 5674 million in connection with health care fraud

cases and matters, with $535 million either deposited directly into the Medicare Trust Fund, or

returned to the Trust Fund as amounts equal to other health care fraud collections. These funds

now can be used properly - to fund the requisite care for those who need it. Some of the

schemes brought to light by our investigations in the last fiscal year include the following:

* The world's largest provider of kidney dialysis products and services. Fresenius, Inc.,

agreed to pay the United States government $486 million to resolve a sweeping

investigation of health care fraud. This investigation revealed that an acquired subsidiary

of Fresenius submitted false claims seeking payment for nutritional therapy provided to

patients during their dialysis treatments, for services that were provided to patients as part

of clinical trials, for hundreds of thousands fraudulent blood testing claims, for kickbacks,

and for improper reporting of credit balances. The criminal fine and the civil settlement

were, at the time, the largest ever recovered by the United States in a healthcare fraud

investigation.

7
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* The nation's largest operator of nursing homes, Beverly, Inc., resolved allegations that it

fabricated records to make it appear that nurses were devoting more time to Medicare

patients than they actually were. The settlement required the company to pay S170

million in civil settlement -- a figure negotiated based on the chain's limited ability to

pay.

* Anthem Blue Cross and Blue Shield of Connecticut, a former Medicare fiscal

intermediary (a contractor who processes Medicare claims for the government), agreed to

pay $74 million to resolve claims that it falsified interim payments on settled hospital cost

reports in order to meet CMS's Contractor Performance Evaluation standards.

* A $53 million settlement with GAMBRO Healthcare resolved allegations of false billings

for laboratory services primarily provided to dialysis clinics treating patients with

end-stage renal disease (ESRD).

* Community Health Systems (CHS) paid $31 million to resolve allegations improperly

assigning diagnostic codes for the purpose of increasing reimbursement amounts. Seven

states received a portion of the settlement for losses to their Medicaid programs.

* More than 70 entities that provided, or assisted in the provision of, radiation oncology

services to cancer patients, as well as their billing companies, agreed to pay almost $10

million to settle allegations of false claims to federally-funded health care programs.

8
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These providers often billed Medicare for services that were not provided, billed twice for

the same service, or sought a higher rate of reimbursement than that to which they were

entitled.

* In the first settlement with a Medicare managed-care company, Humana, Inc., paid $14.5

million to settle allegations that the company provided inaccurate payment information

from 1990 through 1998. Humana incorrectly listed beneficiaries as eligible for both

Medicare and Medicaid, thus securing the higher reimbursement afforded such dually

eligible beneficiaries.

* The United States recovered $2.6 million from clients of the Oklahoma-based Emergency

Physician Billing Services (EPBS) to settle claims of overpayments based on false claims

submitted by EPBS. These settlements follow on the heels of a September 1999

settlement with EPBS and its physician founder for S15 million for fraudulent billing to

Medicare, Medicaid, TRICARE. and the Federal Employees Health Benefit Program.

National Projects

Through working groups composed of experienced Assistant United States Attorneys

and Attorneys from the Department's Civil Division, the Department maintains four so-called

"national projects" to recover the government's losses from similar types of false claims

submitted by hundreds of hospitals around the country. These four projects are referred to as the

9
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"DRG 72-Hour Window Project," the "Hospital Laboratory Unbundling Project," the

"Pneumonia Upcoding Project," and the "PPS Transfer Project." The projects stem from

analyses of national claims data by the Office of Inspector General of the Department of Health

& Human Services. These working groups were established as part of the Department's

"Guidance on the Use of the False Claims Act in Health Care Cases," which was issued by the

Deputy Attomey General on June 3, 1998, in response to concerns expressed by some in the

provider community. The guidance memorializes existing policies requiring allegations of False

Claims Act liability to be based on an adequate factual and legal predicate, and institutes new

procedures for "national projects," including coordination and oversight by the working groups

discussed above, and the use of "contact letters" that offer health care providers an opportunity to

discuss the government's allegations before a demand for payment is made. The guidance was

updated by a February 3, 1999, memorandum from the Deputy attorney General.

In a March, 2001, GAO issued its Report to Congress titled "Medicare Fraud and Abuse:

DOJ Has Improved Oversight of False Claims Act Guidance." In its report, GAO specifically

found that the Department has an evaluation process that provides meaningful assessment of

compliance with the guidance, that United States Attorneys' offices certify compliance with the

guidance, and that interaction with hospitals was consistent with the guidance. GAO also found

that the Department has taken substantive steps to strengthen oversight of compliance with the

guidance and that the two most recent national initiatives (PPS Transfer and the Pneumonia

Upcoding projects) are being handled in a manner consistent with the guidance. GAO concluded

that the Department "has demonstrated its continued commitment to promoting the importance of

10
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compliance with the False Claims Act guidance at its U.S. Attomeys' Offices."

Elder Abuse and Neglect

In my testimony before this Committee on June 14, 2001,1 highlighted the Department's

continuing efforts to protect our nation's most vulnerable citizens - its older people through our

Nursing Home Initiative and Elder Justice efforts. At that time I explained that the Department's

efforts to combat elder abuse, neglect and exploitation have been multi-faceted, and include: (1)

stepped up prosecution, (2) education and training, (3) broad-based interagency and multi-

disciplinary coordination, (4) promotion of medical forensics, and (5) funding, research,

programs, and statistics, to fight elder victimization.

The majority of the Department's cases alleging institutional abuse and neglect - failures

of basic care leading to profound malnutrition, dehydration, pressure ulcers, scalding, and other

illness, injury or death - have been pursued under the civil False Claims Act, a financial fraud

statute. The theory in these cases is straightforward - the United States paid for requisite care

and services that the defendant knowingly did not provide, but for which it sought

reimbursement. Two courts have affirmed this theory, and approximately ten failure of care

cases have settled in the last five years. Settlement terms in the majority of these cases have

required imposition of a temporary monitor and implementation of specific protocols and

training to improve care -- for example in wound care or diabetes management - if that is where

the entity demonstrated problems.

II
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The last two and one-half years have presented new challenges, with the financial decline

and bankruptcy filings of five of the nation's seven largest nursing home chains - owning

approximately 300 to 450 facilities each. For five such substantial entities to file for bankruptcy

in such a short a period (in addition to many smaller entities) was extraordinary (and the subject

of a hearing by this Committee last September). The Department's False Claims Act

investigations against some of these entities involved monetary claims of tens or hundreds of

millions of dollars, in addition to troubling failure of care claims.

The precarious financial state of these chains required that the Department of Health and

Human Services closely monitor the care offered by the facilities and formulate "contingency

plans" in the event any of the chains suddenly closed or liquidated. The Department of Justice

worked closely and productively with both CMS and OIG to negotiate appropriate settlements

that balanced the interests of the residents of these facilities with the need to make restitution to

government health programs.

Telemarketing Schemes Against Older People

The Department has detected a major trend in telemarketing fraud against consumers in

this country (including Internet fraud) where the schemes are directed both within and from

outside the United States. These schemes often target our nation's older citizens. Older people in

declining health, mobility, and varying cognitive capacity, are not only more vulnerable to

physical and psychological abuse and neglect, but also to financial exploitation. Indeed, there

12
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appears to be a correlation between the two, with victims of financial exploitation appearing to

be at higher risk for other forms of abuse and neglect. The Department's United States Attorneys'

offices and its Criminal and Civil Divisions have successfully pursued both civil and criminal

cases to redress these schemes.

One method available to the Department for combating this problem is the filing of civil

proceedings by our Civil Division's Office of Foreign Litigation in the foreign jurisdiction where

the fraudulent telemarketing activities are based. In appropriate civil cases, we can seek to shut

down boiler rooms, enjoin con-artists from telemarketing into the United States, and freeze

corporate and individual assets for eventual restitution to victims of the fraud. For example:

* In United States v. Fortuna Alliance. LLC. et al, we filed an action in the High Court of

Antigua, freezing all trust accounts in an offshore bank controlled by Fortuna Alliance,

which was involved in a pyramid scheme that operated over the Internet. $2.8 million

was eventually returned from those accounts and distributed to victims of the scheme by

the Federal Trade Commission.

* In United States v. Euro-Can-Am. et al., Canadian telemarketers recently paid $1 million

to the United States in settlement of a suit filed in Canada. The funds provided partial

restitution to victims of a cross-border telemarketing scheme involving the sale of fake

gemstones. The Canadian action was parallel to a criminal case brought in the Middle

District of Pennsylvania and effectively froze defendants' assets until the settlement. As

13
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part of the global resolution of the matter, defendants plead guilty to criminal charges and

were sentenced to 12 months in prison.

Other cross-border fraud civil cases are presently pending in Canadian courts. These suits

arise from Canadian telemarketing fraud operations directed at consumers in this country, with

proceeds of the fraud going to other countries in the Caribbean and Europe. We anticipate filing

additional suits in those countries in which assets are located in order to repatriate them for

restitution to injured consumers in the United States.

Similarly, the Department's Criminal prosecutors -- using mail fraud, wire fraud, credit

card fraud, conspiracy, money laundering, and other federal criminal charges - have successfully

prosecuted many people who defraud older people through telemarketing, Internet, credit card,

and advance-fee fraud. Three major undercover operations directed at telemarketing fraud, for

example, resulted in prosecution of more than 1,400 persons for telemarketing-fraud charges.

Sentences in these cases have ranged as high as 14 and 18 years. In one very recent case, a

telemarketer who preyed upon elderly victims -- including an 82-year-old woman who told the

defendant that her husband was in the hospital dying of cancer -- was sentenced in the Central

District of California to 115 months imprisonment.
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Conclusion

In conclusion, I assure the Committee, as I did in June, that the Department of Justice will

continue to play a lead role and to work with this Committee in addressing fraud and abuse

committed against the nation's health care programs as well as those committed against our

nation's older citizen's. I welcome your comments and questions.
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The CHAIRMAN. Mr. Morris.

STATEMENT OF LEWIS MORRIS, ASSISTANT INSPECTOR
GENERAL FOR LEGAL AFFAIRS, OFFICE OF INSPECTOR GEN-
ERAL, U.S. DEPARTMENT OF HEALTH AND HUMAN SERV-
ICES, WASHINGTON, DC

Mr. MORRIS. Good morning, Mr. Chairman.
Health care providers can reasonably expect the Federal Govern-

ment to provide clear and consistent guidance when administering
the Medicare program. At the same time, health care providers rea-
sonably must ensure that the care they provide to Medicare bene-
ficiaries and the claims they submit conform to program require-
ments.

The Office of Inspector General is committed to continuing its
work with providers and the Centers for Medicare and Medicaid
Services to advance these mutual goals. The OIG's mission to pre-
vent and detect fraud, waste, and mismanagement is carried out
through a nationwide program of audits, inspections, and investiga-
tions. With the increased resources provided by the Congress in
1996, we and the Department of Justice have sought to protect the
integrity of the Medicare trust fund by diligently pursuing health
care fraud.

Our enforcement actions are taken against those who knowingly
submit false claims or otherwise intentionally engage in mis-
conduct. It is important to note that under the laws that we help
enforce, providers are not subject to nor do we pursue civil or crimi-
nal penalties for innocent errors or negligence.

The Government's primary civil enforcement tools-the civil
False Claims Act and the civil monetary penalty laws-cover only
offenses that are committed with actual knowledge of the falsity of
the claim or reckless disregard or deliberate ignorance of the falsity
of the claim.

For criminal penalties, the standard is even higher-criminal in-
tent to defraud must be proven beyond a reasonable doubt.

Thus our enforcement actions focus on those companies and indi-
viduals who have clearly violated the law. Fortunately, the great
majority of providers want to bill the program correctly. These pro-
viders are our allies in the fight against health care fraud and
abuse, and accordingly, we devote significant efforts to educating
providers about their compliance obligations.

As my written testimony describes in detail, the OIG issues le-
gally binding opinions regarding the lawfulness of specific business
arrangements, promulgates regulations that protect certain busi-
ness practices from being prosecuted under the anti-kickback stat-
ute, publishes bulletins identifying conduct the Inspector General
considers suspect, and issues guidance to implement voluntary
compliance programs.

The American Hospital Association was instrumental in the de-
sign of the Compliance Guide for Hospitals, and we are very appre-
ciative for its support.

Regrettably, despite these efforts, some providers continue to
knowingly abuse and defraud the Federal health care programs.
When individuals or entities are found to have engaged in fraud,
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the OIG is responsible for determining whether to exclude them
from future participation in the Federal health care programs.

This typically arises in connection with the settlement of allega-
tions of fraud between the provider and the Department of Justice.
In the appropriate circumstances, the OIG may offer to waive its
exclusion remedy in exchange for the provider entering into a Cor-
porate Integrity Agreement, or CIA.

The OIG has never required a CIA without evidence that the
provider has engaged in fraudulent conduct. Each CIA addresses
the specific facts of the particular case and is tailored to the exist-
ing capabilities and structure of the health care provider. It also
considers any pre-existing voluntary compliance measures of the
provider. It allows that provider to implement a CIA consistent
with cost-effective auditing, training, and reporting requirements.

In response to feedback from the health care industry, we contin-
ually evaluate each element of the CIA, make modifications as ap-
propriate, to decrease the cost and burden of operating under these
agreements.

Additionally, we are seeking guidance from the provider commu-
nity by holding another of our series of roundtable discussions with
the health care industry. Specifically, on July 30, representatives
of health care providers that are currently operating under CIAs
will meet with the OIG in Washington to discuss issues surround-
ing the implementation and maintenance of compliance programs
and CIAs.

Mr. Chairman, the OIG is committed to protecting the integrity
of the Federal health care programs and will continue to work with
health care providers to achieve this mission. Our enforcement ef-
forts will continue to focus on those providers who have engaged
in fraudulent conduct. We will also continue to collaborate with
providers to assist in their efforts to comply with program require-
ments.

We appreciate the strong support we have received from the Con-
gress and your continued interest in this critically important sub-
ject.

Thank you for the opportunity to testify. I would be pleased to
answer any questions.

[The prepared statement of Mr. Morris follows:]
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Testimony of
Lewis Morris

Assistant Inspector General for Legal Affairs
U.S. Department of Health and Human Services

Good morning Mr. Chairman and members of the Committee.

Health care providers quite reasonably expect the Federal government to provide
clear and consistent guidance when administering the Medicare program. At the same
time, it is appropriate to expect health care providers reasonably to ensure that the care
they provide to Medicare beneficiaries and claims they submit to conform to program
requirements. The Office of Inspector General (OIG) is committed to continuing its
work with honest health care providers and the Centers for Medicare and Medicaid
Services (CMS) to advance these mutual goals.

In my testimony I will describe how the OIG responds to health care providers
who submit false claims to the Federal health care programs. I also will discuss the
OIG's efforts to promote integrity in the Medicare program through a partnership with
the provider community. Finally, I will explain how we are continuing to work with the
health care industry to improve many of our integrity initiatives.

The Role of the Office of Inspecto General

The OIG plays a critical role within the U.S. Department of Health and Human
Services (HHS). Our office's mission is to prevent and detect fraud, waste, and
mismanagement, and to promote economy, efficiency, and effectiveness in all HHS
programs and operations.

The core mission of the OIG is carried out through a nationwide program of
audits, inspections, and investigations related to the operation of HHS programs. Our
comprehensive audits and evaluations are designed to detect problems in the early stages
and to define their nature and magnitude. When we find problems, we recommend
specific corrective actions to the appropriate policy makers within HHS.

In contrast, our investigations are designed to identify and, if appropriate evidence
exists, refer for prosecution cases of fraud. In FY 2000 alone, the OIG conducted or
participated in 2,597 health care cases, of which 234 resulted in criminal convictions and
352 produced successful civil recoveries. A total of 3,350 individuals and entities were
excluded from participation in the Federal health care programs based on criminal
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convictions, patient abuse, licensure revocation or other misconduct. The Federal
government won or negotiated more than S1.2 billion in health care judgments,
settlements and administrative impositions in health care fraud cases.

These enforcement actions were taken against those who knowingly submitted
false claims or otherwise intentionally engaged in misconduct. It is important to note that
under the laws we help enforce, providers are not subject to civil or criminal penalties for
innocent errors, or even negligence. The Government's primary civil enforcement tools
(the civil False Claims Act and Civil Monetary Penalties Law) cover only offenses that
are committed with actual knowledge of the falsity of the claim, or reckless disregard or
deliberate ignorance of the falsity of the claim. These statutes do not penalize mistakes,
errors, or negligence. For criminal penalties, the standard is even higher - criminal intent
to defraud must be proved beyond a reasonable doubt.

Thus, our enforcement actions focus on those companies and individuals who
have clearly violated the law. These are not cases of honest mistakes or simple billing
disputes. Last year, for example, a major national hospital chain agreed to pay $840
million ($95 million in criminal fines and $745 million in a civil settlement) to resolve
allegations of Medicare fraud. The company's subsidiaries entered guilty pleas for: (1)
submitting false Medicare cost reports; (2) mischaracterizing the severity of hospital
patients' illnesses in order to inflate Medicare reimbursement; (3) paying kickbacks to
physicians for patient referrals; and (4) paying kickbacks and filing false cost reports
related to a series of acquisitions of home health agencies.

Another OIG case involved three California physicians who purchased Medi-Cal
patient identity cards, made up phony patient files, and billed for ghost patients never
treated at their clinic. Of about 6,000 patient files, only about 100 were for legitimate
patients. Or consider the case of another California physician, who billed for hundreds of
services to patients who had died prinr to the date of service or who were incarcerated.
In another case, six New York practitioners involved in a kickback scheme signed stacks
of orders for durable medical equipment without ever seeing the patients, accepted
kickbacks for doing so, and filed claims for services not provided. -_

While the OIG focuses its enforcement efforts on those who engage in
reprehensible conduct, we believe that a great majority providers want to bill the program
correctly. These providers are our allies in the fight against health care fraud and abuse.
Accordingly, I will now describe the OIG's efforts to educate providers about their
compliance obligations. I also will describe how the OIG offers a "second chance" to
those providers that have defrauded the Medicare program by requiring them to
implement an integrity program to ensure future compliance.

Senate Special Committee on Aging
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The 0IG Commitment -to a ment industryPartuership

The OIG believes that the vast majority of health care providers are honest, are
committed to providing quality care, and share our goal of strengthening the integrity of
the health care system. As I have explained, these honest providers are not subject to
civil or criminal penalties for innocent errors, or even negligence. To the contrary, we
recognize that by working in tandem with these providers, we can help preserve the
Medicare trust funds for future generations. This Government-industry collaboration
also "levels the playing field" for honest providers who compete based on the quality and
price of their services rather than by cheating the system through kickback schemes and
billing scams. In furtherance of this goal, we have dedicated significant resources to
communicate with the health care industry. With the passage of the Health Insurance
Portability and Accountability Act of 1996 (HIPAA), Congress reinvigorated our mission
with the establishment of a national Health Care Fraud and Abuse Control Program under
the joint direction of the Attorney General and the Secretary of HHS, acting through the
OIG.

One of the five core elements of the HIPAA fraud and abuse control program is
the provision of guidance to health care providers regarding potential liability for
activities that may be considered fraudulent or abusive. I will focus my comments on
four OIG initiatives related to the goal of furnishing guidance to health care providers.
Specifically, the OIG: (I) issues legally binding opinions regarding the applicability of
the criminal and administrative sanction provisions of the Social Security Act to specific
business arrangements and practices; (2) promulgates regulations that protect specified
business practices from being prosecuted under the anti-kickback statute; (3) publishes
special fraud alerts and bulletins identifying practices that the Inspector General
considers suspect or of particular concern; and (4) issues guidance on implementing
voluntary compliance programs. Additionally, we participate actively in a variety of
public forums where these issues are discussed and debated.

Provision of Binding AdYvisorypinions and Safe Harbors

Pursuant to HIPAA, the OIG established an advisory opinion process through
which parties can obtain binding legal advice as to whether their existing or proposed
health care business transactions or arrangements violate the anti-kickback statute, the
civil monetary penalties laws, or any program exclusion provisions. In addition, the
GIG annually solicits proposals for the issuance of new, and modification of existing,
"safe harbors" under the anti-kickback statute. Since this provider education function
began in 1997, we have issued over 60 advisory opinions, promulgated nine new safe
harbors, and clarified or modified many existing safe harbors. In addition to assisting the
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health care industry comply with the law, the advisory opinion and safe harbor
mechanisms enhance the 01G's understanding of new and emerging health care business
arrangements and guide the development of new safe harbor regulations, fraud alerts, and
advisory bulletins.

1tkatification ofLSuspect Industry Practices

The OIG also issues Special Fraud Alerts, Special Advisory Bulletins, and other
industry guidance as part of its ongoing efforts to promote ethical and lawful conduct by
health care providers. We believe it is sound public policy to notify the public of
potentially abusive practices we uncover during our audits, inspections, and
investigations so that honest providers can examine their operations and take appropriate
corrective actions. As an example, the OIG issued a Special Fraud Alert describing
abusive practices associated with the provision of medically unnecessary medical
supplies and home health services. These include the payment of a fee to a physician for
each plan of care certified by the physician on behalf of the home health agency and
disguising referral fees as salaries by paying referring physicians for services not
rendered, or in excess of fair market value. The alert also reminds physicians of their
responsibilities when certifying the medical necessity of these services for a Medicare
beneficiary.

A Special Advisory Bulletin issued earlier this month warned providers of
unethical health care business consultants and the types of abusive billing schemes they
promote. For example, a billing consultant may promise a prospective client that its
advice or services will produce a specific dollar or percentage increase in the client 's
Medicare reimbursements. The consultant's fee is often based on a percentage of this
increased reimbursement. History has shown that this type of arrangement can encourage
exploitation of the reimbursement systems to the ultimate detriment of both the health
care programs and the health care provider. The OIG also provided testimony on this
subject before the Senate Finance Committee on June 27, 2001.

Development of tiluntary Compliance Program Guidances

In addition to case-specific advisory opinions and industry fraud alerts, the OIG
has embarked on a major initiative to promote voluntary compliance programs within
health care organizations. The purpose of a compliance program is to ensure that the
organization has adequate systems to prevent and detect violations of law, as well as
misconduct by its employees and agents. The OIG has found that providers with an
effective compliance program in place not only provide quality care and services, but
also have fewer systemic billing errors.
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In recent years as the Government has stepped up its anti-fraud efforts, health care
providers devoted greater attention and resources to the development of compliance
programs. Part of the reason they did so is because compliance programs make good
business sense and reduce expenses in the long run. We were concerned, however, that
the cost of retaining an outside compliance consultant to develop and implement these
programs might put this valuable tool beyond the budget of many providers.
Accordingly, our office has worked intensively and cooperatively with CMS, health care
providers, and related industry groups, such as the American Hospital Association
(AHA) and the American College of Physicians-American Society of Internal Medicine
(ACP-ASIM), to produce a series of voluntary compliance program guidances for major
sectors of the health care industry. Each guidance provides concrete suggestions for
designing and implementing internal controls and procedures to address identified risk
areas for the applicable health care sector.

These guidances are not mandatory; they are not regulations. Health care
providers are free to accept, reject or adapt the applicable guidance to their particular
circumstances and budget. Moreover, our office has considered voluntary compliance
efforts a mitigating circumstance when determining the appropriate sanctions to be
imposed on providers who have been found (despite their compliance efforts) to have
engaged in fraudulent or abusive practices.

A measure of the success of this collaborative approach is reflected in the
widespread adoption of compliance programs throughout the health care industry. For
example, in 1999, a compliance survey reported by the AHA found that 96 percent of its
membership responding to the survey either had a compliance program in place or were
planning to initiate one in the coming year. ACP-ASIM modeled its own compliance
program for members on the OIG's physicians compliance guidance and noted that "we
are particularly pleased to see that the OIG included our recommendation that physicians
be encouraged to adopt the active application of compliance principles in their practices,
rather than implement rigid, costly, formal procedures." The Health Care Compliance
Association (HCCA), whose 3,000 members represent the industry's compliance officers,
recently passed a resolution acknowledging the OIG's important contribution and the
compliance guidances as "having been prepared professionally and represent[ing] a
highly valuable resource to health care professionals."

To date, we have issued nine compliance guidances pertaining to hospitals,
clinical laboratories, home health agencies, durable medical equipment suppliers, third-
party medical billing companies, hospices, Medicare+Choice organizations, nursing
facilities, and individual and small group physician practices. Currently, we have
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solicited public comment and are developing guidance for ambulance transportation
companies and the pharmaceutical industry.

Access to Essential Compliance Information

Compliance guidances and other fraud prevention tools are of little value unless
they are easily, promptly, and widely available to providers nationwide. Accordingly, all
of the information I have just described is readily accessible to health care providers, in a
single location, by logging on to the OIG's web site at wiw .-.hhs.gao /oig. Each month
the OIG also posts a list of the individuals and entities who are currently excluded from
participation in Medicare, Medicaid, and other Federal heath care programs. Publicizing
this information to health care providers and prospective employers is critical because
excluded individuals present a great risk to the integrity of the business entity, the Federal
health care programs and program beneficiaries. In addition, the OIG has created an
electronic service that provides an early alert to all interested parties about any new item
or document to be posted on the OIG website. There are currently over 9,800 subscribers
to this e-mail listserve, which ultimately reaches over 88,000 individuals throughout the
health care community.

PromotionLQf Government-Industry Dialogue

As a result of our extensive experience in identifying Medicare program
vulnerabilities, the OIG must play a leadership role in promoting measures to strengthen
the integrity of the program. Equally important, health care providers have insights and
perspectives that can only come from operating a business under the complex set of
regulations that apply to the Federal health care programs. To devise realistic solutions,
the OIG has recognized that we must engage in a continuous dialogue with health care
providers. OIG staff have consistently made themselves available to health care provider
groups, participating in hundreds of discussion panels and teleconferences on issues as
diverse as the OIG work plan and promoting quality care in nursing homes.

For example, the OIG and the HCCA co-sponsored a series of meetings with
health care providers to explore new ways to promote compliance. The first of these
roundtables in 1999 was an opportunity for the health care compliance industry to inform
the OIG of issues encountered in implementing and maintaining compliance programs.
This first meeting was also an opportunity for the OIG to present policy objectives
underlying its corporate integrity initiatives and compliance program guidance. At the
second meeting in 2000, practicing physicians from across the country met with OIG and
CMS representatives to discuss the challenges to compliance in physician practices.
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Based in part on information obtained from this roundtable, the OIG issued its voluntary
compliance program guidance for physician practices in September 2000.

The OI-CYoluntary-Disclosure Program

If a health care provider implements a comprehensive compliance program, there
is a reasonable chance at some point it will discover a violation of Federal health care
program requirements. After all, one of the precepts of an effective compliance program
is the early detection of billing errors and other problems through a system of internal
audits and by empowering employees to do the right thing. Furthermore, to receive
credit under the criminal sentencing guidelines for having an effective compliance
program, the U.S. Sentencing Commission guidelines require a corporation to have a
mechanism to report self-discovered errors. For these reasons, many in the heath care
industry sought a mechanism through which to report such fraud and abuse.

In response, the OIG created the Self-Disclosure Protocol (Protocol), a copy of
which is also posted on the OIG website. The Protocol provides a detailed, step-by-step
explanation of how a provider can assess the extent and financial impact of any
discovered wrongdoing and report the results of that assessment to the OIG. Providers
that made good faith disclosures to the OIG pursuant to the Protocol have received
expedited review of their disclosures and, where appropriate, favorable treatment in the
resolution of the matter disclosed.

Since 1995, the OIG has received over 120 self-disclosures from health care
providers, and the Medicare Trust Fund has recovered over $42 million. Many of these
matters were resolved with a simple recovery of the Medicare overpayments. Others
were resolved with no findings of provider liability. In more serious cases, the matter has
been referred to the Department of Justice (DOJ) for resolution under the civil False
Claims Act. In these latter cases, the OIG has made a commitment to take voluntary
compliance efforts into consideration when determining the appropriate administrative
sanctions to be imposed on providers found to have engaged in fraud.

Colporate Integrity Agreements - "Second..Chances" for Providers whohave
Coimmitted Fraud

As the foregoing demonstrates, the OIG has devoted substantial resources to
working with providers to improve the integrity of the Medicare program. We believe
that the majority of health care providers are willing and able to use tools such as the
compliance guidances and fraud alerts to minimize the risk of billing fraud and other
abuses. Unfortunately, despite these efforts, some providers continue knowingly to abuse
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and defraud the Federal health care programs. This fraud includes, among other things,
billing for items that are not provided, upcoding of claims, and providing medically
unnecessary care.

When individuals or entities are found to have engaged in fraud, the OIG is
responsible for determining whether to exclude them from participation in Federal health
care programs. In the Social Security Act, Congress directed that health care providers
found to be untrustworthy should not be allowed to do business with the Federal
Government for some period of time. In the case of felony convictions related to health
care fraud or patient abuse, Congress mandated that the defendant be excluded for a
minimum of five years. However, in less serious circumstances, Congress gives the OIG
some discretion in deciding whether to impose an exclusion, as well as its length.

In exercising this discretion in civil false claims cases, the OIG has adopted non-
binding criteria for deciding whether to exclude providers or, despite evidence that they
are untrustworthy, allow them to continue to participate in the Federal health care
programs. This issue of programmatic exclusion in false claims cases usually arises in
connection with the settlement of allegations of fraud between the provider and DOJ. In
the appropriate circumstances, the OIG may offer to waive its exclusion remedy in
exchange for the provider entering into a corporate integrity agreement or "CIA." IThis
agreement, which is typically in effect for between three and five years, requires the
provider to institute or maintain a series of internal controls that better ensure its future
compliance with Federal health care program requirements and ultimately protect the
Medicare program and its beneficiaries.

Most of the requirements of the CIA are derived from the seven elements of an
effective voluntary compliance program, as outlined by the U.S. Sentencing Commission.
By adopting these existing standards, the OIG conforms its own enforcement goals with
that of other Federal law enforcement authorities. These compliance program elements
include appointment of a compliance officer, development of written standards and
policies, implementation of a comprehensive employee training program, auditing of
claims submissions to Federal health care programs, establishment of a confidential
disclosure program, disciplinary measures, and restricting employment of ineligible
persons. It is our hope that when the obligations of its CIA end, the provider has in place
a comprehensive compliance system that has become an integral part of an ethical
organization.

In our experience, most health care companies that have implemented voluntary
compliance programs have incorporated these variables into their internal control
systems. However, two significant requirements of the CIA are not part of a voluntary
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compliance program: the provider's obligation to submit to the OIG for the term of the
CIA an annual report that summarizes its compliance efforts and a billing review,
conducted either by an independent review organization (IRO) or, in many cases, by the
provider's internal auditing mechanism, with a verification review performed by the IRO.
This billing review is intended to assist the provider in avoiding improper billings, as
well as identifying and correcting improper billings once they occur. This requirement
has proved to be an essential aspect of ensuring appropriate claims are submitted to the
Federal health care programs.

While the above components are common to all ClAs, each agreement addresses
the specific facts of the conduct at issue in the particular case and is tailored to the
existing capabilities and structural organization of the provider. This tailoring allows
providers the opportunity to negotiate the terms of the CIA and to help design cost-
effective auditing and reporting requirements. As more and more providers have
instituted compliance measures, increasingly the OIG is able to customize the integrity
agreement in a way that makes good business sense for that particular provider and
utilizes the provider's resources and pre-existing compliance measures in the most cost-
effective manner.

In response'to feedback we have received from providers, we continually evaluate
the usefulness of each element of the CIA and have modified many of the requirements to
decrease the cost and burden of operating under the CIA. However, we continue to
develop ways to improve the process.

For example, to ensure that the IRO function in the CIA serves its intended
purpose and does not become an unnecessary burden on the provider, the 0IG has
undertaken a number of measures. For example, the OIG may allow the annual billing
audit to be shifted from the IRO to an internal audit department in the later years of the
agreement in cases where the provider can clearly demonstrate that it has developed a
robust system of internal controls. This reduced reliance on the IRO not only lowers the
cost of the CIA, but also strengthens the provider's internal audit capabilities.

The 01G also has worked extensively in the last two years with the American
Institute of Certified Public Accountants (AICPA) to address the role and responsibilities
of an IRO in the CIA process. With the OIG's assistance, the AICPA issued a Statement
of Procedure (SOP 99-1) that provides detailed guidance and advice on IRO engagements
and reviews. The 01G continues to work with a task force of the AICPA on modifying
the IRO claims review procedures to make them more cost-effective.
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Additionally, we are seeking guidance and suggestions from the provider
community by holding another in our series of roundtable discussions. Specifically,
on July 30, representatives of health care providers that are currently operating under
ClAs will meet with OIG staff and the HCCA to discuss the issues surrounding the
implementation and maintenance of compliance programs and ClAs. This roundtable,
entitled "A Government-Industry Roundtable on Corporate Integrity Agreements," is part
of the OIG's ongoing effort to solicit feedback from providers operating under ClAs, and
to adapt its ClAs to the business realities of the health care industry.

Providers that have successfully operated under a CIA, and that have continued to
implement compliance measures after the CIA has expired, have found that the CIA is
not a punitive mechanism, as it has sometimes been mischaracterized. Rather, it is a tool
that assists the provider in focusing its attention on providing quality care, submitting
claims that are free from error, and developing a business based on integrity. As the
compliance officer for a California medical center explained, "Despite the difficulties of
the task, implementing the [CIA] program was a positive opportunity for our healthcare
system to not only gain valuable compliance knowledge, but also to enhance operational
efficiency and improve patient care." (Mike Powers, Healthcarebusiness, September
2000, at 86.)

The lmpadofJntegrityEffortson the Medicare Program

The OIG's enforcement efforts and the joint Government/industry compliance
initiatives have helped to improve Medicare's financial outlook. Over the last 5 years,
the OIG audit of the fee-for-service part of the Medicare program has shown that the rate
of improper payments has been cut in half. For Fiscal Year 1996, improper payments
totaled about $23 billion (14 percent of program expenditures), and by Fiscal Year 2000,
improper payments had dropped to about $12 billion (7 percent of program
expenditures).

Another indicator is the drop in the Medicare "inflation rate." The Congressional
Budget Office (CBO) reports that from 1991 to 1996, the inflation rate averaged 10.9
percent per year, but the rate has dropped to an average of 3.2 percent since then.
According to the CBO, "Most of the decline can be explained by a strong effort to ensure
compliance with payment rules." (CBO Budget Report, January 2001).

Most significantly, over the last 5 years the Trustees of the Medicare Part A trust
fund have extended their estimate of the financial life of the trust fund by 30 years, from
1999 until the year 2029. One of the primary contributing factors cited by the Trustees
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has been, "the continuing efforts to combat fraud and abuse." (Trustees Annual Report,
1999).

Conclusion

The OIG is committed to protecting the integrity of the Federal health care
programs and will continue to work with health care providers to achieve this mission.
Our enforcement efforts will continue to focus on those providers who have engaged in
fraudulent conduct. We also will continue to collaborate with the vast majority of
providers and assist their efforts to comply with program requirements. We appreciate
the strong support we have received from the Congress and your continued interest in this
critically important subject.

Thank you for the opportunity to testify today. I would be pleased to answer any
question.

Senate Special Committee on Aging
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The CHAIRMAN. Thank you all very much for your testimony and
your presentations.

Do you all have a memorandum of understanding between Jus-
tice and OIG as far as how you operate, where you overlap, and
how you work together? Is there some kind of policy that you have,
or is everybody on their own?

Mr. MORRIS. In one particular area, there is actually a statutory
insurance that we do not overlap. When we bring civil monetary
penalty actions, which are administrative actions, to pursue false
or fraudulent conduct, we need to get the approval of the Depart-
ment of Justice before we can go forward with that action. That en-
sures that we do not have overlapping enforcement efforts.

In addition to that, we have a series of work groups, both an ex-
ecutive level work group as well as individual working groups fo-
cusing on particular national initiatives, where we discuss both the
underlying rules and regulations that we are looking into and also
ensure that there will be a consistent application of our enforce-
ment efforts across the country.

The CHAIRMAN. I would imagine that hospitals and providers will
probably say that they do not know who they have to deal with-
on the one hand, they are worried about Justice, and on the other
hand, they are worried about OIG. What can we tell them to allevi-
ate that concern? It seems like in some areas, the OIG is involved
in enforcement or investigation, and in other areas, Justice is pur-
suing a criminal prosecution.

Is there anything we can say to providers to give them some con-
fidence that there is no overlap in these areas?

Mr. SCHIFFER. Most of our cases, Mr. Chairman, are resolved on
three fronts-any criminal investigation that has taken place; con-
sideration of civil remedies; and the administrative sanctions or
remedies that Mr. Morris testified about.

I do not think there is a consistent problem. To some extent, we
have to have separation between the criminal and civil sides just
to provide compliance with the ethical rules and matters such as
limits on the extent to which grand jury information can be shared.
But I do not think there are recurrent situations where a provider
does not know whether to talk to the IG or the Justice Department,
since in a typical case, we are working together, and the provider
can frankly deal with either side of the house.

The CHAIRMAN. Thank you.
The American Hospital Association in their testimony coming up,

I think, will basically recommend that Congress give hospitals a
specific opportunity to challenge decisions made by HHS and the
Medicare program that they feel would be legally questionable. Can
you comment on that? I take it they would like to have an oppor-
tunity to go to court and try to challenge some of these policy deci-
sions rather than go through some kind of administrative process
to appeal these decisions. Would that have any effect on enforce-
ment from your standpoint?

Mr. SCHIFFER. I think it could. I am reluctant to speak at length
about proposals that we have not seen specifically. I think two
things are separate. On one hand, I think providers need to be able
to obtain clear guidance and to make sure they are not trapped by
complex procedures. On the other hand, unlike some of my col-
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leagues in private practice who will be testifying for the hospital
associations, we have more business than we need, and the Federal
courts certainly have more business than they need, and I think
there is always a risk in bringing premature challenges when you
are not operating with specific fact patterns where there really is
a need for Federal courts to address these issues.

So I would far prefer to see things simplified on the administra-
tive side so that such guidance can be obtained, as opposed to en-
couraging yet more litigation in the Federal courts.

The CHAIRMAN. Can anybody give me some kind of idea of how
much of the improper payments are pursued under the False
Claims Act versus other means of pursuing these improper pay-
ments? Is the bulk of it under False Claims Act, or is the bulk of
it through internal OIG efforts? How do we do it? When we have
problems with improper payments, how do we pursue them most
of the time? Is there some kind of balance here?

Mr. SCHIFFER. Of course, the False Claims Act is only directed
at payments that are fraudulent in nature-payments that con-
stitute knowing presentation of false claims-and I am not sure
that I-

The CHAIRMAN. In other words, to pursue an action under the
False Claims Act, you have to show intent to defraud as opposed
to just a mistake?

Mr. SCHIFFER. Not so much as a criminal intent, but at least a
knowledgeable submission of a false claim. I am not sure that I can
do any better than Mr. Scully did in estimating what percentage
of improper claims are fraudulent as opposed to-

The CHAIRMAN. Is there ever a case where an intent to submit
a false claim would not be criminal?

Mr. SCHIFFER. I am sorry?
The CHAIRMAN. Is there ever a case where an intent to submit

a false claim would not be criminal?
Mr. SCHIFFER. No-typically, those would be criminal cases.

What I am saying is that I am not sure I can give you an exact
dichotomy in terms of estimating percentage of claims that are sim-
ply the result of erroneous submissions and those that are fraudu-
lent. I am not sure if Mr. Morris can do any better-but we do not
bring under the False Claims Act cases where we have reason to
believe these are negligent mistakes or simple overpayments.

The CHAIRMAN. If you do proceed in that fashion and you find
out that this was not an intent to defraud but sloppy bookkeeping
or an honest mistake, do you kick it over to somewhere else for col-
lection?

Mr. SCHIFFER. We would do that, or we would attempt, in con-
junction with the agency, to collect the amount of the overpay-
ment-certainly not to collect penalties or multiple damages.

The CHAIRMAN. Mr. Morris.
Mr. MORRIS. That is exactly right, and if I could just elaborate

that I think the vast majority of billing errors are dealt with at the
contractor level, and whether it is a hospital or a physician, there
is a frequent exchange of information back and forth to reconcile
the books. I think Mr. Scully referenced the great familiarity that
hospitals will have with their contractors because of that.
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As Mr. Schiffer said, the only types of cases that either OIG or
the Department of Justice get involved in is where there is evi-
dence of fraud; and if, during the investigation of that allegation,
it appears that there was not a knowing submission of false claims,
but in fact there were simply billing errors, perhaps as a result of
miscommunication of information by the contractor, that ends the
case from a fraud standpoint. Now, the program is still owed
money. If there had been overpayments due to billing for unneces-
sary services or otherwise taking money that the provider is not
entitled to, it is important that the trust fund get that money back,
but that is not the job of law enforcement, that is the job of the
program.

The CHAIRMAN. Thank you.
I have other questions, but I want to recognize Senator Ensign.

Just one comment, Ms. Aronovitz. You talked about the GAO doing
spot-checks with telephone calls to the various centers and that you
got only an 85 percent satisfactory response from those calls to the
centers. I am surprised you got that high a percentage when you
identified yourself as being from the Federal Government-"I am
from the GAO, and I would like to ask you a few questions." I am
sure the poor person on the other end probably went crazy trying
to figure out how to answer the question. It is like "I am from the
IRS and I would like to ask you a few questions." I am not sure
I could answer the questions straight, without being scared to
death. [Laughter.]

Ms. ARONOVITZ. Well, maybe they were scared to death, or
maybe they were paralyzed, because in fact our results were that
only 15 percent of the time did they answer accurately and com-
pletely.

The CHAIRMAN. Oh, it is 15 percent-85 percent incorrect.
Ms. ARONOVITZ. That is correct.
The CHAIRMAN. I would bet that if you had not told them where

you were from, you would have gotten a higher rate of compliance.
Senator Ensign.
Senator ENSIGN. Thank you, Mr. Chairman.
I do not know how well you are going to be able to answer these

questions, but I am just tossing it out from an enforcement stand-
point. I spent 4 years in the House of Representatives and was on
the Health Subcommittee of Ways and Means, so I was very in-
volved in a lot of these issues involving Medicare. When I would
have town hall meetings with our seniors-and I know that every
Senator or Member of Congress who has ever had a town hall
meeting would agree-it seems like every time you have seniors
who stand up and talk about how Medicare is being ripped off and
so on. My question is asked in light of trying to get feedback from
you to help us improve the regulations that we have put into place.
In doing my research, most of the cases that the seniors think are
fraud and abuse are just confusing regulation, because the State
may require something different than the Federal Government that
is different from what private insurance requires. And because of
the DRGs and various other things, it actually has nothing to do
with what is provided, yet the hospitals have to list out what was
provided.
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In your investigations or requests for investigations, do you know
what percentage of investigations are due to cases like that? In
other words, they are not really cases of fraud and abuse that you
are able to dismiss. Do you keep track of those kinds of things?

Mr. MORRIS. Perhaps I can answer it this way. The Office of In-
spector General runs a hotline which receives hundreds of thou-
sands of calls from senior citizens and their families, because we
encourage seniors to take a look at their bills; we urge them to
think of it like a VISA bill-if there is a charge on there that you
do not understand, ask someone. We, with the AARP and others,
have urged that it be a three-step process. If you do not understand
the bill, first ask the doctor, because it may well be that you do
not recognize the name of the radiologist, but you got the x-ray. If
you are not satisfied with that explanation, talk to the Government
contractor, the carrier, who may explain, as you just elaborated
that, "Well, it is a DRG bill, and that is the way it works."

If you are still not satisfied after having asked those questions,
call our hotline. Of the folks who call our hotline, a significant pro-
portion of them-I daresay a majority-are along the lines that you
are raising. They are not fraud issues. They are either misunder-
standings of the rules; it is a duplicate claim, but there is a reason
for it, and it was caught and not paid, and so on. Those matters
are referred to the contractors for clarification. They are not fraud.

But there are allegations that come through our hotline as well
as through qui tam relaters and other sources which represent gen-
uine intent to defraud our program.

Senator ENSIGN. Yes, and I have no doubt that any business, I
do not care what it is, whether it is a retail business, whether it
is the gaming business-most of the time when you catch people
stealing or ripping off, it is because the public gives you the input.
All the security measures in the world that you have are not nearly
as effective as if you have just honest, ordinary citizens saying,
"Hey, I think there is something wrong here." I think it is great
that we continue that. But my question to you-because I think it
is critical, because you are on the front lines seeing why the confu-
sion is happening-is it just something that Tom Scully has to
write new regulations, or whether we need to pass laws to try to
clear up some of that confusion. If you are having the same things
leading to the confusion every time perhaps your front line workers
are saying, "The reason why this keeps happening is because these
regulations are stupid; they-do not keep less fraud from happening,
but they lead to so much confusion among seniors that we get a
lot of these phone calls-" which take up resources on your hotline
and various other things then we need to do something. I guess
that is the purpose for my questions.

Ms. ARONOVITZ. I would just throw in that I am not sure how
much is attributed to this, but I think part of the confusion on the
part of seniors is a result of the complex nature of health care
today. I know that when my mother would come to me with her
explanation of Medicare benefits, she would get confused because
she would have lab tests that would have a different organization
name-it would be the laboratory-that she had never heard of; or
she would go to a provider whose billing office was in a different
location, and she would insist that she did not go to a provider at
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that location. There are many entities that are organized in a man-
ner that results in bills from different locations, and the time peri-
ods are sometimes very confusing.

Also, sometimes she would literally just forget that she had gone
to two appointments in the same day for two unrelated matters.

I think those are some of the typical things that do get very con-
fusing in just trying to use the health care system. Despite this,
I know that the Office of Inspector General occasionally gets some
pretty good leads, from alert seniors who are perfectly correct.

Senator ENSIGN. And once again, we want to continue that. We
held a lot of hearings, and I remember the numbers back in 1977,
I think, about the $23 billion in fraud and abuse, and 90 percent
of it turned out to be clerical errors-not even that the services had
not been provided; it was just that the form might not have been
filled out, or maybe a signature, or whatever.

The bottom line, I guess, when we are having to look at these
things is that we need feedback from you to help streamline some
of this stuff so the confusion is out of it. However, we have also got
to look at cost-benefit analysis of what we are saving. We always
hear these numbers, that every dollar in investigation saves Medi-
care three dollars, or whatever the numbers are. Most of the time,
however, those dollar estimates do not take into account the huge
regulatory burden that is put on all the providers and the extra
people that they have to hire. That is only the cost to the Govern-
ment; that is not necessarily the cost to the entire health care sys-
tem. We spend way too much money in our health care system on
administrative costs at all levels-private sector, public sector,
every level-and that money does not get to proper health care,
and that is I think what we should all be about.

Mr. MORRIS. Perhaps I can try to answer this question, and it
is an excellent question. It is a source of a lot of concern for us in
the OIG as we work to put together compliance measures to make
sure that they are cost effective and that we are not shifting money
to paperwork and not being able to provide better care.

It has been our experience-and this is now being borne out by
empirical studies, and the GAO also did some work in this area-
that providers that implement an effective compliance program,
train their people on proper coding, do internal audits to make sure
that the claims going out are correct, make available vehicles so
that if people have concerns, they can bring them to the attention
of management-all the aspects of what we say represent an effec-
tive compliance program-are not only doing the right thing by the
program, which is important, but they are also finding that it is re-
ducing the number of billing errors, it is reducing the number of
undercodings-claims which should actually be billed at a higher
level, legitimately, but because the billing folks did not understand
the rules, they inappropriately undercoded it. When the GAO went
out and talked to hospitals that were implementing compliance
programs, they asked them whether they thought this effort was
cost-effective, and if I could, I would like to read from a report that
the GAO issued back in 1999-and we would be pleased to put it
in the record.

"Almost all the hospitals in our study believed that their liability
under the fraud and abuse statute would be reduced as a result of
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their compliance programs. For most of them, the reduction in im-
proper payments and they attendant liability is a benefit that ex-
ceeds the cost of their compliance programs." And it goes on to talk
about the other benefits.

I also mention that there was other empirical work being done.
A recent study published in one of the journals reports on work
done at St. Louis University Hospital, where clinicians studied the
rates of billing errors, underutilized codes, and the like before and
after a compliance program was put into particular departments.
They found that there was a reduction in the number of billing er-
rors, a reduction in the undercoding, and an actual increase in rev-
enues to the hospital as a result of implementing the compliance
program.

One reason why we worked so hard with the industry to build
these voluntary compliance programs is because we think they not
only protect the integrity of the trust fund, but they are also good
business.

Ms. ARONOVITZ. Since Mr. Morris did refer to our report, I would
like to add this. He is completely correct-I think the hospitals that
we went to were convinced that having a compliance program for
them was the right thing to do for a lot of reasons.

However, while we tried to do a cost-benefit analysis to see the
cost of implementing all of the different elements in their plans
versus the benefit to those institutions. It was impossible to get the
costs associated with implementing a lot of compliance plans for
many reasons.

The costs associated with Corporate Integrity Agreements are
sunk costs; they are ones that are typically not revenue-producing.
They are things like having better training, having a corporate
compliance officer who is responsible for overseeing the program,
having a hotline, conducting different activities to assure that em-
ployees inside the organization could report any instances of ques-
tionable behavior. Those are activities that the organization would
not typically want the board of directors to know they are spending
relatively large amounts of money on.

So, it was difficult, and I think it should be stated that although
hospitals were convinced that the money they invested in compli-
ance programs was definitely worthwhile, we could not also say
that it was cost-beneficial to do this.

Senator ENSIGN. Thank you.
The CHAIRMAN. Thank you, Senator Ensign.
Senator Craig.
Senator CRAIG. Mr. Chairman, thank you very much, and let me

apologize to the witnesses for having to step out. The good news
is that one of my staff people is going to be serving in the adminis-
tration, and I wanted to be there to introduce him before the com-
mittee that is hearing him. The bad news is that it took me away
from this hearing which, as I mentioned in my opening comments,
I am very interested in.

Mr. Chairman, I know that you are going to hold the record
open, and I will refrain from asking Mr. Scully any questions and
will submit questions to him in writing that we can build the com-
mittee record on.

The CHAIRMAN. Yes, without objection.
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Senator CRAIG. I thank you for that.
Let me turn to you first if I may, Leslie. I am interested in the

report that your office issued on DOJ compliance with guidelines
related, of course, to the national civil enforcement initiatives.

What prompted Congress to ask the GAO to review DOJ's effec-
tiveness in implementing its own civil guidelines? What was the es-
sence of that.

Ms. ARONOVITZ. Several years ago, the Department of Justice
and the Office of Inspector General received money through the
Medicare Integrity Program and through HIPAA to properly fund
and more aggressively pursue health care fraud control activities.
I think the provider community became much more aware and con-
cerned about some of these activities.

There was a lot of discussion at that time, and there was a deci-
sion made by the Department of Justice that it should elaborate on
its own guidelines for performing investigations for health care
matters under the False Claims Act. My understanding is that this
Deputy Attorney General guidance was in effect all the time, and
it was something that had always supposedly been followed, but it
was a restatement of what the policies were.

I think Congress was very concerned and very interested in
whether these two organizations might be too aggressive in pursu-
ing health care fraud activities, and we were asked to assure that
the Department of Justice was following its own guidance-in other
words, assuring the fairness of the Department of Justice's inter-
actions with providers in pursuing the False Claims Act in regard
to health care matters.

In fact, in our first year of overseeing the Department of Justice,
we found that there was somewhat of a variation in the extent to
which U.S. Attorneys' offices were following the guidance, but in
subsequent years, we have been able to give the Department of
Justice a clean bill of health.

Senator CRAIG. In what areas would you suggest there are still
improvements to be made?

Ms. ARONOVITZ. Do you mean with CMS' enforcement activities?
Senator CRAIG. Yes.
Ms. ARONOVITZ. We have been very involved in looking at the

way that CMS and its contractors are overseeing safeguard activi-
ties. There is more money devoted to assuring the integrity of the
trust fund. And I think there has been in recent years, especially
recently, a very strong emphasis on beneficiary education. I think
the group that has really suffered has been in provider relations.
When you talk about the discretionary budget of CMS and how
limited CMS officials are in their ability to perform the many tasks
they have to do, I think that provider relations has clearly lost out.
This is an area that needs new focus, and I think this will happen,
based on some of the comments that the administrator made this
morning.

Senator CRAIG. In determining the intent in health fraud cases,
it seems that it would be important for investigators to know what
guidance the health care provider received from CMS and its con-
tractors. Has your office taken a look at the level of coordination
that occurs between CMS, OIG, and DOJ in conducting health
fraud investigations?
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Ms. ARONOVITZ. We have not looked at that specifically and in
specific cases, but we are aware that the Department of Justice
and OIG are very careful in terms of looking at the evidence before
they pursue these cases.

We have not actually assessed the accuracy or the actual evi-
dence that they have used in recent years on individual cases, so
it might be that Mr. Morris or Mr. Schiffer could answer that bet-
ter.

Senator CRAIG. Gentlemen?
Mr. SCHIFFER. Senator, I think some evidence of the care we take

stems from whistleblower cases, so-called qui tam cases, under the
False Claims Act, where we are under a statutory obligation to do
at least some investigation of every one of those cases that is insti-

.tuted in the first instance by a private party. And again, working
in collaboration with the Inspector General's Office, we actually in-
tervene in somewhere around one-fifth of those cases only-not al-
ways because there was absolutely no evidence of fraud, for exam-
ple, but where we simply do not think evidence is sufficient for us
to pursue cases.

So, as I said earlier, we do not need the business; we attempt to
work collaboratively to make sure we are pursuing cases where ac-
tual fraud is present.

Mr. MORRIS. If I could elaborate, the OIG, of course, is the inves-
tigative arm in this process, and one of the standard steps that an
investigator takes when building a case is to determine what is the
requirement, and does the provider or the target of the investiga-
tion know what that rules is, because just from a practical stand-
point as well as an equitable one, if we cannot show that there is
a standard to be held to and the provider understood what the
standard was, it is difficult to show that they knowingly chose to
violate it. And regrettably, we have had cases where we thought we
had a strong fraud case, and as the case developed, as we pulled
data, as we interviewed witnesses, it became apparent that while
what we were seeing was perhaps outrageous-the trust fund was
losing great deals of money-we could not show that the provider
had been told what the standard was, and we could not show that
the provider then knowingly violated that standard. So that regret-
tably, in cases like that, we just have to walk away, and we do.

Senator CRAIG. And from your perspective, that was a result of
failing to educate, failing to provide the necessary information to
understand the effectiveness of that reg or the implementation of
that reg?

Mr. MORRIS. That is right. We can only pursue fraud cases-and
again, we have to stress that these are cases where the target
knows that it is committing fraud or is recklessly indifferent to the
truth of its dealings with us-if there is a standard that we can
show that they are aware of. As I said, we have unfortunately had
cases where the information provided by the contractor is some-
times inconsistent, or other information that comes to the provider
leaves open the question of whether they really clearly understood
the rules.

Senator CRAIG. I see my time is up. I have some more questions,
but I will come back.

The CHAIRMAN. We will come back for another round.
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Mr. Morris, the Hospital Association will argue that these Cor-
porate Integrity Agreements should be used only in cases of fraud
versus mistakes that are not intentional. What is your position?

Mr. MORRIS. I absolutely agree. The Corporate Integrity Agree-
ment is implemented in cases where we in the Department of Jus-
tice are resolving false claims. The Congress has given to the Sec-
retary, and the Secretary has delegated to us, responsibility for de-
ciding whether to exclude providers that we have determined are
untrustworthy, such as those submitting fraudulent claims.

In those cases where we have some discretion, where we are not
mandated to exclude, we have to ask ourselves whether there are
ways to ensure that that provider's fraudulent behavior will not
recur and thus cause the trust funds to lose even more money.

So the cases in which we sit down with a provider to talk about
implementing a Corporate Integrity Agreement are cases where
they are facing potential exposure to exclusion for their fraudulent
conduct, and they are also cases where the Department of Justice
or U.S. Attorneys' offices are going to be settling a False Claims
Act liability.

We do not pursue Corporate Integrity Agreement cases with pro-
viders who just make innocent billing errors. We have plenty of
work without those.

Mr. SCHIFFER. I would only add, Mr. Chairman, that there is a
distinction between cases where HHS or Government agencies have
a right to insist on such agreements as a result of fraudulent ac-
tivities, and in many instances, where providers on their own adopt
compliance plans to ensure that their business is being operated in
a proper manner. Obviously, the Government would never discour-
age such steps.

The CHAIRMAN. What would a Corporate Integrity Agreement
consist of in addition to the way a well-run hospital would ordi-
narily conduct its business anyway?

Mr. MORRIS. There are only two elements that a Corporate Integ-
rity Agreement requires that an effective compliance program
would not have in place already. Those are, first, an annual report
to the OIG which reports on all the activities that have been en-
gaged in during the last year. It is really quite comparable to what
you would expect a compliance department to report to the board
of directors-here is the trending that we have done, here are the
errors we found and what we have done about them, and so on.

The CHAIRMAN. But this report, instead of going to the board,
goes to HHS or-

Mr. MORRIS. Yes, to my office, the Office of Inspector General.
And we have a staff of attorneys and program analysts who review
each one of those annual reports, and if they see questions or con-
cerns, get back to the provider. We have a very active dialog with
each provider under a CIA so that if we see issues or concerns de-
veloping, we can talk to them about them early.

The other aspect of the CIA that you would not find in a vol-
untary compliance program is our requirement that in some in-
stances, the provider hire an independent review organization, or
what we call an IRO, to conduct principally two functions. One is
in the first year of the compliance agreement to assure us that all
the elements that were set out in the contract have been met-do
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they have a compliance officer, do they have a hotline-it is basi-
cally a checklist.

The CHAIRMAN. How many hospitals in the country are currently
under CIA agreements?

Mr. MORRIS. The total number of CIAs that we have executed is
about 700. There are about 400 CIAs in place right now, and I
would say that the majority of those are with hospitals. That is
largely because due to a number of national project initiatives we
have done with the Department of Justice looking at the improper
billing of outpatient lab services and so on, a large number of hos-
pitals settled their False Claims Act liability and as a condition of
that, we required them to put in certain compliance measures.

The CHAIRMAN. How long do they normally last?
Mr. MORRIS. The length of a CIA depends a little bit on the facts

of the case. On average, I would say 5 years. For many of the cases
where we have identified a more discrete problem, it would be 3
years. For cases where we are dealing with a provider that has set-
tled fraud allegations in the hundreds of thousands, if not millions
of dollars, and we are concerned that the integrity of the provider
is so questionable, the CIA could last as long as 8 years. But on
average, I would say 5 years, and a significant number of them, 3
years.

I should also mention that one of the things that we were very
gratified by as we continued to work with the industry to -promote
voluntary compliance is that in the more recent years, providers
with whom we negotiate CIAs have many of the compliance meas-
ures we want in place already, and we give them credit for that.
We do not think it is wise to strip out what they already have in
place and working and put something else in.

So we believe the CIAs are becoming less costly, less burden-
some, and in many cases, we are able to eliminate perhaps the
most costly aspect-the IRO-because the provider is able to dem-
onstrate that it has an effective internal- audit system.

The CHAIRMAN. Senator Ensign, do you have any follow-up?
Senator ENSIGN. Thank you, Mr. Chairman.
Just following up on my previous line of questioning, going more

to the smaller providers, physicians' offices, and so on, what per-
centage of your claims are for the smaller providers?

Mr. MORRIS. In terms of dollars or volume?
Senator ENSIGN. Either one, or both.
Mr. MORRIS. I would first have to acknowledge that since the

OIG does not run the program, the question is probably best put
to Mr. Scully.

I would say-and we would be glad to get back to you with the
hard numbers-that the dollar volume is, of course, highest with
hospitals. I would suspect that physicians, because they do lots and
lots of small dollar item services, may have the largest volume of
claims.

Senator ENSIGN. Do you have any feedback-or maybe the GAO
does-in your investigations, for the small provider, obviously, you
do not have as many people that you can put on for administration,
you do not have the kind of expertise that maybe a hospital would
have-what kind of feedback do you get from the providers on
being able to comply with some of these things?
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In other words, if you had a Corporate Integrity Agreement with
a small provider, what kinds of financial difficulties do they have?
Can they hire the lawyers to deal with you all? What kind of hard-
ship, even if they just get investigated, especially when we were
talking earlier that some of these are false investigations-if they
get investigated for a false investigation, what kind of cost does
that bring to them?

Ms. ARONOVITZ. I think Mr. Morris can address the issue of the
False Claims Act allegation, but just in the manner of submitting
claims and trying to obtain reimbursement on a daily basis-I am
talking now more just about participating in the program gen-
erally-we have anecdotal information. We do not have a sense for
sure about small providers versus large ones. But the small provid-
ers we do talk to seem to be very concerned about the fact that
they do not have the funds in their office to hire the clerks and the
in-house counsel and other entities that can give them advice and
assistance in terms of billing rules.

In our work, we found that one of the major ways that a small
practice was learning about the rules was through hard copy but
also through using a website; and during our study, the practice
lost its internet provider in this rural community, felt that it was
at a disadvantage because they could not get on the website and
get questions answered that way.

What we find to some extent is that in the larger practices, some
of the regulatory burden is self-induced-in-house counsel-and it
might be because they are very concerned about the rules, and they
want to make sure they follow the rules-sometimes some of the
burden is a result of in-house counsel requiring the providers to do
certain things. It might not even be the statute, or CMS, or OIG,
or anyone else, but maybe just common practice in an entity. In a
very small practice, it gets more difficult to be able to incur those
costs.

Mr. MORRIS. I think I can answer in three ways. As to physi-
cians, we recognize that they have limited resources and huge de-
mands on their time for patient care. We have done a number of
things in the IG to try to address those concerns.

First, we put out a compliance guidance, a voluntary guidance,
for physicians and small group practices that lays out the various
steps that they should implement, but we stress that they need to
take into account the resources-that this is not do it all at once,
or do not do it at all-that they should integrate these efforts into
their program.

The most important component of that compliance is training-
having your billing people understand what the rules are-and the
contractors provide much of this training for free. There are also
consultants out there that will charge quite a great deal of money,
and we have concerns about that.

In addition, we thought we should talk to physicians directly. It
is one thing to post a guidance and another to actually hear what
people are saying. To that end, my staff and other parts of the OIG
go out and speak frequently to medical societies, to trade groups,
and explain what our vision of integrity is, and we get a great deal
of feedback. The speech may be 45 minutes, but the follow-up is an-
other 2 hours.
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We also held a roundtable last summer here in Washington and
invited physicians from around the country-rural practitioners,
practitioners in big institutions-to come in and basically give us
a piece of their mind, and they spent a full day doing that. They
had lots of great suggestions on how we could make our ideas, our
compliance efforts, more accessible and more usable. We actually
wrote up a white paper on their suggestions and put it on our
website to encourage physicians to give us even more ideas.

And finally to your question about Corporate Integrity Agree-
ments-and we do have Integrity Agreements with practitioners,
with physicians-recognizing that they cannot afford compliance of-
ficers and all the elaborate bells and whistles that perhaps a Co-
lumbia HCA can afford, we really focus on training. The most im-
portant thing we want them to do is get their billing people and
those responsible for the business end of dealing with us to under-
stand the rules.

So we are very mindful of the cost, and we have worked very
hard to tailor the compliance obligations to the reality that patients
should come first.

Senator ENSIGN. And I realize that all of you are basically on the
enforcement end, but we as policymakers really have to take a
hard look at what we have to those-it is one thing to do them at
the hospitals where, with some of our regulations, we are running
up costs that should not necessarily be there; but for these small
practitioners, when people are telling me that in small practices,
they are hiring two and three people just to help them comply with
these new regulations. A couple physician friends of mine are no
longer taking Medicare patients just because of the compliance as-
pects of it.

So we have got to be very careful, in the name of going after
fraud and abuse, that we do not end up really hurting the system
in the long run and having people not getting the medical care that
they need.

Thank you, Mr. Chairman.
The CHAIRMAN. Thank you, Senator Ensign.
Without objection, I will put in the record a letter from Ms. Janet

Rehnquist, who is the nominee for Inspector General at HHS, re-
sponding to a question from Senator Chuck Grassley on the False
Claims Act at her confirmation hearing. I think it would be helpful
to have that as part of our record, in which she speaks to the im-
portance of the False Claims Act.

We will also include a statement from Senator Grassley, who is
on this committee, as part of the record.

[Statement of Senator Grassley and Letter from Ms. Rehnquist
follows:]
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Statement of Senator Chuck Grassley, of Iowa
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Hearing on Medicare Enforcement Actions: Federal Government Anti-Fraud Efforts
Thursday, July 26, 2001

Mr. Chairman and Ranking Member, thank you for holding this hearing on Medicare
enforcement actions. As you know, I chaired this committee for the last two congresses and
appreciate the importance of the work it does.

Since 1986, when Congress passed amendments that I sponsored to toughen the law, more
than S4 billion has been recovered through the False ClaimsAct. Hundreds ofbillions more in fraud
have been saved through the deterrent effect that this law has upon those who would betray the
public's interest In recent years, the False Claims Act has been under attack from industries targeted
by the government's anti-fraud efforts. I am pleased that the President's nominee to be Inspector
General at the Department of Health and Human Services agrees with me that: "Its use is essential
to protect the Federal health care programs from those individuals who knowingly defraud them."
Janet Rehnquist also said: "it is vital that those charged with protecting the integrity and longevity
of the Federal health programs support the False Claims Act against attempts to weaken it."
I'm submitting for the committee record a copy of Ms. Rehnquist's letter in response to a questions
from me.

In addition to the recovery of money and the deterrent effect of this law, the False Claims Act
is important for another, perhaps, more important reason. The fact is that the False Claims Act is
being used, day after day, by prosecutors to maintain the integrity of countless federal programs
funded by American taxpayers. For example, the False Claims Act is being used in the health care
industry to ensure that nursing home residents receive quality care.

During the early 1 980s, our defense budget was rising rapidly to counter the Soviet threat.
It rose so rapidly, in fact, that it was beyond our ability to manage the money properly. As one
defense official said, it was as if we opened up the money bags at both ends, laid them on the
doorstep of the Pentagon, and told the contractors to come and get it.

Not coincidentally, that is the year Congress restored the teeth to the False Claims Act that
were removed some 40 years earlier. It was in 1986 that I sponsored, along with Howard Berman
ofthe House of Representatives, amendments to the False Claims Act intended to put the bite back
in the statute. Since that time, the law has been a tremendous success. It has recovered more than
$4 billion for the taxpayers, and continues to deter fraud in amounts estimated in the hundreds of
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billions.

Since passage of the 1986 amendments to the False Claims Act, private industry has been
plotting to gut the law. Even before the amendments were passed, a major effort was underway by
the defenseandother industries to undermine passage. Even supporters ofmy amendments suddenly
turned against my bill. In the final analysis, thc public's concern about fraud prevailed. My
amendments passed and the False Claims Acthasdemonstrated itselftobeoneofthemostpowerful
tools in the war against fraud.

Early in 1998, the American Hospital Association began an official and public challenge to
the False Claims Act that continues today. The AHA's concerns then were not with the language
of the False Claims Act, but with the Justice Department's implementation of that law. The AHA's
position was that the Justice Department was heavy-handed in its implementation ofthe law and was
not separating innocent billing errors from actual fraud.

In 1998, the AHA's position was countered by an audit report released by the Office of
Inspector General at the Department of Health and Humnan Services. This report revealed that a
staggering $20 billion was improperly paid through Medicare in 1997. That's 20 billion reasons to
defend the False Claims Act. The audit is proof of why the False Claims Act is the law of the land
and should remain the law of the land. Indeed, the False Claims Act helps maintain the integrity of
Medicare for our nation's senior citizens. It helps maintain the standards we want for our seniors
with respect to the quality of health care. The False Claims Act is even beginning to be used
successfully by U.S. Attorneys to improve the quality of care provided to nursing home residents.

In July of 1998, the Department of Justice issued written guidance on the appropriate use
of the False Claims Act in health care matters. This guidance was issued in response to concerns
relating to the Justice Department's enforcement strategies ii national health care projects. The
guidelines were seen as an appropriate non-legislative solution and the attacks on the False Claims
Act were quelled. Subsequently, the General Accounting Office performed a review of these
guidelines. The GAO found that the guidelines were being properly implemented by the Department
of Justice and US Attorneys.

If innocent mistakes are resulting in penalties, it has nothing to do with the Act. It has to do
with process issues only. A failure to recognize this could lead to the public misperception that
Members are going "soft" on fraud. After visiting with the Iowa Hospital Association and listening
to their concerns, it seemed to me that the examples which the AHA has publicized speak more to
some isolated problems with the implementation of the law, not problems with the law itself. I
approached the Justice Department and began a dialogue between DoJ, the AHA, other Members
of Congress, and myself. The goal was to examine the evidence, to see where the problems were
occurring and why, and to fix any and all real problems with the implementation of the law.

After much examination and discussion, 1, and others, determined that there were some
legitimate concerns with the tone of the pre-litigation contacts between DoJ and some hospitals. In
response, the Justice Department refined the process by which it initiates and pursues national
initiatives under the umbrella of the False Claims Act. In fact, the Justice Department said that it
will NOT use demand letters in national projects. In addition, DoJ has created working groups to
enhance centralized coordination and to ensure that a sufficient factual and legal basis exists before
any matter is pursued. Reason prevailed.
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[ kniUI. tien, that it would onlybe a matter of:ime before the medical industry would mount
yet another challenge on the False Claims Act. It is for that reason I have come to he ever vigilant.
Th1ere are many citizen groups around the country that have joined me in this vigil. They have the
taxpayers' best interests in mind. because the False Claims Act is the final and most effective line
of defense, protecting each taxpayer's hard-earned mone'. Since my amendments in I 9S6, the Act
has been used to return more than 54 billon, fraudulently taken, back to die taxpayers. Nearly 52
hillionofthat is mm the health care indury So far, the Act hasdeterred somewherebetween S150
and 300 billion of potential fraud.

The Act is a tool against fraud. It was not designed to be used, and is not used, against
innocent misrakhs. There is clearly an agenda to remove the taxpayers' most effective weapnn in
the government's arsenal against fraud. It is being pushed by some in an industry that has been
ravaged by those who have committed fraud. Of coursc, there is no question that the vast majority
of hospitals and hospital employees in this country are honest, civic-minded, and true public
servants. Many are absolute heroes. But, those in the industry who defraud the government tarnish
the itdustry's upright reputation.

Again, Mr. Chairman and Ranking Member thank you for hold a hearing on this important
issue.
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JANET REHNQUIST - NOMINEE FOR INSPECTOR GENERAL AT HHS
RESPONSE TO QUESTIONS FROM SENATOR GRASSLEY ON FALSE CLAIMS ACT

July 25. 2001

Mr. Dean Zabe
United States Senate
Committee on Finance
219 Dirkscn Senate Office Building
Washington, D.C. 205 10

RE: False Claims Act Ouestions

Dear Mr. Zcrbe

Here are the responses to the quesfions you faxed to my a:teuitioll yestczday.

1 Is it your experience, as an Assistant United States Attorney, that the False Claims
Act is a successful and useful tool to right against fraud in the health care programs
administered by the Department of Itealth and Human Servites?

As an Assistant United States Attorney in the Eastemr District of Virginia. I had the
opportunity to participate first hand in enforci itgj .cdaljud and .thiuse statutes.
That experience reitforced my belief that ti AcI a hiihlv cfective
remedy for health care fraud, Its use is essett rotec ie eceral lteahi carc
programs from those individuals who knowingly defraud them.

The success of the False Claims Act in fighting health care fraud can be measured in two
ways. The first is the recovery of fraudulently claimed dollars front health care providets.
Las: year alone. tie Government was ahl to recover over S i.2 billion from health care
providers due to the Govenment's enforcement of the False Claims Art Second. the
penalty provisions of thc False Claims Act constitute a crucial detenent to those who maN
he tempted to commit fraud. Thc fact that a pr ovidei is subject to substantial penalties as
a result knowinghl conitititting fi-atid as tliposed to mtere repayment ofhc irauduleitl
obtained dollars)l stilts in a ureal imtitvti !or the liovidei tot0ii 1ciLs . 1:1 ucLh
iinlawvful conduct

2. Is it your experience. as an Assistant United States Attornev. thait tlw. Valse Claims
Act needs to he naicred down, limited in scope or wcakened in an' s "a!

It is vital that tlhose chatged with protecting lhe itioegrit vaind loLugvi\; t fliednal
icalth care proaransil suippotrt lthe l::lsc ( tatits Act against ittclumpis ui . ekti ;sit As ai
Assistant U.S Attortey. I fully undc-siandcl id apprcciat, the inipot ,n-ofh1 thc False
(Claihs Act as an atii-fraud tool. Ifcotiimo as lnsptctur Gene: al 1 ut stork to
mamntain the fitll remedial power of this stuilitc *h 1dc also coisurittg 1it ,s tiscd tailly
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and judiciously.

Please contact Carric Loy at 202.690.6047 if I can be of further assistance,.

Very truly youM'ts

Diet Rehnqu~ist ./
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The CHAIRMAN. I recognize Senator Craig for any questions.
Senator CRAIG. Mr. Chairman, thank you.
I have a couple more questions that I think need to be asked, be-

cause what Senator Ensign has just said is of course of great con-
cern as we balance this effort so that we do not run the provider
away from the very people that they want to provide health care
for.

Let me, Stuart, speak to you for a moment if I could.
Mr. SCHIFFER. I have been enjoying the dialog on both sides of

me, Senator, but I would be glad to.
Senator CRAIG. GAO says that you are doing a better job of im-

plementing guidelines on the conduct of civil health fraud inves-
tigations. Does DOJ have similar guidelines in regard to how they
conduct criminal investigations involving alleged fraud?

Mr. SCHIFFER. The Department has long had in place broad sets
of prosecutorial guidelines. I am not personally familiar, I must
confess, with whether there were specific guidelines directed to
health care-

Senator CRAIG. I am specifically concerned about the search and
seizure side of this as it relates to guidelines, involving doctors' of-
fices and hospitals where patients might be receiving care at the
time.

Mr. SCHIFFER. Again, I do not know specifically if we have search
and seizure guidelines in the health care fraud area. There are cer-
tainly guidelines applicable to search and seizure.

The guidelines about which the General Accounting Office has
testified were adopted largely in response to some specific instances
that had been brought to the Department's attention by both indus-
try and by Members of Congress where predicate procedures had
not properly been followed in certain so-called national projects. We
did not think we were breaking new ground with those guidelines,
but we did believe and we were told that it was important to put
in writing procedures which have long existed and to form working
groups to oversee these guidelines.

Senator CRAIG. That is civil; right?
Mr. SCHIFFER. Yes, sir.
Senator CRAIG. But not criminal.
Mr. SCHIFFER. Not criminal.
Senator CRAIG. You cannot answer that.
Mr. SCHIFFER. I would be glad to get you a response in writing,

Senator.
Senator CRAIG. Would you do that, please?
Mr. SCHIFFER. Surely.
Senator CRAIG. And I would like to know if you have those kinds

of guidelines. That is an important part of all of this, ultimately,
where you are involved in the criminal investigation as it relates
to how those are conducted in those situations.

I think that would be tremendously important.
I see that in your testimony, you mentioned the future use of ad-

vanced technologies so that no provider is prosecuted or penalized
for simply unintentional billing errors or mistakes lacking any evi-
dence of intent to defraud.

You also announced that CMS and DOJ are launching new inter-
agency efforts to enhance the use of technology and high-tech tools.
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I like the idea of making these determinations of intent as accurate
as possible-obviously, we all do. Could you tell us more about
these efforts and your timetable for implementing the new tech-
nologies?

Mr. SCHIFFER. I am somewhat concerned, Senator, and worried
about laughter that may come from the back of the room from my
colleagues who are here, since I am one of the few remaining com-
puter-illiterates in the Department of Justice.

Mr. Morris is certainly here to answer questions on
technology-

Senator CRAIG. Stuart, I talk a good line, too, about computers,
but I lack knowledge.

Mr. SCHIFFER. I could only fit a computer or a television set into
my office, and I opted for the latter so I could use C-SPAN and
many of these hearings.

We talk about occurrences in the past, for example, where people
would look at a single spreadsheet and see billing for a particular
code of pneumonia, let us say, and would leap from that to a con-
clusion that there must be fraud. We are now looking for matches,
we are looking for many more complicated systems that will give
us true indicia of fraud as opposed to simply pursuing honest mis-
takes.

But my computer friend over here is about to answer the ques-
tion.

Mr. MoRuus. Thanks.
One of the reasons I went to law school was so I would not have

to understand this stuff-but perhaps I can give you an example
of how "data-mining" as it is often called, taking the huge amount
of information that comes through the Medicare program and using
technology, can help us.

Mr. Schiffer just referenced pneumonia. One of the national
projects that we have under way is looking at hospitals that bill
for a higher-coded level of pneumonia treatment than we believe
was appropriate. One reason why this was brought to our attention
was that by doing this data-mining, we came to see that there were
some hospitals for whom the use of this particular pneumonia code
was so disproportionate to demand we do something more. In fact,
in one case, a hospital in Tennessee was using this higher-reim-
bursed code 93 percent of the time, when the Centers for Disease
Control would tell us that we should see incidence of that type of
pneumonia about 2.4 percent of the time.

What I want to stress here is that technology identifies a poten-
tial problem. What we need to do then and what we did do in all
of these cases was to go onsite and pull medical records to see if
there was some other explanation-was there an epidemic of pneu-
monia in that part of Tennessee, for example.

As it turned out in that case, medical experts looked at the
charts and found no documentation or justification for the billing-
and what is more, we discovered that consultants had been out,
marketing these billing maximization schemes and that what was
really going on here was not an epidemic of illness but an epidemic
of fraud.

So we use technology to identify potential problems, but a lot of
what we do requires shoe leather.
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Senator CRAIG. In that instance of billing, I am assuming there
was a variety of categories-

Mr. MORRIS. Yes, sir.
Senator CRAIG [continuing.] Or levels of severity, or whatever

that would ultimately measure. So it was your determination that
this was an intent to defraud?

Mr. MORRIS. Well, we relied on medical experts to look at the
physician and the nurses' documentation in the charts, and we
start with the premise that the doctor knows what he or she is or-
dering and accurately reflects that in the charts. When we go to
chart after chart, and we find no tests to confirm the diagnosis as
billed, when we actually find contraindicated information that
there was a less serious pneumonia, and when we see this not
once, not twice, but 93 percent of the time, and when we add to
that the presence of consultants or others who have seen com-
parable schemes take place in other hospitals-when you link all
that together, as well as interviews with people at the hospital, all
of that put together gives us evidence that they knowingly engaged
in fraud.

Senator CRAIG. Well, there are a good many more questions that
we would like to ask, and we are going to hold the record open, so
you may receive some in writing.

We thank this panel very much for your presence today.
Senator Craig [presiding.] Let us turn to our third and last

panel. Senator Breaux has had to step away for a few moments,
but I think he plans to return.

On the final panel, we have Robert Charrow, with Crowell and
Moring, a law firm here in Washington; Joseph diGenova, special
counsel to the American Hospital Association; and Jim Moorman,
representing Taxpayers Against Fraud.

Robert, we will start with you.

STATEMENT OF ROBERT P. CHARROW, CROWELL AND
MORING, WASHINGTON, DC

Mr. CHARRow. Thank you very much, Senator Craig, for giving
me this opportunity to appear here.

For the record, although I am a partner at Crowell and Moring,
I am not appearing on behalf of any client. I was asked by the com-
mittee to share some of my perceptions as someone who, as a prior
political appointee, is partially responsible and shares some of the
blame for the mess that we are dealing with today.

Medicare is perhaps the single most complex Federal program
and it affects more Americans than any other program. I brought
with me a copy of the Social Security Act, which is the organic leg-
islation that has given rise to 1,300 pages of regulations in The
Code of Federal Regulations, and over 100,000 pages of issuances,
notices, and other documents published by CMS and its carriers
and intermediaries.

I would like to follow up on a theme raised by, Senator Craig and
his colleagues as well by Mr. Scully namely we are all attempting
to strike the proper balance between, on the one hand, enforce-
ment, and on the other hand, fairness.

One of the concerns that I have with the current system is that
its complexity makes it very difficult for anyone to function prop-
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erly. For example, when a physician calls me because he or she has
just received a letter or a visit from the government, I ask "Who
paid you the visit?" or "Whom did the letter come from?" and they
invariably say, "Inspector General."

And I said, "Really? The Inspector General of HHS?"
And they say, "Well, no, but it was somebody."
And when you stop and talk to them and look at the materials,

if they were smart enough to have gotten the card, it turns out it
is someone from the carrier or intermediary as the case may be,
depending on whether it is a hospital or a physician. And fre-
quently, there is no distinction drawn, especially by small provid-
ers, between the carrier and fiscal intermediary on the one hand,
the regional office of the Health Care Financing Administration-
or, the CMS now-the central office, the IG, or the FBI. They are
all viewed as "them"-and then there is "us"~-and that is
unhealthy.

The second point is that part of the reason why we see this fear
in the community-and there is really fear in the community-of
enforcement is not only because of the complexity and, at times, er-
ratic enforcement posture of the various Federal agencies, but also
the total lack of accountability. Medicare is the only significant pro-
gram lacking in effective judicial review. There is no way for a pro-
vider to get into court effectively.

The DRG system is not subject to judicial review. RBRVS sys-
tem, which is the fee schedule system, is not subject to judicial re-
view. The system by which wage index rates are set for hospitals
also is not subject to judicial review. And the most astonishing
thing is that as a result of a recent Supreme Court decision, regu-
lations issued by the Department of Health and Human Services
that govern CMS are no longer subject to meaningful judicial re-
view. That means that if you believe the agency issued a rule in
contravention of the Administrative Procedure Act, it failed to so-
licit comments when it should have, the basic tenets of the APA
have been violated-you cannot get into court, effectively. You have
to go through a labyrinth-like appeals process that could take any-
where from 2 to 10 years before you are eligible to see the inside
of a Federal district court. Most providers simply do not have the
wherewithal to undertake such a litigation.

If you are a regulator, it is much easier to issue rules if there
is no judicial review. If Congress makes one change, it should be
to uncouple the judicial review procedures that govern HHS and
CMS from the Social Security Act, Section 205(h). That uncoupling
would go a long way toward creating accountability and easing the
fear at relatively modest cost to the Government.

Thank you very much.
Senator CRAIG. Thank you very much for that testimony.
[The prepared statement of Mr. Charrow follows:]
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Statement of Robert P. Charrow, Esq.

Crowell & Moring LLP

Former Principal Deputy General Counsel of Health and Human Services

July 26, 2001

MR. CHAIRMAN AND MEMBERS OF THE COMMITTEE:

I am deeply honored at being asked to share some of my experiences,

perspectives, and thoughts with the Committee. Health care-the way it is

provided, the way it is regulated, and the way it is funded-is of critical

importance to most Americans. As our population ages, concerns about the

quality, availability, and affordability of health care will only grow. These

concerns with attendant political and societal pressures will focus primarily

on Medicare-a system designed in 1965 and largely modeled after the way

medicine was practiced in that era.' Our attitudes towards medicine and

government, our demographics, and eve-mne way medicine is practiced-

both scientifically and structurally, are remarkably different now than they

were three decades ago.

Notwithstanding these changes, structurally, Medicare has remained

fundamentally unaltered. Indeed, many would argue that while the private

sector has achieved greater efficiency, Medicare has gone in precisely the

The Medicare and Medicaid programs were enacted in 1965 as Titles
XVIII and XIX of the Social Security Act, respectively, and began

1
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opposite direction. The dissonance between what we demand from a medical

system and the way Medicare operates has given rise to regulatory burdens

and inefficiencies that frustrate all-hospital administrators, family

physicians, and Medicare beneficiaries alike.

I am here to share my perceptions about Medicare and some of the

troubles that it faces and the issues that need to be addressed. I am also here

as a penitent, someone who is partly responsible for those troubles. It is a

responsibility that I share with many in this room and with many-indeed

virtually all-political appointees at HHS of both political persuasions who

had responsibility over HCFA or CMS, as it is now known.

I would like to focus on three highly inter-related areas-complexity,

enforcement, and accountability. I believe that the system has become too

complex, enforcement too arbitrary, and accountability too lacking. As a

result, providers, out of fear, are spending significant sums on administrative

expenses that are not cost justified and those administrative costs ultimately

mean that less money is spent on health care. This is good for lawyers and

accountants; it is decidedly not good for those in need of quality health care.

I. Medicare is Too Complex for Mere Mortals to Comprehend

The Medicarc statute is more than 400 pagcs long and is not a model of

clarity. In theory, HCFA is supposed to issue regulations to give life to the

operation on July 1, 1966. &e Title 1, Social Security Act Amendments

2
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statute. The regulatory process, though, takes years, and usually what you

end up with is a rule that is comprehensible and accessible only to lawyers.

Medicare's regulations take up about 1,300 pages in the Code of Federal

Regulations. But that's only the beginning. On top of the statute and

regulations-all of which are accessible to the public, but essentially

unreadable-are Medicare issuances, publications, program memoranda,

manuals, Inspector General Alerts, advisory opinions, local medical review

policies, coverage decisions, Departmental Appeals Board rulings, and so on.

All told, the 400-page statute has given birth to more than 100,000 pages of

secondary Medicare laws, guidelines, issuances, and the like. All of these

affect the level of services and how they are delivered. Yet, little of this

information is readily available or easily understandable. No beneficiary and

no small provider has any hope of understanding most of these materials.

Many federal judges have, at one time or another, labeled Medicare as

"arcane" and "incomprehensible." The Medicare system is simply collapsing

under its own regulatory weight.

Because the system is so difficult to navigate, doctors have to employ a

bevy of staff solely to file claims, double check to make sure that they are

using just the right code, and then follow-up with the carrier. Any time a

physician wants to do anything out of the ordinary, he or she must call an

attorney. This costs money; these costs are eventually passed on to Medicare.

of 1965, Pub. L. No. 89-97, 79 Stat. 286.

3
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How much does the systems' complexity cost? We have no idea and that is a

sad irony.

Before the government buys a new $2 billion weapons system, it tests the

system for years and requires the contractor to make necessary design and

manufacturing changes. Before Congress passes amendments to Medicare,

or before HCFA implements a regulatory initiative that could cost

significantly more than Si billion and will affect hundreds of thousands of

providers and millions of beneficiaries, does either do any "testing?" The

answer is usually "no." In short, we are making changes to a £200 billion

system without first testing the impact of those changes.

11. Medicare's Enforcement Scheme Vests Too Much Authority in
the Executive Branch

The system is extraordinarily complex. That, in itself, costs money.

However, the amount spent by providers on administration may be out of

proportion to what is required. Why is that the case? In large measure, I

believe that these potentially large administrative costs are amplified-and

some would say driven-out of a belief that if a provider errs then he, she, or

it will be severely punished.

This fear of punishment-whether realistic or not-has a rational

basis. Owing to linguistic lapses on the Congress, far too much authority has

been vested in the Executive Branch-on two levels. First, broadly speaking,

Congress in the Inspector General Act, authorized the IGs to ferret out

4
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"fraud" and "waste," and by implication, abuse."2 Second, many of the

enforcement statutes, e.g., anti-kickback, are so amorphous that they

effectively vest extraordinary authority in OIG and HHS.

Everyone would agree that fraud is evil, is criminal, and should be

punished decisively. Moreover, fraud is relatively easy to define. We not only

know it when we see it, but we can articulate why some conduct is fraudulent

and other conduct is not. For example, the hospital chain that billed

Medicare for treating patients who were never hospitalized was committing

fraud. Or the physician who bills Medicare for a long office visit, when in fact

he saw the patient for less than three minutes is also committing fraud. The

federal laws prohibiting fraud apply across the board from defense

contractors to universities to hospitals, physicians, clinical laboratories and

even beneficiaries. Interestingly enough, although we have been led to

believe that healthcare is rife with fraud, in fact the numbers indicate to the

contrary. The Inspector General, for instance, reports having recovered less

than $500 million on account of all types of improper conduct; when

compared to the about $400 billion spent on Medicare and Medicaid, the

actual percentage of measurable fraud is relatively small-medicine is about

99 and 44 one-hundredths percent pure; so far, so good.

But what is "waste and abuse." Those are not legal terms. They do not

differentiate between what is legal and what is illegal. Rather, they

2 See section 2 of the Inspector General Act of 1978, Pub. L. No. 95-452,

5
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differentiate between one administration's necessarily fleeting views of what

is good and what is not good. This is especially the case in health insurance

programs-including Medicare--where one man's "waste and abuse" is

another man's medical necessity." It seems rather ironic that as both

Houses prepare to enact some form of a Patients' Bill of Rights which would

give doctors and patients greater latitude in deciding what is 'medically

necessary," the largest insurer-Medicare-is doing just the opposite.

Second, a number of Medicare-specific laws are too broad. In one case,

that breadth is due more to a failure of language than anything else. I am

talking about Medicare's unique anti-kickback law.

Like fraud, most of us consider that kickbacks should also be outlawed.

The physician who accepts a 20% kickback in exchange for ordering a specific

battery of tests from a specific clinical lab should be treated no differently

than the defense contractor that gets secret kickbacks from its

subcontractors. Kickbacks in Medicare are bad-they promote overpayment

and over-utilization and inappropriately interject financial considerations

into medical decisionmaking. The anti-kickback law that governs federal

healthcare programs, though, is far broader and procedurally distinct from

the one that applies to the other sectors of the government. In fact, these

laws are so expansive that they prohibit conduct that is perfectly legitimate

in other settings.

§ 2, 92 Stat. 110.

6
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Under the anti-kickback statute as written, for example, it is illegal for

a physician to sell his practice if the sale includes "goodwill." No

arrangement-whether it is a complex merger, acquisition, joint venture, or a

simple purchase of hospital or medical office equipment-can be seriously

considered without evaluating its anti-kickback implications. Moreover, the

healthcare anti-kickback laws vest extraordinary discretion in the Office of

Inspector General to modify, to interpret and to apply these already broad

laws. The law effectively has transferred significant healthcare policy

decisionmaking from the Congress and the political appointees to career OIG

attorneys with no formal training in medicine and little in developing or

testing cogent policy.

How did all of this happen? Congress first enacted an anti-kickback

law for Medicare in 1972;3 that law, however, was somewhat ambiguous. To

eliminate that ambiguity, Congress in 1977 amended the law and broadened

its coverage.4

The new law went beyond prohibiting kickbacks and other forms of

fraud, and sought to use the threat of prosecution as way of regulating

3 See section 242(b), Social Security Amendments of 1972, Pub. L. No.
92-602, 86 Stat. 1419-1420.

4 See Medicare-Medicaid Antifraud and Abuse Amendments of 1977,
Pub. L. No. 95-142, § 4(a), 91 Stat. 1175, 1179-1181 (1977). In lieu of
the phrase "kickback or bribe," as used in the 1972 law, the amended
version banned fany-remuneration (including any kickback, bribe or
rebate) directly or indirectly, overtly or covertly, in cash or in kind" to
induce a referral. 42 U.S.C. § 1396h(b)(1)(1977)(emphasis supplied).

7
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'.abuse" and "waste." terms that-as we noted above-have no real legal

meaning. Not unexpectedly, the new law proved to be too broad, effectively

outlawing all sorts of legitimate business arrangements: a physician could

not sell his practice, a physician could not sublease space in his office to

another physician if that sublessee referred patients to the owner and so on.

To cure this problem, Congress in 1987, enacted legislation that authorized

the Secretary of Health and Human Services, with the approval of the

Attorney General, to develop so-called "safe harbors.`5 The theory was

individuals who a person who conformed their arrangements to the

conditions of the safe harbor would not be prosecuted even though the

arrangement technically violated the anti-kickback law. In 1991, the

Secretary issued the first ten "safe harbors." Today, there are more than

twenty 'safe harbors," the last group having been issued in November 1999.6

There are safe harbors for renting office space, for receiving a discount on the

purchase of equipment, for obtaining a warranty and for a variety of other

normally straightforward business arrangements.

The anti-kickback law has been recodified as section 1128B(b), Social
Security Act, 42 U.S.C. § 1320a-7b(b).

& See section 14, Medicare and Medicaid Patient and Program Protection
Act of 1987, Pub. L. 100-93.

6 See 42 CFR § 1001.952; see 56 Fed. Reg. 35,799 (July 29, 1991); 57 Fed.
Reg. 52,723 (Nov. 5, 1992); 59 Fed. Reg. 37,202 (July 21, 1994); 61 Fed.
Reg. 2,122, 2,125 (Jan. 25, 1996); 63 Fed. Reg. 46,676 (Sept. 2, 1998);
64 Fed. Reg. 63,503 (Nov. 19, 1999); and 64 Fed. Reg. 63,517 (Nov. 19,
1999).
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The safe harbor system has its problems, however. The Inspector

General had been reluctant to issue safe harbors and when she did, they

tended to be extraordinary rigid. Moreover, it took years to issue a new safe

harbor. Thus, as part of the Health Insurance Portability and Accountability

Act of 1995, Congress required the IG to issue advisory opinions-these

advisory opinions are essentially single transaction, one time safe harbors.

In deciding whether to approve a proposed transaction, the OIG must

consider, among other things, whether the proposed arrangement will cause

over-utilization or adversely affect patient care. Should these types of policy

decisions, requiring expertise in medical economics and medicine itself, be

made by lawyers in the Inspector General's Office? I think not. Those whose

training is law enforcement tend to see "waste" and "abuse" everywhere.

Indeed, the IG has expressly noted that the advisory opinion process "permits

this Office to protect specific arrangements that 'contain limitations,

requirements, or controls that give adequate assurance that Federal health

care programs cannot be abused.'" Advisory Opinion 98-14 (quoting from 62

Fed. Reg. 7350, 7351 (Feb. 19,1997).

Moreover, is it wise to effectively require people to seek governmental

approval before entering into a normal business arrangement? The perils

associated with violating the anti-kickback law are so great that even those

who are providing free goods or services to health charities have sought

advisory opinions first. Clearly, this is good for lawyers, since we draft the

9



110

advisory opinion requests. But is it good for medicine and health care and

does it make sense?

The most interesting aspect of the anti-kickback saga is that a broad

anti-kickback law may not make any sense today. Medicare payment has

changed since 1977 so that over-utilization is far less of a problem than it was

then. For example, in 1977, hospitals were reimbursed for their costs-the

more they spent, the greater their reimbursement. If they paid kickbacks to

suppliers, those kickbacks were passed through to the government. In such a

setting a broad anti-kickback law made commercial sense. In 1983, however,

Congress changed the way in which hospitals were paid so that they were no

longer reimbursed for their expenses, but instead were paid a fixed fee for

treating a given illness. If they paid kickbacks, the hospital, not the

government, would eat the cost. Correspondingly, the introduction and quick

spread of fee schedules and capitated payment arrangements in the late

1980s and early 1990s also shifted the cost of kickbacks from the government

to private parties. In short, there is now a serious question as to whether

this complex anti-kickback mechanism is even cost justified. Surprisingly,

though, no one at HHS has indicated any interest in studying the problem or

attempting to resolve it. The anti-kickback laws provide the government

with a way to micromanage medical care and there does not seem to be any

desire to give up that authority.

10
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In short, we have an extraordinarily complex system-which is made

only worse by the perception that rules are fluid and errors will be severely

punished. This creates a climate of fear that leads providers to take costly

precautions. Many of these precautions-such as corporate integrity

programs and the like-may not make any economic, or indeed practical,

sense. We just don't know.

III. Medicare Lacks Accountability

The fear that grips the provider community is further amplified by a

vacuum of accountability: CMS and HHS are not subject to the normal rules

that constrain and moderate other agencies. What do I mean? The actions of

most other agencies are subject to judicial review. If the Environmental

Protection Agency issues a rule that makes no scientific sense, folks can

challenge that rule in court. If a government contractor feels that it has been

underpaid, then there is a mechanism that allows it to challenge the payment

decision in court. Access to court is essential if a system is going to be

perceived as fair. While most government agencies have become more

accountable through judicial review, Medicare has moved in the opposite

direction.

Medicare has always attempted to prevent providers and beneficiaries

from challenging its rules. At first, it claimed that the Administrative

Procedure Act did not apply to it. When Congress threatened to amend the

APA to lift any doubt, HHS begrudgingly acquiesced, but when it tried to

11
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back-out of its promise, Congress amended the Medicare law to provide some

review. 7, Even so, HCFA consistently has taken the position that a provider

or beneficiary's ability to challenge a rule in court is severely constrained. As

a result, most litigants spend far more money litigating whether they have

the right to litigate than they do over the merits of the case.

While it was always difficult to sue HCFA, two terms ago, the Supreme

Court, at HCFA's urging, made it far more difficult to do so. In Shalala u.

Blinois Council on Long Term Care, Inc.,- the Court held that providers

cannot attack a regulation until all administrative remedies have been

exhausted even if the administrative process would prove futile and the

attendant delay would impose undue hardship on the providers. In most

cases, this means that the provider or beneficiary must go through a

labyrinth-like process that is both costly and time-consuming before one can

get into court. Once again, it seems ironic that as Congress is about to

require that private insurers become accountable to patients and physicians,

the government is moving in the opposite direction with respect to its own

health insurance program.

There is a well-developed body of social science research that

demonstrates that as people's control over a process decreases, the perceived

fairness of the process also decreases. Thus, the Anglo-American adversarial

system is perceived as being fairer than the European inquisitorial system.

See Section 1871 of the Social Security Act, 42 U.S.C. § 1395hh.

12
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Litigants have far greater control over the course of the litigation under the

adversarial system, than they do under the inquisitorial system. These

perceptions are not only transnational, but also independent of whether the

litigants won or lost. Since perceptions drive fear and fear drives costs, is it

not about time that we change people's perceptions by giving them access to

the courts?

Obviously, it is much easier to develop policies and to issue rules when

you know that those who are being regulated will have little ability to

challenge your decisions. However, our government is not designed for the

convenience of the bureaucrats or political appointees, but rather for the

benefit of the citizenry.

So What Does This All Mean?

Neither complexity nor regulation is free-the more regulation, the

less that can be spent on health care. The real question is how much

regulation is optimum, and for that we must be willing to conduct

experiments or develop models to see how best to curtail regulation. There is

certainly evidence, albeit anecdotal, to suggest that over-regulation adversely

affects the quality of care by shifting resources from the medical treatment to

paper pushing and compliance activities.

You might ask, how can this be? After all, HCFA constantly reminds

us that Medicare's transaction costs are 80% less than those of private

a 529 U.S. 1 (2000).

13
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insurers. HCFA has achieved low government transaction costs by shifting

those costs from the government to the private sector. For example, private

insurers take on the responsibility for conducting compliance programs and

auditing functions. Not so with Medicare; HHS expects providers to

undertake those functions.

Many now believe that when you add in all the compliance activities

and added administrative burdens associated with Medicare, its overall

transaction costs far exceed those of the private insurers.

Given that providers-whether hospitals or physicians-are paid fixed fees,

those extra transaction costs must be paid from somewhere and, in many

cases, they are coming out of the treatment side of the office, rather than the

administrative side. Given a choice, do we want our hospitals to hire -more

coding clerks and compliance officers, or more nurses and physicians? I am

not advocating that we abandon regulation; nor am I suggesting that

regulation is unnecessary. Rather, I am merely advocating that regulation is

not free. We should at least determine empirically which regulations make

sense and should be retained, and which are counter-productive and ought to

be abandoned.

Correspondingly, the costs of regulation increase as those who are

regulated fear prosecution, even if that fear is unfounded. Unfounded fear

and perception of unfairness drives up costs. I believe that much of the fear

is a function of the fact that HCFA is not immediately accountable.

14
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Revitalized judicial review will go a long way toward improving the entire

process and could save significant money in the long run.

15
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Senator CRAIG. Now we turn to Joseph diGenova, special counsel
to the American Hospital Association.

Joe, welcome before the committee.

STATEMENT OF JOSEPH DIGENOVA, SPECIAL COUNSEL,
AMERICAN HOSPITAL ASSOCIATION, WASHINGTON, DC

Mr. DIGENovA. Thank you, Mr. Chairman. I am delighted to be
here.

I am Joseph diGenova, special counsel to the American Hospital
Association. The AHA represents nearly 5,000 hospitals, health
systems, networks, and other providers of care.

We absolutely, Mr. Chairman, appreciate the opportunity to tes-
tify on enforcement activities related to the Medicare program. It
is a vital issue to providers in this country today and one that we
are deeply grateful that the committee is addressing.

America's hospitals are committed to preventing, uncovering, and
eliminating health care fraud and abuse. That is why hospitals
across the Nation have voluntarily established programs to ensure
compliance with Medicare's complex and confusing requirements-
those two descriptions of it were attested to by almost all the wit-
nesses here today.

Our experience reinforces the view that billing issues are usually
billing mistakes. Fraud is the exception, and that too was testified
to here by Government representatives today.

That is why we continue to urge that the starting point for any
questions about a claim submitted by a hospital should be the ad-
ministrative process. If and only if there is sufficient-and I under-
score sufficient-indication of potential fraud should a referral be
made to law enforcement authorities.

Our comments today will focus on the enforcement activities of
the OIG and the need to provide hospitals with direct access to
courts-a matter about which Mr. Charrow spoke at the end.

Hospitals are concerned with the way the OIG is exercising its
enforcement authority with regard to Corporate Integrity Agree-
ments as a condition of resolving billing issues and with regard to
its investigation of matters previously investigated by the Depart-
ment of Justice.

Our testimony today is in no way a challenge to the integrity or
the honesty of anyone at the Office of Inspector General. We are
talking about the open issues of how hospitals have to work in a
complex and confusing network of billing, the most complex billing
system in the world.

A Corporate Integrity Agreement, or a CIA as it is called, is used
in settling investigations by the OIG, and in return for the OIG's
agreement not to exclude someone as a provider for the Medicare
program-the most draconian penalty that can befall any provider.
It is viewed as a corrective action, and its imposition is viewed as
a penalty.

The AHA's members repeatedly tell us that the OIG's insistence
on a CIA impedes voluntary disclosures and the resolution of bill-
ing disputes. A CIA should only be used in the case of fraud, and
indeed, Mr. Morris from the OIG's office has said that that is their
standard.
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We actually have a different view of how that standard is being
applied, and it really becomes a question of how you define fraud,
apparently, because we believe-and certainly the anecdotal evi-
dence that we have seen leads us to believe-that these CIAs are
being required where there was no fraud but rather billing mis-
takes.

If a hospital's own compliance program is insufficient to prevent
future billing irregularities, it should be improved and require-
ments targeted to those specific areas-in other words, a targeted
CIA, not one that covers a whole hospital where there are no prob-
lems in those other areas.

The imposition of a CIA imposes significant burdens and costs on
hospitals. The biggest cost factor is the requirement that a hospital
contract with an independent review organization to perform re-
views of the hospital's billings and implementation of the CIA.

In addition to the compliance program issues, there are legal
issues related to the heightened reporting accountability. For a pro-
vider, for example, who has not violated the law itself and commit-
ted fraud, if you sign a Corporate Integrity Agreement, there is a
provision in there that says that if you violate the Corporate Integ-
rity Agreement, you can be excluded from the Medicare program-
a provision which the law does not require, but nonetheless it is
in there, and of course, it is a burdensome threat that lives with
the life of the CIA, which are generally 5-year agreements, which
cost a lot of money to any organization, no matter how big.

The DOJ and the OIG have concurrent jurisdiction over fraudu-
lent claims, which should provide flexibility to the agencies for allo-
cating resources in an investigation. Instead, according to the evi-
dence that we are gathering, it has permitted the Office of Inspec-
tor General to second-guess decisions of the Department of Justice.
We are aware, for example, of a situation in which the OIG is pur-
suing a hospital and demanding hundreds of thousands of dollars
in a hospital-wide Corporate Integrity Agreement under its author-
ity to impose civil and monetary penalties.

The OIG is doing this despite an extensive and thorough inves-
tigation by DOJ of the very same issues, DOJ's dismissal of the
case without taking any action whatsoever, and in spite of the
OIG's active participation in the OIG investigation.

Direct access to court is essential to provide fundamental fair-
ness for hospitals participating in the Medicare program. In
Shalala versus Illinois Council, the Supreme Court held that
claims related to the Medicare statute must go through an admin-
istrative process before being brought to court. Unfortunately for
hospitals, that interpretation insulates HHS from legal accountabil-
ity, as Mr. Charrow indicated earlier, for many of its actions and
places hospitals in the position of having to violate a regulation in
order to challenge the legality of HHS' decisions and policies. That
means that the price of admission to the court for hospitals is ter-
mination from the Medicare program-or the risk of it-a price
that no hospital or community can risk.

The Medicare statute needs to be clarified so that when a dispute
challenges the legality of HHS' actions-not a specific payment or
claim for reimbursement, but rather, the policy or a rule which has
not necessarily followed a rulemaking proceeding-that that dis-
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pute be brought to court for resolution-again, not the resolution
of a specific payment claim, but the policy around that payment
claim which determines whether or not it is a proper payment.

Hospitals also need access-just to review-when there is no
process for resolving a dispute. The laboratory billing investigation
is a very good example of that. Hospitals across the country were
receiving demand letters from U.S. Attorneys effectively accusing
them of fraud and threatening law enforcement proceedings.

As a special report commissioned by the AHA demonstrated, the
foundation for the investigation was legally flawed. And indeed, as
Mr. Schiffer testified to earlier, the Department specifically issued
guidelines for this whole area, because it was concerned that the
guidelines that it said had been verbal or known among profes-
sionals were not being followed by Assistant U.S. Attorneys all over
the country. We have a report on that which I will submit for the
record; I think it would be very helpful to the committee. And I
want to give special credit to former Deputy Attorney General Eric
Holder, who listened to the hospitals on this question, understood
that there were major problems out in the field, which is not un-
common in these health care cases where regional offices and U.S.
Attorneys offices know what is going on but decide they are going
to do something differently from what is testified to here in Con-
gress or what is directed to by an administrative agency.

When hospitals sought the court's protection in those particular
cases, the Government attempted to dismiss them out of court, ar-
guing that the hospitals had failed to go through an administrative
process. The 6th Circuit Court of Appeals sided with the hospitals
and held that the administrative process-

Senator CRAIG. Are you moving toward wrap-up, Mr. diGenova?
Mr. DIGENOVA. I am coming right to the end, Mr. Chairman.
Providers should be treated fairly, equitably, and in a civil man-

ner and granted appropriate due process rights. To help hospitals
achieve these rights we recommend the following, Mr. Chairman.

First, Congress should limit the OIG's use of CIAs to instances
of intentional fraud. If a hospital's compliance program has defi-
ciencies, they should be remedied, but the OIG should not be al-
lowed to impose an overly burdensome and costly CIA.

Second, the OIG should be prohibited from second-guessing deci-
sions made by DOJ and conducting duplicative investigations. This
need not preclude, obviously, the payment of any overdue amounts.
That can be handled through an administrative process.

Third, Congress should enact legislation to give hospitals and
their providers a specific opportunity to challenge Medicare policy
decisions made by HHS that are legally questionable.

Thank you.
Senator CRAIG. Thank you very much for that testimony.
[The prepared statement of Mr. diGenova follows:]
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Mr. Chairman, I am Joseph diGenova, special counsel to the American Hospital Association

(AHA). The AHA represents nearly 5,000 hospitals, health systems, networks, and other

providers of care. We appreciate this opportunity to testify on an issue of great concrn to the

health care community and the general public: enforcement activities related to the Medicare

program. Our comments will focus on the enforcement activities of HHS Office of Inspector

General (0IG) and the need to provide hospitals with direct access to the courts.

BACKGROUND

America's hospitals and health systems are rooted in a tradition of ethics and caring. We're

committed to preventing, uncovering, and eliminating health care fraud and abuse. Hospitals

across the nation have voluntarily established programs to ensure compliance with Medicare's

requirements -laws and regulations that are generally agreed to be complex and confusing. Each

year, hospitals and health systems submit, on average, nearly 200,000 Medicare claims a day.

To ensure the accuracy of those claims, the Mayo Foundation estimates that hospitals must
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comply with 132,720 pages of rules that govern the Medicare and Medicaid programs - that's

three times the size of the IRS Code and its federal tax regulations.

The AHA has a strong commitment to ensuring that hospitals have the information and tools

they need to comply with the vast array of federal and state laws and regulations. As part ofa

compliance service offered by the AHA, we provide updates on guidance issued by the Centers

for Medicare & Medicaid Services (CMS), formerly the Health Care Financing Administration.

We have also instituted a formal process with CMS to obtain additional guidance on the "gray

areas" that regularly arise when attempting to translate guidance into compliance.

Our cxpericnce with the compliance service and with assisting hospitals caught up in the web of

government billing investigations reinforces our view that billing issues are usually billing

mistakes. Fraud is the exception. That's why we continue to urge that the starting point for any

questions about a claim submitted by a hospital should be the administrative process. That

process is capable of dealing with any discrepancies in billings and should be the standard means

of examining any questionable billings. If, and only ivf there is sufficient indication of potential

fraud, should a referral be made to law enforcement authorities.

Recent experiences with several national law enforcement investigations demonstrate the

importance of beginning with the administrative process. The AHA has commissioned reports

on two of the major investigations undertaken by the government for the submission ofallegedly

fraudulent billings. The first was a response to the government's initial national billing

investigation for outpatient laboratory billings. The second was a more recent investigation that

examined pneumonia billings. In both instances, we found that the state of guidance on what

2
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was required of hospitals was not as clear as the government asserted. In the lab matter, there

was no legal duty for hospitals to bill as the government asserted there was. In fact, in many

instances there were contrary instructions. As a result, the government significantly curtailed its

national recovery efforts, withdrew its investigations in several states (and in one state actually

refunded fines collected from hospitals); terminated compliance agreements that were imposed

as part of settlements; and agreed to refer matters to the fiscal intermediary. In the pneumonia

matter, guidance was ambiguous at best. These experiences with broad-based investigations

demonstrate that treating billing issues as potential fraud is an unwaryanted starting point.

ENFORCEMENT ACTIVITIES OF THE OIG

Hospitals are concerned with two ways Ithe OIG is exercising its enforcement authority. We are

seeing an insistence on hospital acceptance of an unnecessarily burdensome and costly corporate

integrity agreement (CIA) as a condition for resolving billing issues, without regard to a

hospital's own compliance program and the lack of any evidence of fraud. We have also seen

disturbing evidence of the OIG using its enforcement authority to launch separate and duplicate

investigations of matters previously investigated by the Department of Justice (DOJ) and

resolved completely in favor of a hospital.

Corporate Integrity Agreements

A corporate integrity agreement (CIA) is the OG's version of a compliance program that was

designed for use in settling investigations, and in return for the OIG's agreement not to exclude a

provider from the Medicare program. It was intended and is still viewcd as a corrective action

and its imposition a penalty. The AHA's members repeatedly tell us the OIG's insistence on a

CIA impedes voluntary disclosures and the resolution of billing disputes. A CIA should only be

3
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used in thc case of fraud. Ifa hospital's own compliatce program is insufficient to prevent

future billing irregularities, it should be improved and requirements targeted to those specific

areas. In the case of billing errors and honest billing mistakes, a CLA should not be required.

The imposition of a CIA imposes significant burdens and costs on hospitals. The biggest cost

factor is the requirement that a hospital contract with an independent review organization to

perform reviews of the hospital's billings and implementation of the CIA. Typically, CIA's

require three types of review: a systems review, a billing review and a compliance review, each

to be done by an outside organization. Instead of tying a systems review to a specific, identified

systems problem, it has now become boilerplate. While the systems review is usually a one-time

event, it is extremely costly and the benefits are not evident. The problem with the billing

review is that the OIG's audit methodology requires that there be large samples, which has a

direct bearing on the cost of the review. There is little flexibility on sampling issues,

notwithstanding the impact on costs. Finally, the compliance review seems unnecessary in the

absence of evidence that there is a specific problem with performance under the CIA. To the

extent that these reviews are necessary, providers should be allowed to conduct them using

internal resources unless there is some demonstrated reason to consider such review inadequate.

CIAs' training requirements are another cost issue. The agreements usually impose a mandatory

minimum number of training hours per employee that creates a burden for conscientious

providers because they may have to spend time and effort tracking down a handful of employees

to ensure that there has been 100 percent participation. And the emphasis on hours does not

ensure that the training is productive or meaningful. Hospitals should have the discretion to

conduct training in ways that they consider optimal, which might include a Web-based tool as

4
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opposed to a two-hour lecture. Also, ClAs require that the first wave of training take place

within a fixed amount of tinme (usually 120 days) following entry into the agreement. This

requirement is imposed even when the provider has had a compliance plan in operation and the

underlying conduct occurred years before.

In addition to the compliance program issues, there are legal issues related to the heightened

reporting accountability. For a provider that hasn't violated the law itself to learn that a later

violation of the CIA may be grounds for termination from Medicare is extraordinary. As a result

of their compliance efforts, providers are increasingly interested in disclosing billing errors.

However, their effort to come forward over billing mistake issues that are not fraud then makes

them subject to an investigation and a captive of the CIA.

Duplicate lIvestigations

DOJ and the OIG have concurrent jurisdiction over fraudulent claims: DOJ under the False

Claims Act (FCA), and the OIG under the Civil Money Penalty (CMP) statute. Civil powers to

pursue false or fraudulent claims are the same under the civil FCA for Justice as for the OIG

under the CMP statute. Concurrentjurisdiction should provide flexibility to the agencies for

allocating resources in an investigation. Instead, it has permitted the OIG to second-guess

decisions of the DOJ. Attempts by the OI0 to place ahospital under investigation for the very

same issues examined and fbund to be without merit by DOI, should not be permitted, and the

OIG should be restrained from doing so.

We are aware of a situation in which the OIG is pursuing a hospital and demanding hundreds of

thousands of dollars and a hospital-wide corporate integrity agreement under its authority to
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impose CM~s. The OIG is doing this despite an extensive and thorough investigation by DOJ of

the very same issues, DOJ's dismissal of the case without taking any action whatever, and in

spite of the OIG's active participation in the DOJ investigation.

DIRECT ACCESS TO COURT

Direct access to court is essential to provide fundamental fairness for hospitals participating in

the Medicare program. In Shalala v. Illinois Council on Long Term Care, the Supreme Court

held that under section 205(h) of the Social Security Act, incorporated into the Medicare Act by

section 1872, claims related to the Medicare statute must go through an administrative process

before being brought to court. As a result of that decision and the govermment's expansive

application of the holding, providers are being denied the ability to challenge the legality of

actions by HHS that under other statutes would be immediately subject to review. In situations

where no administrative process is available, the result could be no review of HHS's actions.

The restrictions being placed on Medicare providers do not apply to many other regulated

entities.

Unfortunately for hospitals, that interpretation effectively insulates HHS from legal

accountability for many of its actions, and places hospitals in the position of having to violate a

regulation in order to challenge the legality of HHS' decisions and policies. That means the

price of admission to the court for hospitals is termination from the Medicare program -a price

that no hospital or its community can risk.

The Medicare statute needs to be clarified so that when a dispute (unrelated to the specific

situation of a provider or beneficiary) challenges the legality of HHS' actions, or any of the other
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grounds for court review that currently exist under the Administrative Procedures Act. a hospital

or other provider is entitled to bring an action in court. This clarification would not change the

requirements that apply to anyone seeking relief in court, e.g., demonstration of standing and of a

case or controversy. It would simply make clear that the HHS policy decisions are subject to the

same level of judicial review as other federal regulatory agencies, such as the Food and Drug

Administration and the Environmental Protection Agency.

In addition to needing access to court to challenge questionable HHS policy decisions without

first being terminated from the Medicare program, hospitals need access to judicial review when

there is no process for resolving a dispute. The laboratory billing investigation is a good

example. Hospitals across the country were receiving demand letters from U.S. Attorneys

effectively accusing them of fraud, demanding exorbitant amounts in repayment and penalties,

and threatening law enforcement proceedings. As a special report commissioned by the AHA

demonstrated, the foundation for the investigations was legally flawed. Hospitals were being

accused of fraud for failing to follow alleged billing requirements that were never established

through rulemaking, never issued as guidance by the agency, and actually contradicted in billing

instructions from fiscal intermediaries.

Hospitals sought the court's protection. They were immediately confronted with the

govermnent's attempt to dismiss them out of court, arguing that the hospitals had failcd to go

through an administrative process. The 6'h Circuit Court of Appeals sided with the hospitals and

held that the administrative process provided no review at all for hospitals. However, the

Supreme Court's decision in the Illinois Council case puts at risk the 6th Circuit's view that

7
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hospitals have recourse to court when no administrative review is available. Conwgsaional

action is needed to ensure fundamental fairness for hospitals.

CONCLUSION

Mr. Chairman, Medicare billing ernrs often result fromn confusing and conflicting regulations

and instructions that are part of the Medicare reimbursement system. These are not intentional

acts. Providers who make billing mistakes after attempting to comply with the complicated and

frequently changing rules of Medicare payment should be treated in a fair, equitable and civil

manner and granted appropriate due process rights - rights that are guaranteed to all Americans.

To help hospitals achieve these rights, the AHA recommends the following improvements to the

current administrative resolution and enforcement system:

Provide oversight of the OIG enforcement activities. The QIG plays a vital role in the

government's anti-fraud efforts; however, its recent activities clearly indicate that the agency has

overstepped its authority. First, Congress should limit the 01G's use of ClAs to instances of

intentional fraud. If a hospital's compliance program has deficiencies, those should be remedied,

but the OIG should not be allowed to impose an overly burdensome and costly CIA. Second, the

OIG should be prohibited from second-guessing decisions made by DOI and conducting

duplicative investigations. The OIG's duplicative investigations are a waste of government and

hospital resources.

Enable providers to ciallenge questionable policy action In court. Health care providers are

required to exhaust all administrative processes and remedies before they can file suit against

S
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HHS. However, when the issue is whether the department has exceeded its authority or failed in

its duty, that is a matter for the courts. Congress should enact legislation to give hospitals and

other providers a specific opportunity to challenge Medicare policy decisions made by HHS that

are legally questionable.

The AHA is ready and willing to continue our work with HHS, CMS, DOJ and other agencies to

ensure the integrity of the Medicare program. I thank the Cornminee again for the opportunity to

describe the compliance difficulties hospitals face, and welcome any questions you may have.

9
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Senator CRAIG. Now let us turn to James Moorman, Executive
Director of Taxpayers Against Fraud.

Jim.

STATEMENT OF JAMES W. MOORMAN, EXECUTIVE DIRECTOR,
TAXPAYERS AGAINST FRAUD, WASHINGTON, DC

Mr. MooRMAN. Thank you, Senator.
We very much appreciate being given this opportunity to testify.

Taxpayers Against Fraud is a nonprofit public interest organization
dedicated to combatting fraud against the Federal Government
through the promotion of the False Claims Act and its qui tam pro-
visions. Unlike the other organizations which have testified here
today, we are a tiny organization and not so well-known.

The qui tam provisions of the False Claims Act are those provi-
sions which allow whistleblowers with evidence of fraud involving
the Federal Government to bring suits on behalf of the Govern-
ment.

The False Claims Act is the primary tool of the Federal Govern-
ment for fighting health care fraud. The Civil Division and the U.S.
Attorneys Offices of the Department of Justice, working with the
Inspector General's Office of HHS, have recovered billions of dol-
lars in False Claims Act health care fraud cases. Most of these
cases were initiated originally by whistleblowers as False Claims
Act qui tam cases. When a whistleblower reveals a fraudulent
scheme to the Government through a False Claims Act complaint,
this permits the United States to then undertake an investigation,
win back the money stolen, plus penalties, and deploy several other
tools that enhance the effectiveness of the anti-fraud effort.

As I said, many of the Government's most fruitful False Claims
Act investigations are based on information received from the whis-
tleblowers. Overall False Claims Act actions since the Act was
amended in 1986 have returned over $6 billion to the Federal Gov-
ernment, and a substantial amount of that has been in the health
care fraud area.

Since September 30, 1986, the Government had recovered $2.83
billion from defendants in health care False Claims Act cases. This
figure does not include the $745 million settlement with Columbia
HCA in December of 2000 and other recent health-related settle-
ments which pushed the healthcare recoveries well past $3.5 bil-
lion. In 2000, 80 percent of the Government's civil fraud recoveries
were from qui tam cases.

There is evidence that the deterrent effect of the False Claims
Act is one of the significant causes in the noticeable tapering off
of the rise in Medicare costs in recent years. False Claims Act ac-
tions undoubtedly play a very large role in deterring fraud and sav-
ing the taxpayers money.

False Claims Act judgments have changed the attitude and ac-
tions of providers and encouraged Government efforts to correct
systemic problems in the system and thus created additional cost
savings. The indirect savings of deterrence and Government correc-
tive activities are probably several times the amount actually re-
covered directly from case judgments and settlements. So, if you
add the direct recoveries combined with the indirect savings attrib-
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utable to False Claims Act deterrence, the taxpayers are receiving
a very large benefit indeed.

In conclusion, the False Claims Act and its qui tam provisions
are a vital component in any meaningful effort to curtail and deter
fraudulent overbilling to Medicare and Medicaid. The fraudulent
schemes uncovered by whistleblowers have saved the Government
billions of dollars.

The majority of honest health care providers have nothing to fear
from the False Claims Act, however, because the Act does not pun-
ish mere mistakes. But there is an important minority of bad ac-
tors in the health care industry who must be deterred by vigorous
enforcement of the False Claims Act. It is our position that the
Justice Department and OIG should do more and not less to be re-
sponsive to whistleblowers. The Department should join more qui
tam cases and make a stronger effort to work closely and coopera-
tively with the whistleblowers, the people who bring them the bulk
of their important health care fraud cases.

In summary, I urge the committee to continue the tradition es-
tablished by Senator Grassley to encourage the Government to
work with whistleblowers to uncover fraud and protect the public
fisc.

Thank you, Senator.
[The prepared statement of Mr. Moorman follows:]
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Mr. Chairman and Members of the Committee, my name is Jim Moornan and I

am appearing today on behalf of Taxpayers Against Fraud, The False Claims Act Legal

Center ("TAF"). Taxpayers Against Fraud is a nonprofit public interest organization

dedicated to combating fraud against the Federal Government through the promotion and

use of the federal False Claims Act ("FCA') and its qui lam provisions. Qui tam is a legal

mechanism that allows persons and entities with evidence of fraud involving federal

programs or contracts to sue wrongdoers on behalf of the Government. The qui lam

provisions include strong incentives both to report fraud against the Government and to

participate in the resulting litigation.

The False Claims Act is the primary tool of the Federal Government for fighting

healthcare fraud. The Civil Division and the U.S. Attorneys Offices of the Department of

Justice, together with the Office of the Inspector General of the Department of Health and

Human Services, have recovered billions of dollars in FCA health care fraud cases. Most

of these cases have been initiated by whistleblowers as FCA qui tam cases. When a

whistleblower reveals a fraudulent scheme to the government, this then permits the

government to undertake an investigation, win back the money stolen, plus penalties, and

to deploy several other tools that enhance the effectiveness of anti-fraud efforts.
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Many of the government's most fruitful FCA investigations are based on

information received from private individuals (e.g., corporate whistleblowers or health

program beneficiaries). Overall, qui tam actions have returned over $6 billion to the

Federal Government since 1986, when the modem FCA was created by Amendments

adopted that year. A very substantial share of these recoveries have come from

perpetrators of health care fraud through FCA judgments. From September 30. 1986

through September 30, 2000, the government recovered $2.83 billion from defendants in

health care related FCA cases. This figure does not include the $745 million settlement

with ColumbiatHCA in December of 2000, and other recent health-related settlement,

which push the recovery number well past S3.5 billion. In 2000 80% of the

government's civil fraud recoveries were from qui tam FCA cases.

There is evidence that the deterrent effect of the FCA is one of the significant

causes in the noticeable tapering off of the rise in Medicare costs in recent years. FCA

actions undoubtedly play a very large role in deterring fraud and saving the taxpayers

money. FCA judgments change the attitude and actions of other providers. and

encourage government efforts to correct systematic problems and thus create additional

cost savings. The indirect savings of deterrence and government corrective activities are

probably several times the amount recovered directly through case judgments and

settlements. When direct FCA recoveries are combined with indirect cost savings

attributable to the FCA, the taxpayers are receiving a very large benefit indeed.

Conclusion

The False Claims Act, and its qui tam provisions, are a vital component in any

2



132

meaningful effort to curtail and deter fraudulent overbilling to Medicare and Medicaid.

The fraudulent schemes uncovered by whistleblowers have saved the government billions

of dollars. The majority of honest health care providers have nothing to fear from the

False Claims Act because the FCA does not punish mere mistakes. But there is an

important minority of bad actors in the health care industry who must be deterred by

vigorous enforcement of the FCA. It is TAF's position that the Justice Department and

the OIG should be more, not less, to be responsive to whistleblowers. Justice should join

more qui ram cases and make a stronger effort to work closely and cooperatively with the

whistleblowers that bring them the bulk of their important health care fraud cases. In

summary, I urge the Committee to continue the tradition established by Senator Grassley

to encourage the government to work with whistleblowers to uncover fraud and protect

the public fisc.

3
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1. Taxpayers Against Fraud

Taxpayers Against Fraud, The False Claims Act Legal Center ("TAF"), is a

nonprofit public interest organization dedicated to combating fraud against the Federal

Government through the promotion and use of the federal False Claims Act ("FCA") and

its qui tam provisions. Qui tam is a legal mechanism that allows persons and entities with

evidence of fraud involving federal programs or contracts to sue the wrongdoer on behalf

of the Government. The qui tam provisions include strong incentives both to report fraud

against the Government and to participate in the resulting litigation.

Under the False Claims Act, 31 U.S.C. §§ 3729-3733, those who knowingly

submit or cause the submission of false or fraudulent claims for payment of government

funds are liable for three times the dollar amount that the Government is defrauded (i.e.

treble damages) and civil penalties of $5.000 to $10,000 for each false or fraudulent

claim. If the FCA suit is filed by a private party under the qui tam provisions, that party

can receive between 15 and 30 percent of the total recovery. A qui tam suit initially
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remains under seal for at least 60 days during which the Department of Justice

investigates and decide whether to join in the action.

In general, the False Claims Act covers fraud involving any federally funded

contract or program, with the exception of tax fraud. While many qui tam actions in the

late 1980s and early 1990s involved Department of Defense contracts, in recent years the

majority of qui tam actions have been used to fight Medicare fraud and fraud against

other federally funded health care programs. A broad array of scenarios can constitute

FCA violations. Examples include the following: a contractor falsifies test results or other

information regarding the quality or cost of products it sells to the Government; a health

care provider bills Medicare for services that were not performed or were unnecessary, or

a grant recipient charges the Government for costs not related to the grant.

Overall, qui tam actions have returned over S6 billion to the Federal Government

since 1986, when the modem FCA was created by Amendments adopted that year.

TAF's mission is to support and promote the FCA. Established in 1986, TAF
serves to:

(I) Inform and educate the general public, the legal community, government
officials, the media, and other interested groups about the False Claims Act
and its qui tam provisions; -

(2) Contribute to understanding of the Act's nature, workings, and critical
importance to the public interest;

(3) Vigorously defend against any attempts to repeal or weaken the Act;
(4) Facilitate meritorious qui tam suits;
(5) Advance public, legislative, and government support for qui tam;
(6) Document the public policy value and the intellectual and legal foundation of

the Act in general and the qui tam provisions in particular.

As part of its public outreach, TAF promotes and disseminates information

concerning the False Claims Act and qui tam. TAF publishes the False Claims Act and
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Qui Tam Quarterly Review, which provides an overview of case decisions, settlements,

and other developments under the Act. TAF maintains a comprehensive FCA library

open to the public by appointment, and TAF has an educational presence on the Internet.

In addition, TAF has established an information network to assist counsel in their efforts

to provide effective representation to qui tam plaintiffs.

TAF also files-amicus briefs on important legal and policy issues in FCA cases,

writes articles about the Act and qui tam, and has provided testimony to Congress. On a

regular basis, TAF responds to inquiries from journalists and government officials as well

as the general public.

II. Historical Overview

The FCA dates back to the Civil War. Reacting to allegations of fraud and

corruption by private contractors selling supplies to the Union Army, Congress enacted

this legislation to stem the frauds perpetuated against the government. It became law at

the height of the civil War in March of 1863 at the urging of President Lincoln, and has

often been referred to as the 'Lincoln Law."

The original legislation subjected violators of the Act to double damages and an

award to the government of S2,000 for each false or fraudulent claim submitted. It also

contained qui tam provisions that allowed private citizens to file suit on behalf of the

government. Qui tam is the abbreviation for the phrase "qui tam pro domino rege quam

pro se ipso in hoc parte sequitur" which translates as "who sues on behalf of the king, as

well as for himself.' These private citizens or relators as they were called, originally

3
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received 50 percent of the recovery. Republican Senator Charles Grassley, a co-sponsor

of the 1986 Amendments to the Act, described the history and purpose of the inclusion of

the qui tam provisions in the original legislation:

Included in the anti-fraud arsenal of the False Claims Act was a

provision called qui tam. Qui tam is a concept that dates back to feudal

times. It allows private citizens who know of fraud against the

taxpayer to bring a lawsuit against the perpetuators. In other words, the

citizen acts as a partner with the government As an incentive, the

citizen shares in any monetary recovery to the U.S. treasury.

In one of the most important early cases considering the FCA, United States v.

Griswold (1885), a federal district court stated its view with regard to the desirability of

the qui tam provisions:

The statute is a remedial one. It is intended to protect the Treasury

against the hungry and unscrupulous host that encompasses it on every

side, and should be construed accordingly. It was passed upon the

theory, based on experience as old as modem civilization, that one of

the least expensive and most effective means of preventing frauds on

the Treasury is to make the perpetrators of them liable to actions by

private persons acting, if you please, under the strong stimulus of

personal ill will or the hope of gain. Prosecutions conducted by such

4
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means compare with the ordinary methods as the enterprising privateer

does to the slow-going public vessel.

In 1943, in the midst of the Second World War, congress amended the FCA

again. The 1943 Amendments, unfortunately, erected substantial barriers to relators and

the qui tam provisions of the FCA. As a consequence, the FCA fell into disuse.

However, in 1985 and 1986, there were numerous reports and publicity about

widespread fraud against the government, especially in the area of defense contracting.

The General Accounting Office, the Department of Defense and the Department of

Justice produced various estimates of the cost of fraud to the American taxpayer - the

highest approaching $50 billion per year. With the government seemingly unable to get

inside information necessary to deal effectively with the problem, Congress saw the need

to strengthen the FCA

In 1986, FCA Amendments were a bipartisan response to this "growing

pervasiveness of fraud" in federal programs and procurement. The desire to strengthen

the Act received broad support in Congress, and president Reagan signed the Act into: law

on October 27, 1986

Congress revitalized the qui tam provisions of the Actbecause it believed "only a

coordinated effort of both the Government and the citizenry will decrease this wave of

defrauding public funds." Senator Grassley described the purpose of reinvigorating the

qui tam provisions:

5
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S. 1562 arises from a realization that the government needs help - lots

of help - to adequately protect taxpayer funds from growing and

increasingly sophisticated fraud. In the face of our current federal debt

crisis, it is more important than ever that we maintain an efficient, fair,

and most of all, effective enforcement system to protect our federal

dollars from fraud and abuse .. .The expanded qui tam provisions in

this bill will serve to establish a solid partnership between public law

enforcers and private taxpayers in the fight against fraud.

The 1986 amendments to the qui tam provisions of the FCA aimed to strengthen

these provisions. They guaranteed a role for the private citizen even if the government

intervenes and they also increased the percentage of recovery for the relator that was

severely reduced by the 1943 Amendments. In actions in which the government

intervenes, a relator may now recover 15 to 25 percent of the proceeds of the action or

settlement. If the government does not intervene, the relator may recover from 25 to 30

percent. It also provides whistleblowers with protections in the form of a federal cause of

action for relators who are discriminated against by their employers for participation or

involvement in a qui tam action.

The 1986 Amendments also updated other provisions of the Act. It clarified the

level of intent necessary to establish a violation of the FCA. It made clear that one does

not have to show specific intent to defraud the government. If one submits a false or

fraudulent claim to the government with actual knowledge of the information, or acts in

deliberate ignorance of the information, or acts in reckless disregard of the truth of

6
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information, then one may be liable under the Act It also established the burden of proof

by which the government must prove its case as a "preponderance of the evidence." One

very important aspect of the burden of proof is that mere mistakes are not a basis of

liability under the FCA. Thus, those providers afflicted only with billing errors have no

grounds for concern about the FCA.

Ill. The False Claims Act Role In Efforts to Suppress Fraud Against

Health Care Programs

The False Claims Act is the primary tool of the Federal Government for fighting

healthcare fraud. The Civil Division and the U.S. Attorneys Offices of the Department of

Justice, together with the Office of the Inspector General of the Department of Health and

Human Services, have recovered billions of dollars in FCA health care fraud cases. Most

of these cases have been initiated by whistleblowers as FCA qui tam cases. Indeed, most

FCA cases involve collaborative efforts of whistleblowers and government agencies in

investigations, information sharing, litigation, and settlement activities.

Many of the government's most fruitful FCA investigations are based on

information received from private individuals (e.g., corporate whistleblowers or health

program beneficiaries). Following the collection of information from these individuals,

the agencies typically uncover additional evidence of fraud through audits and

investigations. The bulk of government' FCA investigations in the health care area are

done by HHS/OIG. The cases are prosecuted by one of the seventy or so attorneys in the

Civil Divisions or by one of the Justice Department's 94 U.S. Anomeys Offices. In most

cases, where the government joins a qui tam case, there is a settlement. When

7
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whistleblowers' cases are not joined by the government, however, whistleblowers are

frequently required to go to trial.

IV. False Claims Cases Have A Major Deterrent Effect on Health Care

Fraud

The FCA lies at the center of efforts to curb fraud against government health care

programs. When a whistleblower reveals a fraudulent scheme to the government, this

permits the government to undertake an investigation, to win back the money stolen, plus

penalties, and to deploy several tools that enhance the effectiveness of anti-fraud efforts.

First: FCA cases facilitate criminal prosecution, where appropriate

Criminal investigations often derive from and benefit from civil FCA

investigations and cases, as fraudulent activities can implicate both civil and criminal

liability. As a result, FCA settlements with corporations often include additional criminal

fines and/or criminal prosecutions of individuals (many of whom ultimately go to jail).

As in most white-collar areas, criminal liability is a significant deterrent.

Second: FCA cases facilitate Corporate Integrity Agreements ("CIA's")

Most government settlements of FCA cases in the health care field now

require healthcare providers to adopt Corporate Integrity Agreements, or CIA's. In

general, CIA's mandate strict corporate compliance programs and extensive reporting

requirements. CIA's, are typically monitored for five years, are tailored to each

provider's situation and activities, and usually require a compliance officer, written

standards and policies, a comprehensive employee-training program, audits of billings to

federal health care programs, a confidential disclosure program, restrictions on

employment of ineligible persons, and reports to the OIG.

8
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As direct outgrowths of FCA investigations and case settlements, CIA's should be

instrumental in deterring corporate fraud. The strict oversight inherent in CIA's should

work to enhance compliance by the providers under such agreements. The imposition of

CIA's should also have a spillover effect on other providers now that the details of CIA's

have been widely publicized.

Third: The settlement of FCA cases against some nursing homes have resulted in

greatly improved quality of care. This Committee is well known for its strong bipartisan

concern about the quality of nursing home care purchased by Medicare and Medicaid

with federal taxpayer dollars. This concern has been a priority of some United States

Attorneys Offices, as well as the Office of Inspector General. Notably, the Eastern

District of Pennsylvania, using the False Claims Act, has resolved a number of nursing

home quality of care cases by negotiating settlements designed to improve the quality of

the services for which Medicare and Medicaid are paying. For example, in a case settled

last November involving federal payments to a nursing facility for the provision of

allegedly inadequate nutrition and wound care. the nursing facility agreed (I) to spend

$100,000 (from non-federal funds) over 2 years to improve the quality of life for

residents, (2) to implement a weight monitoring program, (3) to adhere to clinical

guidelines in the treatment of pressure ulcers, and (4) to retain at its expense a third-party

monitor selected by the government to oversee its compliance with these requirements.

Thus, as a result an FCA settlement, the quality of care at this facility will improve

dramatically, to the benefit of federal taxpayers and the facility's patients.

Fourth: The Federal Government has recovered substantial money from

perpetrators of health care fraud through FCA judgments. From September 30, 1986

9
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through September 30, 2000, the government recovered $2.83 billion from defendants in

health care related FCA cases. This figure does not include the $745 million settlement

with Columbia/HCA in December of 2000, and other recent health-related settlements,

which push the recovery number well past $3.5 billion.

These recoveries have virtually all come since 1993. From 1986 through 1992,

health care FCA recoveries probably only totaled about $50 million. Since 1997,

however, health care related recoveries have been particularly significant, representing

the majority of FCA recoveries. Of particular importance are qui tam FCA cases initiated

by whistleblowers. Since 1986, 48 percent of all FCA cases filed by whistleblowers have

been healthcare cases. (32% have been defense contractor cases). Qui ram FCA cases

now account for the overwhelming majority of FCA recoveries. Thus, in 2000 80% of

the government's civil fraud recoveries were from qui tam FCA cases

Obviously, the large dollar amount of FCA judgments, coupled with

ancillary CIA's and criminal liability, is having a powerful deterrent effect on the billing

culture in the health care area. There is evidence that this effect is one of the significant

causes in the noticeable tapering off of the rise in Medicare costs in recent years. The

impact of FCA actions to increase compliance and deter fraud beyond actual monetary

recoveries would be difficult to quantify. Nevertheless, FCA actions undoubtedly play a

very large role in deterring fraud and saving the taxpayers money. FCA judgments

change the attitude and actions of other providers, and encourage government efforts to

correct systematic problems and thus create additional cost savings. Upon learning of

fraud schemes revealed by whistleblowers, the government takes many initiatives to close

the loopholes or government practices which facilitated fraud. The indirect savings of

10
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deterrence and government corrective activities are probably several times the amounts

recovered directly in case judgments and settlements. When direct recoveries are

combined with indirect cost savings attributable to FCA actions, the taxpayers are

receiving a very large benefit from the FCA indeed.

V. The Nature of Fraud In the Health Care Field

Because much has been said about the complexity of Medicare

regulations, I believe it would be useful to invite the Committee's attention to the

simplicity of health care fraud. More often than not, you don't have to understand much

about regulations to understand the fraudulent schemes involved. A few examples will

suffice.

* Corporate officials told their employees to charge twice the nursing hours to

Medicare patients as to all others. To make this happens, "I s" on nurses' logs

were altered to "4s" and "3s" to "8s".

* A kidney dialysis service company paid doctors to prescribe an intravenous

dietary supplement to patients on dialysis, which it then charged Medicare,

even though the supplement is medically unnecessary 85% of the time. (This

case is an example of why the anti-kickback statute is important and illustrate

how it meshes with the FCA to suppress fraud).

* A medical lab manipulated doctors into ordering blood tests they didn't want

or need, then charged Medicare for the tests.

* A hospital charged Medicare for all its emergency room patients at the high

end of a system of five codes graded for the severity of the emergency.

* A doctor charged for visits and consultations that never occurred.

II
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In these, and many other schemes where dishonest health care providers have

fraudulently deprived the taxpayers of large amounts of money, the basic idea

behind the fraud is simple. Health care providers engaged in cheating frequently

cloak their fraud in a cloud of confusion, citing bureaucratic rules, and claiming

mistakes. But if these are just mistakes, you would think they would go both

ways: against providers as often as against the government. Why is it that almost

all the so-called mistakes cost taxpayers money? The truth is, we have been

plagued by a cottage industry of consultants that have taught many in the health

care industry how to game the Medicare system to increase cash flow at taxpayers

expense. Far from being flummoxed by complex rules, they have learned the

rules intimately for the purpose of manipulating them.

Conclusion

The False Claims Act, and its qui tam provisions, are a vital component in any

meaningful effort to curtail and deter fraudulent overbilling to Medicare and

Medicaid. The fraudulent schemes uncovered by whistleblowers have saved the

government billions of dollars. The majority of honest health care providers have

nothing to fear from the False Claims Act because the FCA does not punish mere

mistakes. But there is an important minority of bad actors in health care who

must be deterred by vigorous enforcement of the FCA. It is TAF's position that

the Justice Department and the OIG should do more, not less, to be responsive to

whistleblowers. The Justice should join more cases and make a stronger effort to

work closely and cooperatively with the whistleblowers that bring them the bulk

of their important health care fraud cases. In summary, I urge the Committee to

12
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continue the tradition established by Senator Grassley to encourage the

government to work with whistleblowers to uncover fraud and protect the public

fisc.

13
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THE FALSE CLAiMS ACT LEGAL CENTER

The False Claims Act

* History
* Enacted in 1863 at President Lincoln's request to fight fraud against the Union

Army
* Fell into disuse aftera 1943 Amendment
* Revived by the 1986 Amendments sponsored by Senator Grassley and

Congressman Berman and signed into law by Rorald Reagan

* Accomplishments
* $5 Billion recovered since 1986 Amendment
* S1.5 Billionrecovered inFiscalYear200W

* How it works
* Whistleblowers (called 'relstors-) file suit under seal. give their evidence to the

Justice Department
* DoJ and defrauded Agency investigate; Dol may intervene and take over the

case.
* If the case is won, the defendant is liable foracivil penaltyofSS,OOOtoS O.000

per false claim, plus treble the amount of the damages to the Federal Government
* Whistleblowers are awarded from 15 to 30% of recoveries (average is 162'%)

* Areas otsignificant Activity
* Medicare, Medicaid and other health care fraud (60% of recoveries since 1936)
* Defense contractor Fraud (about 30% of recoveries since 1986)

* Types of Medicare Fraud Uncovered by Whlatleblovers
* Billing Medicare for unallowable costs by disguising them as allowable costs
* Billing Medicare for laboratory tests not ordered by physicians
* Billing Medicare for services more expensive than those actually provided

("upcoding')

* Excluded from the Act
* Tax Fraud
* Actions by whistleblowsers based upon allegations of fraud disclosed in the news

media or in Congressional or administrative reports. hearings. audits or
investigations, unless the whistleblower is an "original source" (as defined by tve
statute)
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The False Claims Act Legal Center
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* To combat fraud against the Federal Government through the use of the

False Claims Act
* To facilitate whistleblowers' use of the gui tam provisions of the False

Claims Act
* To defend the False Claims Act against weakening amendments
* To promote public understanding of the False Claims Act
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* Tracks litigation involving the False Claims Act
* Maintains a library of False Claims Act materials and cases
* Provides technical, litigation, and other assistance to whistleblowers'

attorneys

About TAF
* A non-profit public interest organization (501 (c)(4) tax exempt status)
* James W. Moorman, President and Chief Executive officer
* For further information, see TAF's website www.taf.org
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Taxpayers Against Fraud:

The False Claims Act Legal Center
1220 19' Street, NW.

Washington, D.C. 20036
202-2964826

Mr. Moorman was appointed to head Taxpayers Against Fraud ("TAF") in
January of 2000. TAF was founded in 1986 shortly after Congress enacted amendments
To strengthen the False Claims Act. The Act enables ordinary citizens to-file suits
Concerning fraud and abuse against Medicare and other Federal programs, and to
Share in the recovery of public fends. These citizens are generally considered as
"whistleblowers." TAF provides information and assistance to whistleblowers and
their lawyers. TAF also seeks to educate the public and the legal community about
the Act, documenting public policy values of the False Claims Act approach and
building a constituency to support the law.

As President and CEO of TAF, Mr. Moorsnan is responsible for the organization's
various programs, including government affairs, press relations, publications, and policy
studies, all of which relate to the promotion and well-being of the FCA. He is also
responsible for fundraising and the various activities of TAF directed to the support of
whistleblowers and their attorneys.

Prior to assuming his duties at TAF, Mr. Moorman was a partner in the
Washington, D.C. office of Cadwalader, Wickersham and Taft. At Cadwalader,
Mr. Moorman served as the head of the firms environmental law practice, with a
widely varied practice of national scope. Mr. Moorman's matters literally encompassed
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General of the United States Department of Justice in charge of the Land and Natural
Resources Division (1977-1980). In that capacity, Mr. Moorman was responsible for
the division's 26,000 plus cases on behalf of EPA, the Departments of the Interior,
Agriculture, Energy, and Army, and virtually every other department and agency of
the United States Government.
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General Litigation Section ofthe Lands And Natural Resources Division (1966-1969).
At that time Mr. Moorman's practice emphasized water resource cases, mostly in
Califormia, Colorado, and Nevada.

From the years 1971-1977 Mr. Moorman served as Staff Attorney and Executive
Director of the Sierra Club Legal Defense Fund in San Francisco and from 1969-1971 as
a Staff Attorney at the Center for Law and Social Policy in Washington, D.C. At SCLDF
and the Center Mr. Moorman was involved in a number of landmark case, including one
that led to the ban of DDT.

Mr. Moorman attended Duke University as an undergraduate and as a law student. In law
school he served on the Board of Editors of the Duke Law Joursal. After graduating from Duke
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Senator CRAIG. Jim, thank you very much.
Gentlemen, let me thank you all for your testimony. I do have

several questions that I would like to ask of you.
Mr. Charrow, in your opinion, is there merit to the assertion that

health care providers are paying substantial monetary penalties for
innocent mistakes?

Mr. CHARROw. In the form of settlements, yes. Most health care
providers who are subject to prosecution civilly under either the
False Claims Act or its administrative counterpart at HHS cannot
afford in many cases to go through the litigation process, either be-
cause of the risks or the costs of the litigation are too great they
settle, even though many of them believe, and their attorneys be-
lieve, that they did nothing other than make an honest error.

Bear in mind that at the administrative level as opposed to in
court which is under the False Claims Act, the standard of proof
is much closer to actual negligence than it is under the False
Claims Act. So the OIG can make out a case administratively
where the OIG might not have been able to make out that case in
court under the False Claims Act.

So, yes, in answer to your question.
Senator CRAIG. From your experience working inside HHS and in

private practice-and maybe you have just given me the answer,
but let me finish asking the question-why do you think the OIG
is pursuing cases that DOJ is walking away from?

Mr. CHARRow. Different standards.
Senator CRAIG. Different standards.
Mr. CHARROW. Different standards-an easier standard adminis-

tratively. It does not have a jury to deal with, it does not have a
Federal judge to deal with. The calculus is very different.

Senator CRAIG. What do you think of the proposed compliance
education efforts for providers described by Administrator Scully?

Mr. CHARROW. When I was a law professor, I had difficulty
teaching law studies to comprehend what was in a couple of hun-
dred pages. I do not know how Mr. Scully is going to teach provid-
ers what is in 100,000 pages-especially when much of what is in
there is not written in a language that has been discernible by any
known linguist and frequently is at-odds with some other materials
in the same compendium.

Senator CRAIG. Well, I guess you have answered the balance of
the follow-up questions as it relates to efforts to deal with the seri-
ous problem. That is one of the things that I most often hear from
providers is a clear attempt to understand what is meant. And one
of the great difficulties inside this beltway is the bureaucratic ease
that ultimately makes it to the regulation that really is not very
applicable or does not make a lot of sense on the ground, and you
literally have to go through an educational process to com-
prehend-and now with the volume that we have.

Senator CRAIG. What do you think it costs on average in a typical
case in terms of attorneys' fees to defend against allegations that
a provider has engaged in fraudulent billing practices? Do you have
any indication of that?

Mr. CHARRow. If the provider is lucky, in the low six figures. If
we are talking about a small provider and a small case, in the low
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six figures. If it is a large provider, a hospital, it could be in the
millions.

Senator CRAIG. Mr. diGenova, in the rare instance where crimi-
nal enforcement actions occur involving providers, what do you
think needs to be in DOJ's guidelines related to the issuance of
search warrants involving hospitals that is not there already?

Mr. DIGENOVA. Mr. Chairman, thank you for the opportunity to
answer that question. First of all, our opposition to certain enforce-
ment actions by OIG and even by DOJ under the False Claims Act
several years ago was related to civil cases.

With regard to criminal cases, obviously, there is a higher stand-
ard of evidence that is necessary, and probable cause for a search
warrant means that there is some evidence of fraud, and therefore
the warrant has to be issued by a judge.

What we would like to see and I think is absolutely necessary
particularly in light of HIPAA, which has underscored the absolute
importance of the privacy of medical records of all types, is that the
Justice Department have some form of written guidelines for
searches of health care facilities so that they do not interfere with
patient treatment during the execution of the warrant, and second,
that they do not unnecessarily compromise confidential patient in-
formation in medical records.

As you know, the Justice Department has guidelines for the
issuance of search warrants for lawyers' offices. That is because of
the nature of the attorney-client relationship and the 6th Amend-
ment right to counsel.

We think it would probably be a very good idea for the Depart-
ment to study and hopefully issue guidelines for the issuance of
search warrants and their execution at health care facilities to pro-
tect privacy rights under HIPAA, to protect generic privacy rights
under the Constitution, and certainly to protect confidential infor-
mation relative to the doctor-patient privilege.

Senator CRAIG. You have expressed reservations in the past
about arming inspector generals. Is there any instance where you
think it would be justifiable to arm investigators in a health care
matter?

Mr. DIGENOVA. Mr. Chairman, I do not. I have been a critic for
some time of the basic issue of having OIGs throughout the Gov-
ernment, not just in HHS, being permitted to carry weapons. As
you know, this practice was permitted a number of years ago,
sometime within the last 8 years, when the Deputy Attorney Gen-
eral issued a memorandum essentially deputizing inspector gen-
erals as deputy U.S. Marshals, thus giving them the right to carry
a weapon.

In matters involving fraud investigation, if it is a criminal case,
the FBI should be there anyway, and they have guns, they are
trained, they know how to use them; and I think the fewer law en-
forcement people who have guns, especially those who are not regu-
larly using them and trained to, the better off we all are.

I would like to see that memorandum from the Deputy Attorney
General rescinded, a study of the policy of arming OIGs throughout
the Government conducted, and a determination made by Congress
as to whether or not such a policy of arming OIGs is a good idea
for policy reasons, because as you know, Senator, the wearing of a
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weapon in certain circumstances has a coercive impact. If it is done
during an audit having nothing to do with a criminal case or any-
thing else, it is not exactly the best way I think to establish rela-
tionships between individuals trying to engage in a partnership to
clean up any problems in the health care billing system.

Senator CRAIG. Maybe a question of both you and Mr. Charrow.
Mr. Morris of OIG asserted that OIG's efforts only concerned true
fraud and not matters involving innocence or negligent error. In
your experience, is this an actual description of how the system ac-
tually works?

Mr. CHARRow. All you have to do is read a semiannual report.
The Office of Inspector General is charged with examining much
more than merely fraud. It is charged with examining fraud, waste,
and mismanagement-the generic term is "fraud, waste, and
abuse."

Waste and abuse is not a legal concept. It is in the eye of the
beholder. One person's waste and abuse is another person's medical
necessity.

Fraud, on the other hand, is a discrete legal concept, but there,
too, reasonable minds can differ, and I have seen cases where the
IG has thought this is a case of fraud, and I have concluded, no,
this is not a case of fraud.

So there are disagreements. It is not as clear-cut or as black-and-
white as Lew would lead you to believe.

Senator CRAIG. Mr. Moorman, I have heard it mentioned that
unless the Government joins in qui tam lawsuits, a majority of
them fail. Is this a true assertion, and if so, why is this the case?
I would ask that of you or anyone else on the panel who might like
to elaborate.

Mr. MOORMAN. That is basically correct, Senator. When the Gov-
ernment joins the case, the case is successful most of the time.
When the Government does not join the case, it is an uphill battle
for the whistleblower.

The Justice Department obviously has an ability to put a lot of
resources and energy and the prestige of the Government into a
case that an individual whistleblower and his lawyer could equal.

Because the Justice Department has not joined a case does not
mean it is not a good case, but let us face it, some whistleblower
cases are not good cases. So those cases tend to fall by the wayside.
But there is a definite advantage-a huge advantage-for a whis-
tleblower to have the Justice Department on its side. In fact, most
whistleblowers' lawyers will tell you that the single most important
thing that happens in their False Claims Act case is the decision
of the Justice Department to join or not join the case.

Senator CRAIG. Yes?
Mr. DIGENOVA. Senator, the reason for that, of course, is if some-

one files a private lawsuit under qui tam as a relater, they want
the Government to take over the case, because the Government
will pay for the case. Once the Government decides not to take the
case, a private relater is not going to fund the litigation, except in
the rarest of instances, because the discovery that would be in-
volved would be exceptionally costly. As Mr. Charrow has testified
to, these cases can cost millions of dollars, and only the Govern-
ment really has those resources.
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But I want to commend the Government for refusing to intercede
in qui tam cases where they are not warranted. I think the Govern-
ment should be very careful about whether or not it chooses to put
its name behind the allegations of a private citizen where the in-
centive for the private citizen is 30 percent of the recovery against
somebody-not that that is bad per se, but certainly the Govern-
ment ought to be very careful-and I think they are, and the De-
partment is to be commended-before it takes over one of these
cases, because we also know that many of these allegations are to-
tally unfounded, and that some people are trying to extort settle-
ments from hospitals and other health care providers. And the De-
partment of Justice has been very good at figuring out which ones
those are. I think their 5 percent intervention number looks pretty
good to me, and I think it shows professionalism on the part of the
Department.

Mr. MOORMAN. May I correct something? The intervention rate
is about 20 or 21 percent and

Mr. DiGENOVA. I was quoting Mr. Schiffer's number.
Mr. MOORMAN. That was his number.
Mr. DIGENOVA. I thought he said 5 percent. I apologize if it is 20

percent.
Mr. MOORMAN. And the average whistleblower award in qui tam

cases is 16 percent, Senator.
Senator CRAIG. Does that include attorneys' fees-total award?
Mr. MOORMAN. No. That is the whistleblower's average share of

the judgement. Also, some attorneys' fees are awarded in addition
to the relater's share, but that is usually a much smaller number
than what the relaters get.

Senator CRAIG. Mr. Charrow, do you wish to comment?
Mr. CHARROW. I think the name of the game for the relator is

getting the Department of Justice to intervene. The unfortunate as-
pect of the process is that frequently, it drags on in some cases for
up to 2 or 3 years. There are qui tam cases still under seal where
no decision has been made by the Department of Justice, and those
cases have been going on for 2 or 3 years in the health care area.

Mr. MOORMAN. I agree with Mr. Charrow that sometimes the in-
vestigations take far too long.

I would say with regard to the resources that whistleblowers put
into these cases, it is a very inconsistent thing. Sometimes the Jus-
tice Department encourages the whistleblowers to participate very
actively in the case, and they put a lot of work into it. Sometimes
the Justice Department does not want the whistleblower's attorney
to put much effort into it, and they do not put much into it. But
many whistleblowers and their attorneys spend a huge amount of
money to pursue these cases. So it is not at all a question of just
turning the cases over to the Government, sir.

Senator CRAIG. Well, gentlemen, we thank you very much for
your time here today and your testimony.

The chairman intends to leave the record open for 2 weeks for
additional information and for questions that we may wish to sub-
mit to you for additional comment.

Your testimony has been extremely valuable today as we sort
through all of this. I think that clearly, the intent of Congress and
our Government is to provide a health care system that functions
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and functions well, certainly for the recipient of it but also for
those who are the providers of it.

I have been on both sides of this for a good many years in the
sense that I once tried to read Government regulations, and I of-
tentimes found out that they were very difficult to read, and now,
in this area, I understand, of course, that they are phenomenally
complicated. So there does have to be a balance here, and we have
to try to strike that in doing so. At the same time, shame on us
if we provide a system that allows an effort to defraud to do just
that and to take valuable tax dollars away from the citizens who
might otherwise be delivered health care because of it.

That is clearly the intent of this committee and our efforts as we
review these, as we know that we are moving toward a time when
there could well be a comprehensive overview of Medicare and
working with the new administration as they try to reshape the
new HCFA and the new CMS.

Thank you all very much for being with us today.
The committee will stand adjourned.
[Whereupon, at 12:27 p.m., the committee was adjourned.]
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Answers for the Record
In Response to Questian, from Senator Larry Craig

From the
Senate Special Committee on Aging Hearing

on
Medicare Enforcemnet Actions: The Federal Government's Anti-Fraud Efforts

July 26,2001

QI: What are the mot erios problets within the current regatory and enforcement
system Involving CMS, Office of the Inspector General, and Department of Justice?
What soecdrse recon ttoas, wsith respect to ech of these agencies, does CMS
propose to address these problems?

A: One of the greatest challenges facing the Centers for Medicare & Medicaid Services
(CMS) within the curent regulatory and enforcement system is the perception among
physicians and other providers that pest ceffts to protect and preserve the Medicare Trust
Funds unfairly targeted honest providers for making honest mistakes and emro I tam
cummuned to addressing this and know that the vast majority of providers are honest and
law-abiding individuals who want nothing more than to provide the best care possible to
their Medicare patients. I firmly believe that no provider should be targeted or
prosecuted for an innocent billing mistake.

I am committed to working with our law enforcement partners to ensurte that our
enforcement activities are sharply focused on the bad actors that are knowingly - and
with intent - seeking to defsaud the Medicare program, and not on honest providers. I
am taking steps to improve the way the Agency commanicates with providers. We need
to make stre our rules are dear and sensible and we need to make sure that providers
understand them so they can bill the program correctly in the first place. We also are
working with our contractors who provide a great deal of educational information to
providers, to enssna that they are correctly and appropriately sharing information.
Finally I em committed to bringing a cultue of responsiveness to CMS. I have initiated
a new "open-door' policy and have created health care sector working groups, led by
senior-level CMS staff that will seive as important avenues for providers to ask
questions, share their cncems, and receive straight answers from the Agency.

Q2: What steps can CMS take to eahanee the effectiveness and efficiency of investigative
eollaborations between CMS, OIG, and DoJ h ease of alleged fraxd9

A: We arc committed to working with 010 and DOJ to improve the efllctiveness and
efficiency of our collsborative efforts. We have taken several stais to open the lines of
conmmunication with our law enfoncement painers. For cuarrple, wereg rlalyattend and
participate in meetings with the national health care fraud and managed care fraud
workgroups. We also participate in senior level mtimgenkcy meetings and maintain
ongoing staff liaison relationships with DOJ and OIG.

(155)
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In addition, we are working to encourage cooperative relationships and ensure
consistency in communications between law enforcement field offices and the
contractors. Many contractors hold regional and local health care fraud task force
meetings, monthly conference calls to discuss pending cases or potential referrals, and
many have daily informal contacts with law enforcement. These open lines of
communication allow contractors and law enforcement personnel to learn from each
other and help ensure that investigations are focused appropriately on the most egregious
of providers. We also are proactively educating law enforcement on complex Medicare
coverage and payment issues in order to enhance their case development and ensure that
the targets of their investigations warrant increased scrutiny.

Q3: According to a recent GAO report, roughly half of the claims appealed by providers
are resolved In favor of the provider. Providers say the percentage is higher when
appeals are heard before an Administrative Law Judge (AUJ). What can be done to
increase the accuracy of CMS's determinations prior to an administrative appeals
hearing?

A: Medicare processes approximately one billion claims each year from over one million
Medicare providers. Our goal is to pay every claim appropriately, every time. Today,
ninety-five percent of clean claims submitted to Medicare are automatically processed
and paid without a human ever looking at them. Given the volume of claims we process,
there are bound to be some errors, and there is always room for improvement. I certainly
understand your concern and agree that providers should not have to go through the
hassle and the expense of appealing determinations that were wrong in the first place. I
am committed to reducing these errors and working to ensure that our initial payment
determinations are as accurate as possible.

It is critical to keep several factors in mind, when considering the substantial percentage
of appeals that ultimately are resolved in favor of the provider. First, the number of
appealed claims represents only a very small proportion, about 3.5 percent, of Medicare
claims denials. For example, we process about 740 million Part B claims each year and
only about 200,000 are appealed to an Administrative Law Judge (AU). The overturn
rate may even demonstrate that the system is working to catch and correct errors.
Second, at the fair hearing level and the AU level, providers frequently introduce
additional documentation, which supports payment of the claim that was not presented
during the contractor's initial determination to deny payment. We currently are
examining legislative and regulatory changes to require full and early presentation of this
type of evidence. This type of change should help reduce the number of incorrect
payment denials at the outset.

As you indicate, there is a relatively high reversal rate at the AU level. The AUs
reverse (in whole or in part) about 50 percent of the claims denials, made at the Medicare
contractor level, that are appealed. The high reversal rate at the AU level is likely due to
the fact that contractors and AUs use different criteria when ruling on coverage and
payment matters. In making determinations, the AUJs are bound only by statute,

2
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regulations, and national coverage determinations. In contrast, when our contractors
make decisions, they are bound by statute, regulations, and national coverage
determinations, as well as CMS manual instructions and local medical review policies.
Therefore, if an AU disagrees with, or simply is unaware of manual instructions or local
medical review policies, their ruling could easily differ from the contractor's initial
decision There also are other factors that contribute to the frequent differences between
contractors' decisions and ALI rulings. For example, CMS does not have "party" status
at AU hearings and is precluded from routinely defending its payment decisions before
AUs. Also, A.Us are relatively unfamiliar with Medicare policy and issues. In addition,
there is no systematic dissemination of AU decisions on Medicare cases and the
decisions generally lack precedential value.

There are several administrative actions we are considering for improving the current
situation. We are working to improve and expand the notices that our contractors give
providers when their claims are denied, so that they include a more thorough explanation
of why a particular claim is being denied. We believe that this additional information
will improve providers' understanding of the contractor's reasoning and may ultimately
reduce the likelihood of a provider appealing a decision because they understand more
fully why the denial was made in the first place. In addition, as I mentioned above, we
are exploring the possibility of requiring providers to provide claims documentation in
support of their position earlier in the process. This should help cut down the number of
appeals reversals and result in more consistent decisions between our contractors and the
AUs.

Q4: Providers have voiced concerns about the current Medicare practice of withholding
a provider's future Medicare payments as recovery of alleged overpayments, even
while those alleged overpayments are being appealed. In light of the current high
rate at which Medicare contractor overpayment determinations are reversed on
appeal at the AL level, are there any CMS plans to change this practice
administratively?

A: I certainly understand your concern and that of providers regarding the withholding of
future Medicare payments from providers when an overpayment is discovered. I agree
with some of the concerns expressed by providers on this matter and I am prepared to
work with Congress on possible legislative alternatives. Current law, however, requires
CMS to immediately collect overpayments from providers once an overpayment has been
determined, even if the provider decides to appeal, but I do share providers' concerns and
welcome your legislative suggestions.
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Answer for the Record
In Response to a Question from Senator Susan Collins

From the
Senate Special Committee on Aging Hearing

on
Medicare Enforcement Actions: The Federal Government's Anti-Fraud Efforts

July 26, 2001

Q: I want to commend you for the initiatives that you and Secretary Thompson are
undertaking to make the Centers for Medicare & Medicaid Services more efficient
and streamlined for providers.

One area that has been of particular concern to me has been the burdensome and
excessive paperwork requirements imposed on home health nurses, which has
greatly detracted from their ability to provide quality care to their patients. In fact,
I am told that the actual amount of time that a nurse provides medical care during
an average home health visit is approximately 45 minutes, only 30 percent of the
average 2.5 hours of a nurse's time during the admission visit According to Price
Waterhouse Cooper, every hour of patient care time requires 48 minutes of
paperwork time for hospital-owned home health agencies.

I recently joined with my colleague Russ Feingold in introducing legislation, the
Home Health Nurse and Patient Act of 2001, S.1169, which would significantly
alleviate the burdens that the Outcomes and Assessment Information Set (OASIS),
the claims process for patients who are enrolled in both Medicare and Medicaid,
and certain audit and medical review processes have had on home health providers.
For example, we believe that OASIS can be simplified by reducing the number of
questions per assessment and the number of assessments per 60-day episode of care
without compromising quality of care for patients. In addition, the bill makes
optional the requirement to collect OASIS data from non-Medicare/Medicaid
patients because private insurance typically requires separate patient assessments
that are more appropriate for that patient population. A more streamlined and
effective OASIS regulation would not only alleviate the burden on nurses, but would
abbreviate the time that patients, who are often weak from surgery or other medical
treatments, must spend answering numerous questions, many of which are not
clinically signilficaLt.

It Is my understanding that many of the provisions of our bill could be implemented
administratively. Has CMS taken a look at these issues? Is this something that you
would be willing to work on with our staffs?

A: I share your concern about the need to reduce the amount of paperwork home health
agencies are required to complete. I am committed to reviewing and simplifying
Medicare's assessment instnrments, including the Outcome Assessment and Information
Set (OASIS). We are currently evaluating the extent to which the volume of items

4
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required by OASIS, and the firquency with which they must be completed, are tnily
necessary, and we are convening a Technical Expert Panel to examine administrative
options for simplifying OASIS. In addition, we are currently reviewing your legislation,
S. 1169, the Home Health Nurse and Patient Act of 2001. We appreciate your invitation
and welcome the opportunity to work with you and your staff in seeking positive
solutions. And I am confident that we can arive at a solution that provides the
information we need to continue upholding the highest standards of care for our
beneficiaries while also reducing unnecessary paperwork burdens.

5
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X f~7 DEPARTMENT OF HEALTH & HUMAN SERVICES C0b, of inapyton Genm

Wasln~gton, D.C. 20201

1i '!G. 1 ,'!10: 0 2

AUJ6 13 2001

The Honorable John Breaux
Chairman, Special Committee on Aging
United States Senate
Washington D.C. 20510

Dear Mr. Chairman:

This is in response to your letter of August 1, 2001, co-signed by the Honorable Larry
Craig, requesting answers to several questions as a follow-up to the hearing held by the
Senate Special Committee on Aging on July 26, 2001. This information was requested
in order to complete the Committee Record. An identical letter is being sent to Senator
Craig.

How many providers have had Corporate Integrity Agreements ("ClAs") or Civil
Monetary Penalties ("CMPs") imposed by the OIG in the past ten years?

The 0IG's records indicate that, in the context of settling cases under the False Claims
Act ("FCA") and Civil Monetary Penalties Law ("CMPL"), the OIG has executed
approximately 750 agreements with health care providers which either (1) contain
specific integrity provisions, or (2) constitute separate ClAs.

With respect the OIG's imposition of civil monetary penalties, it may be helpful if we
provide some background information. The CMPL, 42 U.S.C. § 1320a-7a, was enacted
as an administrative alternative to criminal prosecution or initiation of a False Claims Act
action. Under this authority, the OIG may impose a CMP, assessment, and program
exclusion in cases involving the submission of false or fraudulent claims to a Federal
health care program. The OIG is authorized to act under the CMPL only in fraud cases
where the Department of Justice (DOJ) declines to initiate a criminal or civil FCA case.

We are only able to provide you with information about the OIG's fraud-based CMP
cases from October 1996 to the present. Prior to October 1996, the OIG's records
combined data on cases under the FCA and CMPL. Thus, we are unable to separate out
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the number of individuals and entities subject to an OI CMP action prior to FY 1997.
Records maintained by the OIG Office of Investigations indicate that from October 1,
1996 to July 31, 2001, the OIG resolved 34 fraud-related CMP actions.

The American Hospital Association in its written testimony states that the
government's initiatives on outpatient laboratory billings and pneumonia billings
were not legal actions brought on clear grounds of fraud. How do you respond to
that?

As noted on page 2 of our written testimony, health care providers are not subject to
criminal or civil penalties for innocent errors, or even negligence. The primary civil
enforcement remedies (the FCA and the CMPL) cover only offenses that are committed
with actual knowledge of the falsity of the claim, or reckless disregard or deliberate
ignorance of the falsity of the claim. These statutes do not sanction mistakes, errors, or
negligence. For criminal penalties to be imposed, the legal standard is even higher, j&,
criminal intent to defraud must be proved-beyond a reasonable doubt. Thus, our
enforcement efforts have focused on health care providers who have clearly violated the
law; not cases of honest mistakes or billing disputes.

The OIG coordinates its efforts to protect the integrity of the Medicare program with the
Centers for Medicare and Medicaid Services (CMS), the Federal Bureau of Investigation,
and DOJ. These Federal agencies have responded to identified and widespread patterns
of Medicare fraud by establishing national projects. The national projects target a
common wrongful action accomplished in a like manner by multiple, similarly situated
health care providers. There are multiple objectives for each of the national projects,
including obtaining restitution to the Medicare program, protecting program beneficiaries
and ensuring the provision of quality care, sanctioning providers who have submitted
false claims with knowledge of their falsity, and imposing appropriate integrity measures
to deter future misconduct.

You inquired about two national projects, jg, those addressing hospital upcoding of
Medicare claims for treating patients with pneumonia and hospital outpatient laboratory
billing. With respect to both of these national projects, we believe that a strong legal
basis exists for pursuing these types of false or fraudulent claims.

The pneumonia upcoding national project is based on a determination that in many
instances hospitals misrepresented patients' medical conditions as more complex by
claiming a higher code in order to receive greater Medicare payments. Medical expert
review of hospital claims for treating pneumonia cases revealed significant over-
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utilization of higher codes in order to receive enhanced Medicare payments. As was
noted in my oral testimony, in one case a hospital used the higher reimbursed code for
pneumonia treatment in 93.5% of its claims, as compared to a national average of 2.4%.

The hospital outpatient laboratory billing national project was based on findings that
multiple automated laboratory tests were performed simultaneously with one piece of
equipment, but were billed as if they were performed separately. The result was that
hospitals received more Medicare reimbursement than they were entitled to.

The pursuit of specific cases under these national projects is assessed under criteria
established by both the OIG and the DOJ. Attached are copies of the guidance issued by
both the OIG and DOJ with respect to the handling of national project cases. Again,
cases are pursued under these guidelines only where there is evidence of fraud. In cases
where there is evidence of improper Medicare claims that do not amount to fraud,
referrals are made to CMS for potential collection of overpayments.

How do you address the AHA's concern that CLAs are imposed when hospitals
voluntarily disclose overpayments and lack intentional fraud?

ClAs are only developed for cases where there is clear evidence of fraud. As outlined in
our written testimony (pages 7-10), CJAs are developed and used by the OIG to give a
"second chance" to providers who have been determined to have committed fraud.

To ensure the integrity of the Medicare program, the OIG implements the Secretary's
authority to exclude wrongdoers from participation in Federal health care programs.
Thus, in cases where individuals or entities are found to have engaged in fraud or abuse,
the OIG must determine whether a program exclusion is warranted to protect the Federal
health care programs and beneficiaries from future wrongdoing. In the context of settling
civil False Claims Act cases in conjunction with the DOJ, the OIG has adopted certain
criteria for deciding whether to exclude a provider determined to have committed fraud,
or alternatively, allow them to continue to participate in Federal health care programs. In
appropriate cases, the OIG will offer to waive a program exclusion in exchange for the
provider entering into a CIA. Such an agreement, typically in effect for between three
and five years, requires a provider to institute or maintain a series of internal controls to
ensure future compliance with program requirements and protection of both the Medicare
program and its beneficiaries.

Typically, a CIA is voluntarily negotiated and agreed to in settling a potential exclusion
action as part of a "global settlement" including FCA liability. In cases of mistake or
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error that may be voluntarily disclosed by providers who seek to resolve Medicare
overpayments through contacting CMS and its contractors directly, CIAs are not a part of
the process.

The OIG's annual report filed jointly with DOJ, dated January 2001 (Report Title:
HHS and DOJ Health Fraud and Abuse Program - Annual Report for FY 2000),
specifically cites that over $717 million were recovered under the categories of
"Fraud and Abuse." What percentage of the total sum recovered falls under the
category of "Fraud," and what percentage falls under the category of "Abuse"?

The Health Insurance Portability and Accountability Act of 1996 (HIPAA) established a
Health Care Fraud and Abuse Control Program, under the direction of the Attorney
General and Secretary of HHS (acting through the Inspector General), to coordinate
Federal, state and local law enforcement activities with respect to health care fraud and
abuse. For each fiscal year (FY), as required by law, a report is submitted to Congress
detailing activities, recoveries, and disbursements under the Program. The report for FY
2000 summarized:

In 2000, the Federal government won or negotiated more than $1.2 billion in
judgments, settlements, and administrative impositions in health care fraud cases
and proceedings. As a result of these activities, as well as prior year judgments,
settlements, and administrative impositions, the federal government in 2000
collected $717 million. More than $577 million of the funds collected and
disbursed in 2000 were returned to the Medicare Trust Fund. An additional $27
million was recovered as the federal share of Medicaid restitution.

Annual Report of the Departments of Health and Human Services and Justice, Health
Care Fraud and Abuse Control Program FY 2000, Page one.

The Report further specifies under various categories, as provided for in the law, the
amounts that were obtained or recovered under the program in FY 2000, and states that,
"as a result of the combined anti-fraud actions of the federal and state governments and
others, the federal government collected $717 million in connection with health care
fraud cases and matters." Page 5. The Fraud and Abuse Control Program does not
distinguish between "Fraud" and "Abuse" in tracking recoveries or maintaining data
related to the resolution of cases. However, the vast majority of the monies recovered are
the result of cases brought under the civil False Claims Act, which is considered a "fraud"
remedy.
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Does the $717 million recovery figure include monetary sums in dispute (including
overpayments recovered or future payments withheld) that are still pending
administrative appeal? If so, what is the actual monetary sum of overpayments
recovered, and future payments withheld, and future payments withheld, that are
not in dispute?

To the best of our knowledge, the $717 million in reported recoveries does not include
monetary sums in dispute that are still pending administrative appeal.

What are the OIG's recommendations to enhance the effectiveness of investigative
collaborations between CMS, OIG and DOJ in cases of alleged fraud?

It essential that there be close coordination between all health care payer and enforcement
agencies with respect to addressing fraud and abuse. As noted in the testimony of the
Acting Assistant Attorney General Stuart E. Schiffer at the hearing on July 26, 2001,
consistent with the objectives of HIPAA, a number of task forces and committees have
been established between Federal and state agencies aimed at improving coordination and
communication with respect to health care fraud enforcement activities. See pages 3-6.
We believe that the collaboration between Federal and State agencies should continue and
be enhanced in the future.

In addition, we believe that the establishment of the Medicare Integrity Program (MIP) in
HIPAA, and the advent of Program Safeguard Contractors (PSCs), provides CMS with
the opportunity to more effectively target resources at program integrity issues. As noted
by the General Accounting Office in its testimony, "MIP saved the Medicare program
more than $16 for each dollar spent in fiscal year 2000." (Page 4) However, the
effectiveness of MIP can be enhanced by increased communications and coordination
between CMS and its PSCs. In addition, the OIG is committed to working with the PSCs
to identify vulnerabilities in the Medicare program and develop ways to address them.

Finally, we would note that CMS currently operates under significant statutory limitations
with respect selection, payment, and retention of Medicare claims processing contractors.
We believe that the current law restricting the selection, payment, responsibilities,
evaluation, and termination of Medicare contractors is outdated and needs to be changed.
It is our view that

CMS needs to be given greater flexibility in the methods it uses to select, organize
and supervise the contractors who handle the day-to-day operations of the
Medicare program. This includes authorities to use entities other than insurance
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companies, select them competitively, pay them on other than a cost basis,
organize them according to functions or benefit area, and hold them accountable
for performance.

Testimony of Acting Inspector General Michael Mangano before the Subcommittee on
Oversight and Investigations and Subcommittee on Health, House Energy and Commerce
Committee, June 28, 2001.

We hope that the information provided above is responsive to your questions. If you
desire any further information, please contact either Helen Albert or Marcia Sayer in the
OIG Office of External Affairs at (202) 260-8610.

Sincerely yours,

Lewis Morris
Assistant Inspector General for Legal Affairs

Enclosures
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im - 3 WB Memorandum
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June Gibbs Brown
Flom Inspector General

Sb,, National Project Protocols - Best Practice Guidelines

To Deputy Inspector General for Investigations
Deputy Inspector General for Audit Services
Assistant Inspector General for Legal Affairs

BACKGRON

With inreasing frequency, the Office of Inspector General (OIG) has coordinated with
other agencies on so-called 'national projects" aimed at targeting widespread patterns
of nisconduct among Medicare and Medicaid providers. At this time, I have decided
to memorialize recommendations for "best practice" guidelines tobe used by the OIG
when developnmg and participating in national enforeementprojects. These guidelines
are generaly applicable to national projects, but not every guideline listed below will
necessanly be appropriate for all future enforcement initiatives. However, in the
future, any deviation from these guidelines must be approved in advance by the Deputy
Inspector General for Investigations in consultation with other components of the 01G,
such as the Office of Counsel or Office of Audit Services, as appropriate.'

1. Mhnmum Thresholds

Aitcr considering and reviewing the statutes, regulatons and Meoicare and/or
Medicaid program guidelines, as well as the applicable provider data, dte OIG will set
an appropriate minimtanmonetay thresholdand/orpentageenor rate forits
participation in each national project. Tis minimm threshold will be used as a
guideline for detramning which health care providers the OIG will initially refer to the
appropriate contractor(cameror fiscal intermediary) for an overpayment recoupment
(if any). Cases involving prviderswhichecxee the projects threshold rmay be
developed for potential referral to the Department of Justice (DOJ) or other appropriate

*enforcement agency (&g the Federal Bureau of Investigation) for consideration under

' Note: These Guidelines are for interal OIG use only. They ae not intended
to impinge on the exercise of legal authorities which are the responsibility of other
agencies, nor do they confer rights in favor of any party.
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a civil or criminal authority. Obviously, this minimum threshold will vary fiomn
project to project and will be based on a number of factors such as Medicare andlor
Medicaid revenues, total health care revenues, prior audits and notice to the provider
community, provider size, number of erroneous clarms, and overpayment liability.

2. EqultableTreatmet of Providers

The OIG supports the equtable treatment of providers in national projcts consistent
with the prerogatives vested in the various United States Attorneys. Investigative
protocols and settlement agreement terms should be consistently applied to mrinimze
variations among judicial districts. Further, compliance or corporate integrity
provisions should be uniform and consistently applied to providers targeted in a
national project. It may be appropiat to establsh a gdation of compliance m easures
based on objective criteria, sich as the size of the provider and scope of the
misconduct. Ifa matter is handled through means involving a criminal conviction or
civil penalty, the OIG will develop and require appropriate and measured compliance
obligations. Generally, when a matter is referred by the OIG to the contractors for an
overpayment recoupment, no compliance obligations will be imposed by the OIG.

3. Resource Allocation Considerations

Prior to the referral of a national enforcement initiative to the DO1 or any other law
enforcement agency, the 010 will undertake an assessmnent of the available
investigative resources that it can commit to the national project. The OIG wIl
comnunicate the results of this assessment to other involved law enforcement agencies
with the referal of the national project information and datL The purpose of this
assessment is to provide notice to our law enfownement pares of teresources t~le
OIG is able to commit to an initiative.

4. Provider Guidance and Communication

Priorto the formal initiation of a national project, and as approprate, the 010 will
provide information to representatives of the affected health care inuhstry or provider
community regardingtheproject. This prior contact with the pvider commnmty wil
only occur with the concurrence ofall appropiate law enformement agencies.
Similarly, the OIG will seek input from the Health Care Financing Administration
regarding its views on the proposed national project in the appropriate cierumstances
and with the concurrence of all affected law enforcement agencies.
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5. Assess Legal Sufficiency of Theoly Prior to Raferral to Department of
JustIce

Prior tD the referl of any daft or infoemation concerning the development pf a
national project, the OIG will assess (including as appropriate, consultation with the
Office of tbe General Counsd) the lega basis and sufficiency supporting tbe
enforcement iitiaive In its legd review, the OIG will consider, as necessary,
applicable statutes, regulations, propnm gudae and de mbims
theholds, sufficiency and availability of datb, case law, statute of limitadon issues,
appropriate documentation, and burden of proof issues.

6. Central Point of Contact

Te OIG will designate a central point of contact ftom each 0IG conponent involved
in a national project in order to coordinate responses on important questions or isues
related to that project as they may arise. The OIG will infoun the DOJ and any other
law enforcement agency involved in the national project of these points of contact
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Jane 3, 1998

MEMORANDUM FOR: All United States Attorneys
All First Assistant United States Attorneys
All Civil Health Care Fraud Coordinators in

the Offices of United States Attorneys
All Trial Attorneys in the Civil Division,

Comuercial Litigation Section

FROM: -t Aric H. Holder, Jr.
Deputy -Attorney General

SUBJECT. Guidance on the Use of the False Claims Act
in Civil Health Care Hettirr

One of the Department's most important tools in protecting
the integrity of Medicare and other taxpayer-funded health care
programs is the civil False Claims Act. Mhile the broad reach
and substantial damages and civil penalties under the Act make it
one of the Department's most powerful tools, Departmental
attorneys are obligated to use their authority under the Act. in a
fair and responsible manner. This is particularly important in
the context of national initiatives, wiehcan have a broad
impact on health care.providers across thei contry.

This guidance is being issued to 6mphabiie the importance of
pursuing civil False Claims Act cases agairsf health care
providers in a fair and even-handed manner, and to implement new
procedures with respect to the development and implementation of
national initiatives.

1. National Tintiatives.

Generally, national initiatives deal with a cotmon wrongful
action accomplished in a like manner byamult.wple, similarly
situated health care providers. National-initiatives must be
handled in a manner (i) that promotes consistent adherence to the
Department's policies on enforcement of the Palos Claims At, as
well as a consistent approach to overarching legal and factual
issues, (ii) while avoiding any rigid 4pptoaeh that fails to
recognize the particular facts and cixeumsta11ces of an individual
case.
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To achieve these objectives, the Department has instituted
the following procedures:

(A) legal and Factual Predicates.

Before alleging violations of the-Palse Claims Act, whether
in connection with a national initiative or otherwise, Department
attorneys uust'evaluate whether the provider: (i) submitted false
claims to the government, and (Ui) submitted false claims (or any
false statements made to get the false olaims paid) with
knowledge of their falaity, an defined- th'Ve Act. These ara

separate inquiries. Department attorneys shall not Allege a
violation of the False Claims Act unless both of these inquiries
lead to the conclusion that there is a sufficient legal and
factual predicate for proceeding. The following issues, among
other issues, shall be considered in these determinations

(i) Do False Claims Exist?

a. Examine Relavant Atutorv and Reaulatory
Provisions and Internretive GMidAn'ce. Department
attorneys shall examine relevant statutory and
regulatory provisions, as well as any applicable
guidance from the program agency or its agents, to
determine whether the claims are'false. In certain
circu=stances, such as when a rule is technical or
complex, Department attorneys should communicate with
knowledgeable personnel within the program agency
Xmsa, the Health Care Financing Administration,

TRICARS. or office of. Personne l')miagement) concerning
the meaning of the prOvisioz,

b. Verify the Data aOther Evidence.
Department attorneys shall take appropriate steps to
verify the accuracy of dataeipod which they are
relying, either independently, oririth the assistance
of the fiscal intermediaries and carriers, the
Department of Health and HUmin'1 Sevices Office of
Inspector General, the Pedera'Bureau of investigation,
or another investigative agency.''

c. Conduct the Recessarv Investieatlve tens.
Department attorneys should .conduct such investigative
steps as are necessary unde ',tbhe'ircumstances,
including where appropriete-, `the Uubpoenaing of
documents and the interviewiigof-witnesses.
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(ii) Did the Provider Fnowinglv Submit the False

In the event the claims are false, Department
attorneys must also evaluate whether the health cars
provider 'knowingly submitted the false claims or
'knowingly' made false statements to get the false
claims paid. As set forth above, and before making
this determination, Debartuent attorneys should conduct
such investigative steps as necessary under the
circumstances, including vhereA-ppropriate the
subpoenaing of docubients and the interviewing of
witnesses. Under the False Claims Act, false claims
and false statements are submitted 'knowingly- if the
provider had actual knowledge of their falsity, or
acted with deliberate ignorance or reckless disregard
as to their truth or falsity. While relevant factors
will vary from case to case and the list below is not.
intended to be exhaustive, factors that must be
considered are:

a. Notice to the Provider was the provider on
actual or constructive notice, as appropriate, of the
rule or policy upon which a potential case would be
based?

b. The Clarity of the Rule -or Policy. Under the
circamstances, is it reasonable to conclude that the
provider understood the rule'or-policy?

c. The Pervasiveeness 'ad Mannitude of the False
Claims. Is the pervasiveness ormagnitude of the false
claims sufficient to support :mD inference that they
resulted from deliberate ignOrtnd6 or intentional or
reckless conduct rather than-mere mistakes?

d. Compliance Pln Other Stens to Comply
with Billin4 Rules. Does the health care provider have
a compliance plan in place? -.Ts. the provider adhering
to the compliance plan? What relationship exists
between the compliance plan and the conduct at issue?
What other steps, if any, h4s the provider taken to
comply with billing rules in general, or the billing
rule at issue in particular?

3
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e. Past Remedial Efforts. Ran the provider
previously on its own identified the wrongful conduct
currently under examination and taken steps to remedy
the problem? Did the provider report the wrongful
conduct to a government agency?

f. Guidance by the Pronram Arency or itS Agents.
Did the provider directly contact either the program
agency (z--g5, the Health Care Financing Administration)
or its agents regarding the billing rule at issue? If
so, was the provider forthcomtng-and accurate and did
the provider disclose all material facts rjegarding the
billing issue for which the provider sought guidance?
Did the program agency or its agents, with disclosure
of all relevant, material facts, provide clear
guidance? Did the provider reasonably rely on such
guidance in submitting the false claims?

g. Rave There Been Prior-Audits or other Notice
to the Provider of the Sase or imiler Billing

h. Any Other Information That Bears on the
Provider's State of. Mind in Subsittiom the False

(D) Oversight by National Initiaditv Wdrkinn Groans.

For all current and future national initiatives, the
Attorney General's Advisory Committee .(AGAC) and the Civil
Division shall establish a working group to coordinate the
development and implementation of each1nithiktive.

Working groups will be comprised:of Ansistant United States
Attorneys and Civil Division attorneys with particular expertise
in health care fraud. In accordance irith:the health care
guidelines promulgated in January 1997; in appropriate instances
each working group may also need to coordinata and plea the
initiative with the Department's Crimihal Division.

Bach working group will (1) examine the initiative to ensure
that a factual and legal predicate is present for the initiative
prior to its implementation, (ii) preparv initiative-specific
guidance and sample document. (such as legal analyses, summaries
of audit data, contact letters, tolling agreements, compliance
and settlement agreement language) for use in the initiative, and
(iii) prepare a general investigativei.Plad,;:setting forth
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suggested investigative steps that each office should undertake
prior to proceeding. Working groups shall be responsible for
coordination with law enforcement agencies, the Health Care
Pinancing Administration, and other appropriate entities.

While the working groups shall be responsible for
coordinating the overall development and implementation of
national initiatives, each matter against a specific provider
must be evaluated on a cane-by-case basis.

(C) Use of Contact Letters in attionaL-Jnitiatives.

As outlined above, Department attorneys participating in
national initiatives shall. in general, make initial contacts
with health care providers, to resolve a case, through the use of
'contact' letters. The purpose of a contact letter is to notify
a provider of their potential exposure under the False Claims Act
sad to offer the provider an opportunity to discuss the matter
befo=e a specific demand for payment ismade. In limited
circumstances, where the specific facts' 6f. a, situation warrant a
different approach, Department attorneys may make an initial
contact through other legitimate means -

The use of contact letters to make, initial contact with
health care providers is in furtherance of 'iecutive Order 12988,
which obligates Department attorneys t-6iake a reasonable effort
to notify the opposing party about the:natu±i of the allegations,
and attempt to-resolve the dispute without litigation if at all
possible. - The type of contact employed will depend on the nature
of the allegations and the stage of tb- izniiebtigation. Regardless
of tha fore of initial contact. Departient attorneys must ensure
that health care providers are afforded: (iWan adequate
opportunity to discuss the matter before a demand for settlement
is made, and (ii) an adequate time to. respond. In addition,
Department attorneys shall grant all r~asonable requests for
extensions of time to the extent that they do not jeopardize the
government's claims. The use of statutory tolling agreements are
strongly encouraged to allow providerb.tite-,to respond without
jeopardizing the government's claims.

2. Alternative Remedieg.

After reviewing the legal and. faltual Circumstances of a
particular matter, Department attorneyq shall consider other
available remedies -- including admintI1rativteremedies such as
recoupment of overpayments, program exclusions, and civil
monetary penalties -- to determine whaet remedy, or combination of

US
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-remedies, would be the most suitable under the circumstances.
Should the recoupment of an overpayment be the most appropriate
remedy, Department attorneys shall consider referring the matter
to the appropriate carrier/fiscal intermediary for appropriate
action.

3. hbilitv to Pay tissues.

Attorneys shall consider any financial constraints
identified by a provider in determiiing a fair, reasonable and
feasible settlement between the pertieea- Mospitals and other
health care providers citing an inability to pay a specific
settlement amounit should he asked to present documentation in
support of their stated financial condition.

4. Rtural and Co4mmity Realth Care Provider Concerns --
T-acut on Availabclitv of Medical Services.

When dealing with rural and community hospitals and other
health care providers, Department attorneys shall consider the
impact an action may have on the cowmufiity-bbing served. In
determining an appropriate resolution, or deciding whether to
bring an action, care must be taken to consider the community's
interest in access to adequate health care along with any other
relevant concerns.

5. Rosvitals and Other Health Care Providers Not Represented by
Counsel.

Department attorneys shall pay special attention to contacts
with hospitals and other providers that choose (due to financial
constraints or otherwise) to resolve claims without legal
.representation. Department attorneys Eacediwith this
circumstance must carefully assess evrjry action taken to avoid
even an appearance of coercion or overreaching because of the
absence of opposing counsel.

6. Mniminiine Burdens Trosed on Prov dern Duriuna
revestisation.

Department attorneys also shoulder~ mindful of the ways in
which our investigations and audits can disrupt and burden the
day-to-day operations of providers i:' both a financial and
practical sense. In developing and in6lemekting an investigative
plan, we should do what we can do to'idtnimihe these adverse
effects, while still meeting our obligition -to diligently

6
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investigate allegations of potential fraud. For example, while
recognizing that certain circumstances might warrant different
approaches, Department attorneys should consider a provider's
request to accept the results of an audit of a sample of claims
in lieu of a complete audit.

7. Provider AspLstaeca with the Tnvestieation.

In determining an appropriate settlement amount, Department
attorneys should consider the extent to which a health care
provider has cooperated with the audit-Ur1bnvestigation of the
relevant matter.

S. Thdividyaliuad Revise.

The proper determination as to the use and application of
the Palse Claims Act or other appropriate remedy requires an
individualized review of each case, ensuring that each of the
above factors are given full consideration.

9. Review of Gutdance.

In order to assure the fair and appropriate application of
the False Claims Act, this guidance will be subject to review in
six months.

10. additia xration

Questions regarding use of the False Claims Act should be
referred to the Health Care Fraud Coordinatgr in your district,
or to Robert Liles, Health Care Fraud Coordinator for the
Executive Office for United States Attorneys (tel. no. 202-616-
5136), or Shelley R. Slade, Health Cars Fraud Coordinator for-the
Civil Division Mtel. no. 202-307-02641.
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U.s. Department of Justice

Office of Legislative Affairs

Ofricof aM AnmSs AUocY OoiI W _c 230

October 9, 2001

The Honorable John Breaux
Chairman
Special Committee on Aging
United States Senate
Washington, DC 20510

Dear Mr. Chairman:

I am writing in response to your correspondence of August 
1,

2001, in which you pose additional questions as a follow-up to the

testimony of Acting Assistant Attorney General Stuart 
E. Schiffer

before the Senate Special Committee on Aging on July 26, 2001.

Questions from Senator Breaux:

1. Does the Department of Justice have a Memorandum of

Understanding (MOU) with the. HS Office of Inspector

General? If so, please provide a copy of and briefly

explain the memorandum.

Answer: The various memoranda of understanding between the

Department of Justice and the HHS Office of Inspector 
General

(HHS/OIG) are attached. The 1983 MOU enclosed as Attachment A

sets forth our policy that the HHS/OIG may not commence

administrative proceedings against a provider until the 
case has

been referred to the Department of Justice and the Department 
has

had the opportunity to consider the merits of the case for

potential criminal or civil action.

The 1995 MOU enclosed as Attachment B governs the imposition

of civil money penalties ("CMPs") against skilled and other

nursing facilities, and provides procedures that balance the needs

of the Department to pursue criminal and civil remedies while

permitting HHS and the Health Care Financing Administration (now

the Centers of Medicare and Medicaid Services ("CMS")) to move

swiftly to protect the health and safety of residents. Generally,

this MOU requires that CMS provide notice to the Department before



177

-2-

seeking to impose CMPs, with the length of notice dictated by the
degree of threat to public health.

In a 1994 MOU, the Department and HHS/OIG agreed on
procedures allowing the Department access to information held by
Medicare contractors (Attachment C). This MOU permits the
Department and its components, including the Federal Bureau of
Investigation, to directly request from Medicare contractors
information pertinent to on-going investigations. While HHS/OIG
approval is not required for such requests, the MOU requires that
the HHS/OIG be notified of the requests in order to avoid
duplication of investigative efforts.

2. How does the DOJ ensure that the technical-assistance
provided to AUSAs with regard to health care fraud cases
is followed and adhered to?

Answer: The Department engages in extensive internal
coordination to ensure that Department guidelines and policies are
adhered to. For example, the Counsel to the Deputy Attorney
General chairs a bi-weekly Component meeting that includes
representatives from the Criminal Division Fraud Section, the
Civil Division Commercial Litigation Branch, the FBI, the
Executive Office of United States Attorneys - Office of Legal
Programs, the Office of Legislative Affairs, the Nursing Home
Initiative Coordinator, and the Justice Management Division. At
this meeting, policies and actual case matters are discussed. In
addition, health care fraud working groups and/or task forces meet
in many of the 94 federal districts and are composed of
representatives of the United States Attorneys' Offices, FBI,
HHS/OIG, DCIS, and state and local officials charged with the task
of coordinating health care fraud enforcement efforts.

As Mr. Schiffer indicated in his written testimony, in the
past 18 months the Department's Office of Legal Education
conducted 8 training courses related to health care fraud and use
of the False Claims Act and trained over 600 Assistant United
States Attorneys, Department trial attorneys, and
auditors/investigators. This training takes place primarily at
the Department's National Advocacy Center in Columbia, South
Carolina, and includes lessons gleaned from past experiences in
health care fraud cases and the types of allegations that -are
coming to the forefront.

In addition, the Deputy Attorney General on June 3, 1998,
issued formal guidance to the United States Attorney community
that memorialized existing policies requiring allegations of False
Claims Act liability to be based on an adequate factual and legal
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predicate, and instituted new procedures for "national projects,"

including coordination and oversight by working groups, and the

use of "contact letters" that offer health care providers an

opportunity to discuss the government's allegations before a

demand for payment is made. This guidance was updated on

February 3, 1999. These guidelines are enclosed as Attachments D

and E, respectively.

The General Accounting Office ("GAO") has reported to

Congress regularly on the compliance by the United States Attorney

community with the Deputy's guidelines. In its most recent report

to Congress in March, 2001, GAO specifically found that the

Department has an evaluation process that provides meaningful

assessment of compliance with the guidance, that United States

Attorneys' Offices certify compliance with the guidance, and that

interaction with the hospitals under investigation was consistent

with the guidance. GAO found also that the Department has taken

substantive steps to strengthen oversight of compliance with the

cuidance and that the two most recent national initiatives (PPS

Transfer and the Pneumonia Upcoding projects) are being handled in

a manner consistent with the guidance. GAO concluded that the

Department "has demonstrated its continued commitment to promoting

the importance of compliance with the False Claims Act guidance at

its U.S. Attorneys' Offices."

3. Are there reasons why, even if the case has merit, that

the DOJ would not pursue it, thereby making it

appropriate for HHS-OIG to pursue?

Answer: There are reasons for such a result. In some

instances, the HHS/OIG may have statutes better suited to redress

the conduct at issue. For example, providers who conceal records

from Medicare fiscal intermediaries but otherwise submit truthful

claims seeking payment from the United States are subject to

administrative sanctions for that action. While application of

the False Claims Act in those circumstances may not be

appropriate, it is nevertheless conduct that merits administrative

review.

Many of the civil health care fraud allegations brought to

the Department of Justice originate from so-called "qui tam," or

whistleblower, suits filed under the False Claims Act. 31 U.S.C.

55 3729-3733. The provisions of the Act permit the Department 60

days to investigate the allegations and make a decision to

intervene, or take over, the whistleblower's suit. 31 U.S-C. §

3730(b)(2). Although the Department often is successful in

obtaining court approval to extend this 60-day investigative

period, courts increasingly are reluctant to grant extended time



179

-4-

to permit a thorough investigation of what often proves to be
complex allegations. Accordingly, there are times when the
Department is unable to timely perform the necessary initial
investigation that would warrant intervention. On those
occasions, the Department may well decline to intervene and the
HHS/OIG may then elect to pursue administrative sanctions if the
allegations have merit.

In other instances, the various investigative agencies that
ordinarily would assist us in confirming allegations may lack
sufficient resources tc devote to a given case. This may be due
to any number of factors independent of the merits, including the
demands of other investigations or the geographic location of the
target of the investigation. In those instances, the Department
likely will be unable to ascertain whether the allegations have
merit and may well defer to the HHS/OIG for administrative
sanctions.

Lastly, the workload of the Assistant United States Attorneys
and the Department's trial attorneys may require that other
matters receive priority over particular allegations, and cause
the attorneys to conclude that referral to the HHS/OIG for
administrative sanctions is the most efficient use of government
resources.

4. What is DOJ's response to so called "horror stories" of
overzealous enforcement actions and improper use of the
False Claims Act.

Answer: It is our understanding that in testimony before
your Committee on July 26, representatives of the health care
provider community did not make such allegations against the
Department. The so-called "horror stories" now under
investigation by the GAO and referenced in that hearing involve
entities other than the Department of Justice, or so we have been
advised by GAO. Further, as I indicated, the Department's
enforcement activities have been closely scrutinized by the GAO
which recently praised our efforts at promoting the importance of
compliance with the False Claims Act guidance to the United States
Attorney community.

5. Should health care providers be given direct access to
the courts during the appeals process without first
exhausting all administrative remedies available to them
first?

Answer: The Department has very serious concerns with such
a proposal, which threatens to involve already overburdened
Federal courts in prematurely resolving controversies that, under
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current law, could and in many instances would, be resolved at the

administrative level. Given the enormous volume of Medicare

claims, the potential increase in the courts' civil caseload would

be significant. And, even for those cases not conclusively

resolved at the administrative level, eliminating the exhaustion

requirement would deprive the courts of a complete administrative

record for the court to review in assessing the validity 
of the

agency action that is the subject of the appeal, and would impair

the courts' ability to utilize agency expertise in interpreting

and applying the complex Medicare statute, regulations and

published regulatory guidance in the context of specific disputes.

This would result in many more lengthy and resource-intensive 
de

novo proceedings in federal court.

Current law (see 42 U.S.C. §§ 405, 1395cc, 1395ii) prevents

"overly casual or premature judicial intervention in 
an adminis-

trative system that processes millions [now, perhaps billions] of

claims every year." Heckler v. Rinaer, 466 U.S. 602, 627 (1984).

This "channeling" of claims through the agency "assures 
the agency

greater opportunity to apply, interpret, or revise, policies,

regulations, or statute without possibly premature interference by

different individual courts," Shalala v. Illinois Council on Long

Term Care, 529 U.S. 1, 13 (2000). It is for these reasons that

Congress has required exhaustion of administrative remedies 
under

Medicare and why courts generally require exhaustion of

administrative remedies even in the absence of express 
statutory

requirements such as those contained in the Medicare 
Act.

I suggest that the resources necessary for the Department of

Justice and the Judicial Branch to handle the increased 
burden

that would stem from eliminating Medicare's exhaustion 
requirement

as to providers would be vast and unwarranted. Furthermore, the

required resources would be better devoted to the administrative

process and systems at HHS.

6. How many hospitals have had criminal or civil

settlements or judgments imposed in the past ten years

by DOJ?

Answer: Department data bases do not differentiate among

provider types when storing our case information. Hence, I am

unable to respond more fully to the precise question you 
pose.

Instead, I refer you to the various reports we have submitted

to Congress in the past several years that detail our 
health

care fraud enforcement activities. The most recent reports

include The Health Care Fraud and Abuse Control Programs 
Report

for fiscal years 1998, 1999, and 2000, and the Health Care

Fraud Reports for fiscal years 1997 and 1998. These reports

are available on our web page, but I will be glad to provide
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your staff with copies if they are unable to access them.

Question from Senator Craig, Ranking Member

1. Does DOJ have agency guidelines governing searches
and seizures involving physicians' offices and
hospitals, in criminal cases?

Answer: The Department is well aware of the sensitivity
of conducting searches and seizures at physician offices and
hospitals in criminal cases. The Department expects its
employees to conduct such searches professionally and in a
manner which minimizes the adverse impacts on patient care and
on individuals presenL at the search location, consistent
with the legitimate needs of the search and the safety of the
law enforcement officers conducting the search.

The Department's "Guidelines on Methods of Obtaining
Documentary Materials Held by Third Parties," published at 28
C.F.R. Part 59, includes specific guidelines which apply to
searches for confidential patient information ". . . in the
private possession of a disinterested third-party physician,"
and articulate the criteria which must be satisfied to obtain
the necessary approval to seize such evidence. The
Department's "Guidelines" also include general guidelines for
planning and executing search warrants which apply equally to
all searches of "disinterested third-parties," including those
at physician offices and hospitals. In addition, the FBI has
extensive general guidelines on planning and conducting all
searches, which may be found in the FBI's "Legal Handbook for
Special Agents" and in the FBI's "Manual of Investigative
Operational Guidelines." Standard procedure requires that FBI
agents prepare individual search plans, which can tailor the
execution of each search to the unique circumstances present.
All search plans are subject to supervisory review.

* * *

I hope that this information is responsive to your
inquiry. Please contact us if you would like further
information.

Sincerely,

Daniel J. Bryant
Assistant Attorney General
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ALIORANDUM OF UNDERSTANDrING br-4tEN THE

DEPARTtENT oF HEALTH ANM HUMAN SZRVZCZS
ANM TE DEPARTMENT o0 JUSTICR

AZCGADING IYPLEnZNATION o0
SECTION 1128A oF THE SOCIAL SECURITY ACT

I. DEFINITIONS

For purposes of this memorandum:

1. Attorney General' means the Attorney General of the
United States, or his designee:

2. 'Seeretary means the Secretary of the Department of

Health and Human Services, or his designee:

3. Department of Justice' means the United States Demart-

ment of Justice or an Office of a United States Attorney:

4. United States Attorney' means the United States Attorney
who has jurisdiction of a case;

S. 'Civil Division' means th* Assistant Attorney General

of tne Civil Division of the Department of Justice. or
any of his subordinates authorized to consider referrals

under this memorandum:

6. 'Criminal Division' means the Assistant Attorney General

of the Criminal Division of the Department of Justice, o:

any of his subordinates authorized to consider re'errals
under this memorandum

7. 'administrative proceeding' mt.ns the procedure specified

in section 1128A of the Social Security Act, and

regulations promulgated thereunder, whereby the Secretary

may assess a monetary penalty for the filing of a false

claim:

B. total assessment' means the total potential amount of

a penalty which may be levied against a person in an

administrative proceeding, including the anount of any

fines and any amount permitted by 1ev in lieu of damages:

and

9. the delegated authority of the United States
Attorney' means the amount specified by the Attorney

General. below which the merits of a case may be

considered by the appropriate United States Attorney.

II. AUTHORIZATION PROCEDURES

A. IN GEN% UPL

The Secretary may not commene an administrative proceeding

in any case until he has notified the Department of Justice

of his intent, he has referred the case to the Departrent

ATTADIMT A
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of J"atic, And the Department of Justice has had an o:=r-
tunitY to Consider the merits of the case, in accordance
with Procedures set forth herein.

D. XSES 1N WHTCH SHE TOTAL ASSESSMENT WOULD BE WI1H
71DCLEGA.£D AUTHORITY OF THE UNITED S.A7ES 'CINY

The Secretary may not ccomence an administrative Frocee-:nq
until the case has been referred to the United States
AttOstney and:

L. The United States Attorney declines both civil
and criminal prosecution; or

2. The United States Attorney authorizes the Secretary
to do so.

C CASES IN WHICH THE STZAL ASSESSMENT WoLi EXCEED 7'r
ZEL-rA7ED AUTHORITY OF TYE U\Xi .'D S-AtES A--vRYZY

Thehcretary may not cormemnce an administrative proceeding

1.(a) The case has been referred to the United States
Attorney for criminal prosecution and (i) prosecu-
tion has been declined, or (ia) :f prcse::tion has
been accepted, all criminal processes have been
completed: and

(b) (±J The case has been referred to t:e Civi: Z-:sion
for civil action, and civil action has been
declined, or (ii) the Civil D.4 sion has been
notified of the Secretary's in.,ntion to becin
administrative proceedings, and the tine period
specified in section IhI.A. has expired;

or

ZL The case has been referred under the two precedisg
paragraphs and both the United States Attorney ard
the Civil Division authori2e the Secretary to
commence an administrative proceeding.

Ir s s PROvOsraOs

L=w PERIrOD FOR CONSIDERATION

A Lt h ivision vill respond to notices of intention to
21D 1 with administrative proceedings within 60 days
Albe date of receipt of a case under section r.C.l.(b)lii).
1dSV-tL Di'ision vill send an acknowledgment to the
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ary at the time each case is received. In any case
rinminal prosecution has been declined, or reca:i.--

Icrim nal processing is complete, the Departoent a;y
ice an *dministrative.proceedinq if: (1) the Secretar-
Ses the Civil Division a second notice of his inte t
oceed administratively 20 days in advance of the
l tion of the 60 day period; and (2) the Civil Divis.cn
a to notify the Secretary within the 63 day period of
intent to proceed with civil litigation.

PECONS!DERATION

1. The Secretary shall have a continuing duty to
revise and supplement the information fu:nished
in a case referred pursuant to sections II.B.
and SSC. , upon discovery of any nev infe-rat;o
material to the case. The following informat:or

shall be deemed material: the addition of another
person or persons as potential respondentes) :
the anticipated administrative proceedinc: or

the possibility of bribery. gratuities, conflict
of interest, or other corruption or similar
activity on the part of any officer. employee or

agent of the United States or any State.

2- Upon submission to the Secretary of a written deter-
Piination by the Attorney General that the cort::za-
tion of an administrative proceeding ray adve:sely
affect any pending or potential criminal udic~a

proceeding relating thereto, such administ:a-
tive proceeding shell be irmsediately stayed and =ay

be recommenced only upon written authoriza ion c!
the Attorney General.

C. EXPE:)TED CONSIZERATION

If it appears to the Secretary that any circumstance cocpels

expedited consideration of a referral, he may request

authorization orally. Upon oral authorization by the

Attorney General, the Secretary may immediately commence
an administrative proceeding; in such instances, the

Secretary shall provide relevant information pertaining

to the Case in writing to the Department of Justice within

10 days of the oral authorization.

D. CONTENT OFr PXEtERL TO THE DEPARTMENT OF JUSTICE

The referral to the United States Attorney and the Civil
Division (or. vhere applicable, to the Criminal Division)

should be in writing and include the following infor-
mation: name of all potential defendants including
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business entities, amount of potential monetary loss,
ide ntity of Federal program or operation involved,
description of fraudulent activity, identity and status
,of any pending criminal or civil investigation or lit.-
gation involving the same or related persons or entities.
outline of any evidence or suspicion of corruption of a
public official, date of claim, and any other data which
would affect the Department of Justice decision to proceed
criminally or civilly in district court.

E. RErERRALS TO THE CRIMINAL DIVISION

Nothing in this memorandum shall prevent the Secretary !r:n
referring a case for consideration of criminal prose t.Jon
to the Criminal Division rather than to the United States
Attorney. Where a case is referred under this pa:agraph
to the Criminal Division, the Criminal Division shall carrv
out the responsibilities of the United States Attorney,
regarding consideration of criminal prosecution. which are
described in paragraph B or paragraph C of section II.

F. REVIEW OF ?MLORANDUM

The General Counsel and Inspector General of the Depart-
ment of Health and Hunan Services will meet once a year
with the Assistant Attornevs General of the Civil and
C:rinial Divisions to evaluate the effectiveness of the
operations of the memorandum and any need for modifications

I* ?aia; McGrath'
Ass ts ant Attorney General
Civil Division

Dat Age

cSen A. de "al
General Counsel

V. Jovoel Jensen
Assistant Attorney General
Criminal Division

_r ' s

Date

Richard P. Kusserow
Inspector General

1::: 2 A , _

Date5a-te
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HzO~Auvfl4 - wb2-ADx
5ErtEN THE 'J.S. DEPAATXhIT or JUSTICE

A THE U. S. DEPAA:XT)U o0 WEALTH AND RUMAX SZPAV CES

1. Pure

Shis Mesorandum of Undexstandizrg ("NOU) between the
undersigned parties representing the U.S. Dapartaent of Justice
(OOJ") and the U.S. Department of Health and Ruman Services
("-ES-) constitutes An agreenant as to the tsr-As and conditions
necessary to implement S 1128A(c)(1) at the Social Security Act
(-the Acts), 42 U.S.C. S 1320a-7a(cJ(1). This section requ res
the imposition of civil money penalties ( cP') only as
authorized by the Attorney General pursuant to procedures agreed
upon by the Attorney Ceneral and the Secretary. Thlis MOO governs
only the imposition of cxpa by MRS t:at may be assessed against
skilled nursing facilities and nursing facilities as authorised
by SS 1819(h) (2)(1) and 1919(h)(3) of the Act, 42 U.S.C.
SS 1395i-3(h)(2)(9) and 1396r(b)(3). 00s under these praviaicns
became available to the Secretary on July 1, 1995 pursuant to
rules that becam- effective on -that date.

I1. Obiectives

A. It Is the objective of the DOJ to b able to preserve its
interest in pursuing investigations of fraud and abuse that may
occur in nursing homas vithout facing potential interference that
might be caused by a parallel adainistrative proceeding.

S. It is the objective of KHS, and the Wealth Care financing
Administzation ("RCFAJI, to be able to move sviftly, through the
imposition of C(Ps and other remedies, to protect the health and
safety of residents residing in nursing hoses that participate in
tne Medicare and Xedicaid programs vhom nursing hon providers
violate requirements at SS 119 and 1919 of the Act, 42 U.S.C.
SS 1395i-3 and 139r.

rrU. Proseares

A. Acting me RCPA * agent, States conduct surveyo oS nursing
hous to determine if they comply vith federal reqairaments for
participation in the Medicare program. Where a State survey
agency identifies noncomplance in facilities that participate in
the Medicare program, or both the Redicar and XedICid programs,
the State survey agency my rec|mend to RCTA that certain
remedies be imposed, includinq Cgs. for such facilities, only
XCIA, through its Regional offices, may imp"* C005. The contact
pervon for such actions is the Associate Regional Administrator
for Bealtb Standards and Ouality in ths appropriate HCrA Regional
Office or the person inicated on the notifloation by NCF& to the
United State. Attorney (e"USAo) of the specific OW action.
Within thirty (30) days Of the siqing of this Ma, NCoA viL
furnish to Doi a list identifying each Associate Regional
Administrator having the authority to impose O3W on nursing

ATrAVJU4EN B
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tomes L -h-n hrty (30; days of the signing of tn.., h :-CL
will prFvide to HCA the names of the appropriate persor-s in t-!e
USAo to whom notif.cation shall be made of EKCFA 0CP acteons.

B. Poor oerfcrMina 'acilitv CWP cases. In those cases where
HCFA seeks to impose a CYP on a poor performinq facility, RCFA
will send a notice to tne nonconpliant facility advising it that
a C(P is being impoeed. The definition of 'poor performing
facility appears in NCFA's State operations Xanual, and has been
furnished to DOJ. Should HCFA revise the def-nition at any time,
HCFA shall promptly advise DOJ of that fact and furnish to the
USAOs a copy of the revised definition. Simultaneous with HCPA s
notification to a facility that it Is Imposing a cXP, HCTA will
provide to the USAO, or its designated representative, for the
District in which the facility i- located, by hard copy and/or
electronic transmission, a copy of the notice it has sent to the
facility along with a copy of the Statement of Deficiencies (For-
2567) upon which the CXP it based. The USAO will have fourteen
(14) days from receipt of this information to advise XCPA that it
ought not proceed further with the CYP, and in no case may HCFA
seek to collect, or accept payment of. the CXP before the USAO
has had its fourteen (14) day opportunity to reviev the matter.
Should the USAO advise HCPA not to proceed with the cx( in a
manner consistent with the procedures sat forth in section ZV of
this HOU, HCA will rescind the CXP.

C. Immediate jeonardy cases. n those cases of imaediate
jeopardy (as defined in 59 Fed. Reg. 56238 (1994) [to be codified
at 42 C.F.R. S 488.301)), where HCPA seeks to impose a cKP, RCTA
will send a notice to the noncc pliant facility advising it that
a CHP is being imposed. Simultaneous with RCrA's notification to
a facility that it is imposing a CK, HCFA will provide to the
USAO, or its designated representative, for the District In vhich
the facility is located, by hard copy and/or electronic
transmission, a copy of the notice it has sent to th* facility
along with a copy of the Statesent of Deficiencies (Fers 2567)
upon which the CXP is based. The U3AO will have fourteen (14)
days from receipt of this information to advise CPZA that it
ought not proceed further vith the CKP. and in no case say HCFA
seek to collect, or accept peyment of, tbe 0(P before the USAO
has had its fourteen (14) day opportunity to review the matter.
Should the USAO advise NCYA not to proceed with the CXP in a
nanner consistent with the procedures set forth in section 1V of
this XOU, HClA will rescind the CbP.

D. All other cases. in all other cases of facility noncouli-

ance, when RCQA seeks to impose a C0( it will advise the fusility
of the possibility that this reamdy say be Luposed. Siaultaneoa

with the time that RerA sands such a notiCe to the facility, but
in no case less than fourteen (14) days befors the imposition of
a KP. RCFA shall s-nd a copy of the notice, by harf copy and/or
electronic transmission, to the USAO, or its designated
representative, for the District in which the facility is
located. Along with a copy of the notice. CllA will be
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resccnt c.Q : cr A& . t: qhat -e ~SA rece .es a oPy of --e
Statement of ceficienc-es (Form 2567) upon wv ch the =YP vIu d :-
based :n no case under thbs subsection may HCFA seek to LDOsC.,
collect, or accept payment of, a CKP before the 5SAO bas bad -:s
fourteen (14) day opportunity to review the matter. Uness the
uSAO advises HCFA within fourteen (.4) days of its receipt of t-e
notice that the c30 should not be impos d, ICA may assess t:%*
amp as indi',ted in the notice to the facility. If the _SAO
concludes its review in less than fourteen (14) days, and advises
HCFA that it may proceed with the C(P, MCFA vill be free to
impose, collect, and accept payment of the C0Y at that time.
Should the USAO advise HCPA not to proceed with the CHP in a
manner consistent with the procedures set forth in section Iv of
thas MoU, HcF1 shall not impose, collect or accept payment of tne
CXP.

E. in all notifications by HCFA to the USAO of C0Ps proposed or
imposed pursuant to paragraphs :I B., C., and D. of this MOD,
I-CFA vill provide to the USAO, to the extent that it is readily
available to RCFA. the following information:

1. the numler of residents affected by the deficiency;
2. an estimate of how long the deficiency has existed;
3. the Identity of the owners and managers of the facility
in question;
4. the names and addresses of other facilities owned or
managed by the same individuals or entities; and
5. an estimate of the actual damage which was caused by the
deficiency (i.e. injury, death, additional medication or
treatment)

P. Consistent Vith low enforcement needs and limitations on
permissible disclosure of such information, the CSAO shall advise
HCFA of any investigations it is pursuing against a nursing
provider certified for participation wnder the Xedicare or
Medicaid prog-rams where the USAO has information that nsight have
a bearing on the health and safety of residents in those
facilities in order to enable HCAc to undertake its statutory
obligations to protect those re-idents' interests.

G. rhe procedures set forth herein shall be reviewed by MCJA and
DOJ within one year of the dato of this MOU to evUlu&at its
effectiveness and any need for modification.

rV. Intent of te Parties

It is the parties' intent that the procedures met forth above by
which the USAO may cause HCrA not to proceed V1th a c0Y, will be
used where the USAO has a good faith basi, to request that a OM'
not be pursued. Where the USAO ha" no onioing investigation, but
intends to initiate one only after receiving notice of MCYA's
imposition of (or intent to impose) a CHP, th- USAO and RCHA

75-039 D-01 --7
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gah&1 discuss poasible Vays to sllcnw HCrF to proceed vith the C"
in * mannor tbt accommodatas tha unter6et* of bout acA end une
USAO. Wbare the USAO believes that * CF IMposed by MClA may
interfere vith an ongoing investigation Of that facility, the
USAO Ghall make every effort, cOnsistent With lav anforceaent
needs and limitations on periissible disclosure of such
information, to contact ECTA to detarame it the OCP may proceed.

A
_ _ _ _ _ _ _ _ _ _ _Date,

Carald Stern
Special Counsel tor Health Care Fraud
U.S. Departant of Jstice

nK Data: AS 31 -
Health Care Financing Lftinistzation
U.S. Department of Realth end Duma
Services

r.-. U.
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DEPARTMENT OF JUSCE 6CCS TO 1EDICARr COvTRACTOR NFORMATION1

Combanting Medicare fraud is a goal shared by the Deparnment of Justce (TOP),
Deparunertr of Health and Human Sericcs Office of the ipector General (-OIG-), and the
Health Care Financing Adinistraiou (-HCFA). Invesigang and prosecuting such cases
typically requires access to information and docments from Medicare eontnctrs. To
ensure that law enforamnent's need for this information is men coistent with Medicare
conuxors' other responsibilities, DO, 01G, and CFA agee to the following procedures:

1. DOY can request in wriding information and doiuments related to an ongoing civil
or criminal hal care fraud investigation or prosecutin directly from a Medicare
cmtractor. DOi includes perornd at the Federal Bureau of Investiadon (FBI'),
United States Attorneys Offices and the Deparunent of Justice in Washington, D.C.,
including but not limited to the Criminal Division and Civil Division.

2. When DO] requests information from a Medicare contractor, it must notify the
Regional OIG in writing.

OIG approval is rnot necessary for DOJ rcqucsu for inforr.ation from a
Medicare contractor. OG noaficafon is intended to prevent duplicaicn in
invesdigaive efforts.

3. HCFA approval is not necessary before a Medicare concractor can provide
inforrnaoon requested to DOI.

4. It is presumed that a Medicare contactor wiU furnish DOI officias iLlh
information and documents rclated to a civil or crimiral health care fraud
investigation or prosecution in a timely fashion. However, if a Medicare cornarsor
objects to the request on the basis that it is unduly burdensome in te-ms of Lhe vo!urM
of information requested, the timing of the request, or the format in which DOJ seeks
the information, the Medicare coniactor may take the following steps:

a. Contact the requesting DOI official to explain the basis of the objection.
All paries agret to mike good faith effrts to reach a resolution which
accommodates DOJ's Iegitimate law enforccrnent needs and the Medicare
contractor's budgetary coastraints or other needs.

Legitimate requests include but arm not limited to requests for the
following documents:

(1) Uftrmaion conained on claim forms and other recrds maintained
on individual providras or suppliers;
(2) billing procedutre updates and other Medicare publications
funished to providers or suppliers;
(3) conmor correspondence to and from providersisuppliers;
(4) billing history of beneficiaries;

ATTADOWEN C
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(5) analysis performed by Fraud and Abuse Units;
(6) dam analysis roundly done by Medicare contractors such as
t:uintion recvews.

DOJ recognizes tat eneal data arJlyi is typicay the prerogative of
the Medicare conraeior and HCFA aid thmdfore. agrcs to limit requests for
da analysis not otherwise performed by she Medicar oontrctc:. HCFA
recogizes that OIG and DOI may hav legitimate law usenfoement needs for
daa analysi in ongoing investigaties and procings. Whcre DOJ reuests
data analyss not otemwise performed by the contactor, DOJ should discuss
the request with the Medicare conbuclor to explain the ne for Such analysis
and to determine whether there is an alternative format for a contuctor to
provide the information.

b. Where the FBI has sought the information, the FBI may involve in Oe
resolution a representative of the United Stales Atsorney's Office. DOl's
Crirninal Division or Civil Division.

c. If the Medicare contractor and the requesting DOJ official cannot reach an
accm-modation, then they may seek the intervention of HCFA's Associate
Regional Adminisrator. It is anticipated that such an appeal will be a mre
occtxrence preverted by reasonable requests and timely and coomprrtensive
responses.

5. Periodic meetings between DOJ. OIG, HCFA regional officials, and the Medicar
contractors should be held at the local levels. Similar meetings between DO1, OIG
and ECFA should be held at tbe national levels. Such mectings offer an owporruniry
to discuss trends in fraudulent practices; to devise possible salutions to stopping
ongolag fraud; to repon the status of DOI health care fra4ud ea - consistent with
DOJ's enforcement needs and Littions on permissible disclosure of such
infonnador.; to resolvc problems, if any, concerning requests for information- and
generally, to foster cooperation amnong law enforcement, HCFA and Medicam
contractori.

6. DO], OIG. and HCFA agree to conduct training which familiarize their rscdtive
persoandl on the acnvite au needs of the others.

7. DOI will handle the information and docments obtained from Medicare
conuactors consistent with cnisting staltory and regulatory Provisions protecting
confidentiality of paient ds including, but rot limited to. de Privacy Act of
1974.

S. Contractors requiring hurd insions ar cladfication mgarding any apect of
this policy, including the application of any stanute or regulation. may contact die
appropriate Associate Regional Administrator.
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wil bererisiedsix months from the dare of its adoption.

GER~ALD M. SThRN ,JT41B OWN
Specia Counsel for Health Cam Fraud /npco tea
Depaitrnern of Justice I~saunof Health and Human~

Adminilstator
HeaIt 7 a~re Fj'nn Administraton

DATE
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Affirx of thI PrputD ktAarntg Orniral

Hatfsington, B. . 20;30

June 3, 1998

MEMORANDUM FOR: All United States Attorneys
All First Assistant United States Attorneys
All Civil Health Care Fraud Coordinators in

the Offices of United States Attorneys
All Trial Attorneys in the Civil Division,

Commercial Litigation Section

FROM: yV~,.ric H. Holder, Jr.
Deputy Attorney General

SUBtECT: Guidance on the Use of the False Claims Act
in Civil Health Care Matters

One of the Department's most important tools in protecting
the integrity of Medicare and other taxpayer-funded health care
programs is the civil False Claims Act. While the broad rearh
and substantial damages and civil penalties under the Act make it
one of the Department's most powerful tools, Departmental
attorneys are obligated to use their authority under the Act in a
fair and responsible manner. This is particularly important in
the context of national initiatives, which can have a broad
impact on health care providers across the country.

This guidance is being issued to emphasize the importance of
pursuing civil False Claims Act cases against health care
providers in a fair and even-handed manner, and to implement new
procedures with respect to the development and implementation of
national initiatives.

1. National Initiatives.

Generally, national initiatives deal with a common wrongful
action accomplished in a like manner by multiple, similarly
situated health care providers. National initiatives must be
handled in a manner Ci) that promotes consistent adherence to the
Department's policies on enforcement of the False Claims Act, as
well as a consistent approach to overarching legal and factual
issues, (ii) while avoiding any rigid approach that fails to
recognize the particular facts and circumstances of an individual
case.

ATTACOMEN B
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Memorandum from the Deputy Attorney General
Subject: Guidance on the Use of the False Claims Act in Civil
Health Care Fraud Matters

To achieve these objectives, the Department has instituted
the following procedures:

(A) Legal and Factual Predicates.

Before alleging violations of the False Claims Act, whether
in connection with a national initiative or otherwise, Department
attorneys must evaluate whether the provider: (i) submitted false
claims to the government, and (ii) submitted false claims (or any
false statements made to get the false claims paid) with
"knowledge" of their falsity, as defined in the Act. These are
separate inquiries. Department. attorneys shall not allege a
violation of the False Claims Act unless both of these inquiries
lead to the conclusion that there is a sufficient legal and
factual predicate for proceeding. The following issues, among
other issues, shall be considered in these determinations:

(i) Do False Claims Exist?

a. Examine Relevant Statutory and Regulatory
Provisions and Interpretive Guidance. Department
attorneys shall examine relevant statutory and
regulatory provisions, as well as any applicable
guidance from the program agency or its agents, to
determine whether-the claims are false. In certain
circumstances, such as when a rule is technical or
complex, Department attorneys should communicate with
knowledgeable personnel within the program agency
(e.g., the Health care Financing Administration,
TRICARE, or Office of Personnel Management) concerning
the meaning of the provision.

b. Verify the Data and Other Evidence.
Department attorneys shall take appropriate steps to
verify the accuracy of data upon which they are
relying, either independently, or with the assistance
of the fiscal intermediaries and carriers, the
Department of Health and Human Services - Office of
Inspector General, the Federal Bureau of Investigation,
or another investigative agency.

c. Conduct the Necessary Investigative Steps.
Department attorneys should conduct such investigative
steps as are necessary under the circumstances,
including where appropriate, the subpoenaing of
documents and the interviewing of witnesses.

2
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Memorandum from the Deputy Attorney General
Subject: Guidance on the Use of the False Claims Act in Civil
Health Care Fraud Matters

(ii) Did the Provider Knowingly Submit the False
Claims?

In the event the claims are false, Department
attorneys must also evaluate whether the health care
provider 'knowingly' submitted the false claims or
knowingly' made false statements to get the false

claims paid. As set forth above, and before making
this determination, Department attorneys should conduct
such investigative steps as necessary under the
circumstances, including where appropriate the
subpoenaing of documents and the interviewing of
witnesses. Under the False Claims Act, false claims
and false statements are submitted 'knowingly' if the
provider had actual knowledge of their falsity, or
acted with deliberate ignorance or reckless disregard
as to their truth or falsity. While relevant factors
will vary from case to case and the list below is no;
intended to be exhaustive, factors that must be
considered are:

_---~~ a. Notice to the Provider. was the provider on
actual or constructive notice, as appropriate, of the
rule or policy upon which a potential case would be
based?

b. The ClaritV of the Rule or Policy. Under the
circumstances, is it reasonable to conclude that the
provider understood the rule or policy?

c. The *Pervasiveness and Magnitude of the False
Claims. Is the pervasiveness or magnitude of the false
claims sufficient to support an inference that they
resulted from deliberate ignorance or intentional or
reckless conduct rather than mere mistakes?

d. Compliance Plans and Other Steps to Comply
with Billing Rules. Does the health care provider have
a compliance plan in place? Is the provider adhering
to the compliance plan? What relationship exists
between the compliance plan and the conduct at issue?
What other steps, if any, has the provider taken to
comply with billing rules in general, or the billing
rule at issue in particular?

3
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Memorandum from the Deputy Attorney General
Subject: Guidance on the Use of the False Claims Act in Civil
Health Care Fraud Matters

e. Past Remedial Efforts. Has the provider
previously on its own identified the wrongful conduct
currently under examination and taken steps to remedy
the problem? Did the provider report the wrongful
conduct to a government agency?

f Guidance by the Program Agency or its Agents.
Did the provider directly contact either the program
agency (e.q., the Health Care Financing Administration)
or its agents regarding the billing rule at issue? If
so, was the provider forthcoming and accurate and did
the provider disclose all material facts regarding the
billing issue for which the provider sought guidance?
Did the program agency or its agents, with disclosure
of all relevant, material facts, provide clear
guidance? Did the provider reasonably rely on such
guidance in submitting the false claims?

9. Have There Been Prior Audits or other Notice
to the Provider of the Same or Similar Billing
Practices?

h. Any Other Information That Bears on the
Provider's State of Mind in Submitting the False
Claims.

(B) Oversight by National Initiative Working Groups.

For al: current and future national initiatives, the
Attorney General's Advisory Committee (AGAC) and the Civil
Division shall establish a working group to coordinate the
development and implementation of each initiative.

Working groups will be comprised of Assistant United States
Attorneys and Civil Division attorneys with particular expertise
in health care fraud. In accordance with the health care
guidelines promulgated in January 1997, in appropriate instances
each working group may also need to coordinate and plan the
initiative with the Department's Criminal Division.

Each working group will (i) examine the initiative to ensure
that a factual and legal predicate is present for the initiative
prior to its implementation, (ii) prepare initiative-specific
guidance and sample documents (such as legal analyses, summaries
of audit data, contact letters, tolling agreements, compliance
and settlement agreement language) for use in the initiative, and
(iii) prepare a general investigative plan, setting forth
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suggested investigative steps that each office should undertake
prior to proceeding. Working groups shall be responsible for
coordination with law enforcement agencies, the Health Care
Financing Administration, and other appropriate entities.

While the working groups shall be responsible for
coordinating the overall development and implementation of
national initiatives, each matter against a specific provider
must be evaluated on a case-by-case basis.

(C) Use of Contact Letters in National Initiatives.

As outlined above, Department attorneys participating in
national initiatives shall, in general, make initial contacts
with health care providers, to resolve a case, through the use of
.contact' letters. The purpose of a contact letter is to notify
a provider of their potential exposure under the False Claims Act
and to offer the provider an opportunity to discuss the matter
before a specific demand for payment is made. In limited
circumstances, where the specific facts of a situation warrant a
different approach, Department attorneys may make an initial
contact through other legitimate means.

The use of contact letters to make initial contact with
health care providers is in furtherance of Executive Order 12968,
which obligates Department attorneys to make a reasonable effort
to notify the opposing party about the nature of the allegations,
and attempt to resolve the dispute without litigation if at all
possible. The type of contact employed will depend on the nature
of the allegations and the stage of the investigation. Regardless
of the form of initial contact, Department attorneys must ensure
that health care providers are afforded: (i) an adequate
opportunity to discuss the matter before a demand for settlement
is made, and (ii) an adequate time to respond. In addition,
Department attorneys shall grant all reasonable requests for
extensions of time to the extent that they do not jeopardize the
government's claims. The use of statutory tolling agreements are
strongly encouraged to allow providers time to respond without
jeopardizing the government's claims.

2. Alternative Remedies.

After reviewing the legal and factual circumstances of a
particular matter, Department attorneys shall consider other
available remedies -- including administrative remedies such as
recoupment of overpayments, program exclusions, and civil
monetary penalties -- to determine what remedy, or combination of
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remedies, would be the most suitable under the circumstances.
Should the recoupment of an overpayment be the most appropriate
remedy, Department attorneys shall consider referring the matter
to the appropriate carrier/fiscal intermediary for appropriate
acti-n.

3. Ability to Pay Issues.

Attorneys shall consider any financial constraints
identified by a provider in determining a fair, reasonable and
feasible settlement between the parties. Hospitals and other
health care providers citing an inability to pay a specific
settlement amount should be asked to present documentation in
support of their stated financial condition.

4. Rural and Community Health Care Provider Concerns --
Impact on Availability of Medical Services.

When dealing with rural and community hospitals and other
health care providers, Department attorneys shall consider the
impact an action may have on the community being served. In
determining an appropriate resolution, or deciding whether to
brino an action, care must be taken to consider the community's
interest in access to adequate health care along with any other
relevant concerns.

S. Hospitals and Other Health Care Providers Not Represented by
Counsel.

Department attorneys shall pay special attention to contacts
with hospitals and other providers that choose (due to financial
constraints or otherwise) to resolve claims without legal
representation. Department attorneys faced with this
circumstance must carefully assess every action taken to avoid
even an- appearance of coercion or overreaching because of the
absence of opposing counsel.

6. Minimizing Burdens Iimposed on Providers During
Investigations.

Department attorneys also should be mindful of the ways in
which our investigations and audits can disrupt and burden the
day-to-day operations of providers-in both a financial and
practical sense. In developing and implementing an investigative
plan, we should do what we can do to minimize these adverse
effects, while still meeting our obligation to diligently
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investigate allegations of potential fraud. For example, while
recognizing that certain circumstances might warrant different
approaches, Department attorneys should consider a provider's
request to a cept the results of an audit of a sample of claims
in lieu of a complete audit.

7. Provider Assistance with the Investiaation.

In determining an appropriate settlement amount, Department
attorneys should consider the extent to which a health care
provider has cooperated with the audit or investigation of the
relevant matter.

8. Individualized Review.

The proper determination as to the use and application of
the False Claims Act or other appropriate remedy requires an
individualized review of each case, ensuring that each of the
above factors are given full consideration.

9. Review of Guidance.

In order to assure the fair and appropriate application of
the False Claims Act, this guidance will be subject to review in
six months.

10. Additional Information.

Questions regarding use of the False Claims Act should be
referred to the Health Care Fraud Coordinator in your district,
or to Robert Liles, Health Care Fraud Coordinator for the
Executive Office for United States Attorneys (tel. no. 202-616-
5136), or Shelley R. Slade, Health Care Fraud Coordinator for the
Civil Division (tel. no. 202-307-0264).
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February 3, 1999

MEMORANDUM FOR: All United States Attorneys
All First Assistant United States Attorneys
All Civil Health.Care Fraud Coordinators in

the Offices of United States Attorneys
All Civil Division Fraud Attorneys

FROM: a ric R. Holder, Jr.

SUBJECT: Review of June 3, 1998, Guidance on the Use of
the False Claims Act in Civil Health Care
Fraud Matters

On June 3, 1998, 1 issued a Memorandum ('Guidance
Memorandum') to all United States Attorneys' offices and the
Civil Division providing guidance on the use of the False Claims
Act in civil health care matters. The Guidance Memorandum was
issued to emphasize the importance of using our anti-fraud and
abuse tools, particularly the False Claims Act, in a fair and
even-handed manner. The Guidance Memorandum also established new
procedures for the development and implementation of national
enforcement initiatives. The Guidance Memorandum further
provided that it would be subject to review within a six-month
period.

The six-month review process is now complete. Department
officials have held separate meetings with the chairpersons of
the national initiative working groups and senior representatives
from the Commercial Litigation Branch, Civil Division, to discuss
the application of the procedures outlined in-the Guidance
Memorandum and to solicit their suggestions on possible changes
or clarifications. In addition, Department officials have met
with representatives from several of the largest health care
industry organizations to discuss the Guidance Memorandum. The
Department also received written comments from one health care
industry organization. Finally, comments were solicited from the
Health Care Fraud Coordinators in all United States Attorneys'
offices.

Based on the comments received to date, I believe the
Guidance Memorandum - and the policies and procedures contained
therein - has been extremely effective and that major revisions
are not necessary at this time. This supplemental memorandum is
being issued to clarify a number of issues that were raised
during the review process.

A'TADO4T E
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Memorandum for All U.S. Attorneys Page 2
All First Assistant U.S. Attorneys
All Civil Health Care Fraud Coordinators in the
Offices of U.S. Attorneys

All Civil Division Fraud Attorneys
Subject: Review of June 3, 1998, Guidance on the Use of the

False Claims Act in Civil Health Care Fraud Matters

1. Apilication and Scope.

The Guidance Memorandum applies to all civil health care
fraud and abuse matters involving the use of the civil False
Claims Act. In addition, all Department attorneys are
expected to comply with the policies and procedures contained in
the Guidance Memorandum. Specifically. sections 31() and (C) of
the Guidance Memorandum (national initiative working groups and
contact letters) establish new policies for national initiatives.
Section 1(A) (factual and legal predicate) and Sections 2 through
8 emphasize long-standing policies and procedures applicable to
all civil health care matters involving the use of the False
Claims Act.

2. Compliance.

A:l Department attorneys handling civil health care matters
are to comply with the Guidance Memorandum to ensure that the
False Claims Act is applied in a fair and even-handed manner.
Providers or their counsel with concerns about compliance with
the Guidance Memorandum should bring their concerns to the
Assistant United States Attorney or Trial Attorney handling the
matter or, if necessary, to appropriate supervisory personnel in
the United States Attorneys office or the Civil Division in
Washington, D.C. While the Guidance sets forth these internal
procedures and safeguards, it does not establish enforceable
rights of health care providers.

3. Allegations of False Claims Violations.

Section 1(A) of the Guidance Memorandum provides that
Department attorneys should not 'allege a violation of the False
Claims Act' unless they conclude there is a sufficient legal and
factual predicate for proceeding. The purpose of this
requirement is to ensure that Department attorneys undertake an
adequate, case-by-case factual and legal inquiry before alleging
a violation of the False Claims Act. This requirement does not
prohibit Department attorneys from taking appropriate steps to
investigate a matter or undertaking other preliminary steps
(ega., requesting that a provider sign a statutory tolling
agreement) before deciding whether to allege violations of the
False Claims Act.
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Memorandum for All U.S. Attorneys Page 3
All First Assistant U.S. Attorneys
All Civil Health Care Fraud Coordinators in the

Offices of U.S. Attorneys
All Civil Division Fraud Attorneys

Subject: Review of June 3, 1998, Guidance on the Use of the
False Claims Act in Civil Health Care Fraud Matters

4. National Initiatives.

The Guidance Memorandum established new procedures for all
current and future national initiatives. The term 'national
initiative" refers, generally, to projects involving a national
investigation stemming from an analysis of national claims data,
indicating that numerous similarly-situated health care providers
have engaged in similar conduct to improperly bill government
health care programs. In consultation with the Civil Division
and the Health Care Fraud Subcommittee of the Attorney General's
Advisory Committee, the Department will determine whether
particular investigations of national scope should be designated
as national initiatives." Once such a designation is made, the
Department will establish a working group to develop and
implement the national initiative pursuant to the Guidance
Memorandum and will notify United States Attorneys' Offices of
such designation.

S. Coordination.

Working groups for new national projects shall establish
formal liaison with the Office of Inspector General, Department
of Health and Human Services, and/or other appropriate
investigative agencies and with the Health Care Financing
Administration and/or other programmatic agencies. The views of
these agencies shall be solicited and considered by working
groups in connection with their coordination and oversight of
national initiatives.

* * * . *

Questions regarding the Guidance Memorandum, the
clarifications outlined above, or other matters involving the use
of the civil False Claims Act in health care fraud and abuse
matters should be referred to the Health Care Fraud Coordinator
-in your district or to Robert Liles, Health Care Fraud
Coordinator for the Executive Office for United States Attorneys,
(202) 616-5136, or Shelley Slade, Senior Counsel for Health Care
Fraud, Civil Division, (202) 307-0264.
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August 22, 2001

Honorable John Breaux, Chairman
Honorable Larry E. Craig, Ranking Member
Senate Special Committee on Aging
Dirksen Senate Office Building, Room G31
Washington, DC 20510

Dear Senators Breaux and Craig:

Regarding your letter of August I to Joseph DiGenova, requesting additional information from
the American Hospital Association (AHA) in connection with your July 26, 2001 hearing on
Medicare Enforcement Actions: The Federal Government's Anti-Fraud Efforts, we are pleased to
submit the following responses to your questions.

1) The American Hospital Association is asking Congress to enact legislation to give hospitals
and other providers the opportunity to challenge Medicare policy decisions and fraud cases
under the False Claims Act without exhausting its administrative remedies. Are there any
other classes of people or business that have been exempted from exhausting administrative
remedies?

The AHA is proposing that the Department of Health and Human Services (HHS) be placed on
an equal footing with other agencies. As currently interpreted, HHS is uniquely insulated from
legal accountability for its decisions and actions under the Medicare Act. The AHA's proposal
would not exempt hospitals from exhausting administrative remedies. We agree that in certain
instances administrative review is appropriate. The proposal would remove the legal
impediment, unique to the Medicare Act, which prevents hospitals from challenging actions of
HHS that, if taken by other agencies, would be subject to judicial review.

The Administrative Procedures Act provides for court review of agency actions under a variety
of circumstances. There are also a variety of laws that provide direct access to court to challenge
agency rulemaking (e.g., The Clean Air Act, The Clean Water Act, the Resource Conservation
and Recovery Act, and The Food Drug and Cosmetic Act). It is our understanding that the
Defense and Energy departments also oversee laws under which there is direct access to court

ABA agrees that disputes between a beneficiary or provider and HHS that are specific to an
individual's eligibility, coverage, or amount of payment are subject to the administrative review
process. These are.the types of disputes for which the administrative process that the Medicare
statute adopted from the Old Age, Survivors, and Disability Act was designed. In contrast, the
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ARA proposal would provide direct access to court when a dispute challenges the underlying
authority for or legality of HHS's action, or on any of the grounds on which court review of
agency action is permitted under the Administrative Procedures Act.

As we stated in our testimony, under the current interpretations, a provider is effectively being
denied access to court For some types of disputes there is no administrative process available
(e.g., fraud investigations that are legally flawed). For others, the prerequisite for initiating
administrative review makes it unavailable (e.g., a hospital must violate a rule and be terminated
from the Medicare program).

2) Proposals to give medical providers direct access to federal court have been discussed for
some time, at least since 1998. Has any legislation been introduced to further these
proposals?

A number of legislative proposals have been introduced since 1998 that would provide direct
access to federal court. For example, in 2000, former Senator Spencer Abraham (R-MI)
introduced S. 2999, the "Health Care Provider Bill of Rights", that would have allowed for direct
access to court to challenge specific regulatory mandates. More recently, H.R. 868 and S. 452,
the "Medicare Education and Regulatory Fairness Act of 2001 ", introduced by Rep. Patrick A.
Toomey (R-PA) and Sen- Frank Murkowski (R-AK), would also address this issue, among
others.

3) What data do you have that supports the conclusion that hospital billing mistakes are
generally unintentional errors? Isn't the intent to commit fraud a determination for
prosecutors to make?

The best evidence that billing errors are unintentional, not fraudulent, is from the government.
The testimony from the Office of Inspector General (01G) before the Committee makes clear
that violations of the law are the exceptions. Reports from the General Accounting Office
(GAO) have documented that investigations under the False Claims Act were launched without
any legal basis. In the lab unbundling investigations, hundreds of hospitals were sent demand
letters and coerced into settlement agreements. As the legal deficiencies in those investigations
were made public, Assistant U.S. Attorneys dropped similar investigations, dissolved settlement
agreements and corporate integrity agreements (CLAs), and, in some instances, returned money
that hospitals had been coerced into repaying. Recognizing the need for direction and oversight
of investigations, the Department of Justice (DOJ) issued guidelines for U.S. Attorneys' use of
the False Claims Act.

General agreement on the complexity and confusion of the billing requirements is further
evidence that billing mistakes are unintentional error. Again, GAO reports document the
situation. In addition, two reports commissioned by the AHA, one in connection with the lab
unbundling investigations and the other in connection with the pneumonia coding investigations,
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demonstrate the kind of complexity, confusion and contradiction that defy any effort to
characterize the errors as an intent to defraud. A copy of each report is attached.Another
example involves discrepancies in guidance on billing requirements for services involving
medical residents (i.e., the Physicians at Teaching Hospitals (PATH) audits). The problems
with guidance to teaching hospitals regarding billing for services involving residents are well
documented. Indeed, in July 1997 the general counsel for HHS wrote a letter acknowledging the
conflicting and inconsistent guidance regarding these issues. This history belies any suggestion
that the PATH settlements, all of which involved imposition of integrity agreements, reflected
some type of fraud finding.

The problem with relying on prosecutors to make judgments about fraud is that prosecutors now
face a conflict in their disposition of health care cases. Offices and prosecutors are evaluated on
the basis of their financial recoveries. Given the tremendous leverage that they enjoy in these
matters, there is an incentive to push dubious cases with the full knowledge that providers will
pay to avoid the threat of ruin. This leverage inevitably clouds the exercise of discretion. In
almost none of the investigations launched by the government has there been a court finding of
fraud. Practically all are, at most, allegations of fraud or assertions of potential fraud by the
government. It is the government's discretion to decide whether to initiate a prosecution. It is
not the ultimate decision-maker on whether fraud occurred.

4) In your statement, you indicate that the HHS uses its enforcement authority to launch
separate investigations and duplicate DOJ investigations previously resolved "completely" in
favor of the hospital. Do you have specific examples of this? Please supply these for the
record.

We are aware of a specific situation in which this has occurred and anecdotal information
indicates there are other similar situations. A brief summary ofthe specific example is attached.

5) Couldn't DOJ have a variety of reasons for not pursuing acase that wouldnot preclude the
HHS-IG from pursuing remedies under its statutes?

There are circumstances in which DOJ could defer to the OIG and refer a matter to the OIG for
handling. That type of situation is not our concern. Our concern is when DOJ has reached a
decision on the merits in favor of a hospital, does not refer the matter to 01G, and OIG begins a
separate, independent and duplicative investigation.

6) Please provide statistics on the number of CIAs imposed where there was no fraud and
voluntary disclosure. Please provide specific instances, including names of providers that
face imposition of a CIA with no showing of fraud.

To the best of our knowledge, there are only a few instances in which a CIA has been imposed
following a court determination of fraud or a guilty plea. In all other instances they are imposed
in the settlement of investigations or following a voluntary disclosure. Good examples of the use
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of ClAs in the absence of fraud are the lab and PATH investigations. Hospitals across the
country were coerced into settlements that included CLAs, with the government subsequently
acknowledging that grounds for asserting fraud did not exist. While the OIG's testimony
indicates that they only impose ClAs in situations involving fraud, in the absence of a court
determination or guilty plea it is hard to see the basis for this assertion. The OIG alleges fraud,
and then settles matters without proving in a court of law or administrative proceeding that fraud
has occurred. OIG's characterization of matters as fraud reinforces the concern of hospitals that
the judgment of law enforcement authorities is being influenced by their financial interest in
"fraud recoveries."

7) List all instances where hospital providers were subjected to armed raids or seizures by HHS-
IG staff. Indicate whether the FBI was involved.

In response to a question from the Committee, the AHA reported on concerns about OIG coming
into hospitals while carrying guns. The information provided was based on reports from our
members. We have attached several news articles reporting on situations of such raids. However,
the OIG and FBI would be the best sources to provide data on these types of raids because the
records they maintain could identify the specifics of where and when the armed raids or seizures
occurred, and who was involved.

We appreciated the opportunity to testify before the Committee and would be pleased to provide
additional information at your request.

Sincerely,

Ecve Pollack
Executive Vice President

Attachments
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INTRODUCTION

Medicare reimbursement for outpatient laboratory tests is not based on a fixed amount. Rather,
Medicare reimburses claims for two or more outpatient laboratory tests at the lowest amount of
the sum of the individual tests performed, the panel or profile fee. or the National Limitation
Amount. Multiple tests performed individually and later combined for either billing or payment
purposes are considered 'bundled" tests. Bundling of outpatient laboratory tests either can be
performed by hospitals, before they submit Medicare bills to Fiscal Intermediaries
('Intermediaries'), or by Intermediaries, before they reimburse the hospitals. In either event,
the legal responsibility to determine the payment amount rests with the Medicare Intermediaries.

Beginning in 1997, the Office of the Inspector General ("OIG") of the Department of Health and
Human Services ("HHS'), in conjunction with the Department of Justice and United States
Attorneys' Offices (collectively. 'DOJ), began to threaten hospitals that have submitted
unbundled claims with severe criminal, civil, and administrative sanctions. The investigations
target claims for outpatient laboratory tests submitted as early as 1990. The premise of the
federal enforcement effort is that certain hospitals have violated the False Claims Act by
submitting unbundled claims for tests actually performed to Medicare in violation of Health
Care Financing Administration ("HCFA') guidelines.

In an effort to understand the legal basis of the enforcement actions being taken against hospitals
by the federal government, the American Hospital Association directed Jones, Day, Reavis &
Pogue to identify the statutory or regulatory requirements that make 'bundling' the legal
responsibility of hospitals. The resulting report chronicles numerous ambiguous and sometimes
conflicting "bundling' pronouncements of the various agencies involved in Medicare
reimbursement - OIG, HCFA, Intermediaries, and Carriers -from 1984 to 1998.

The report is perhaps most striking for what it did not find - any statutory provisions or duly
promulgated regulations placing the burden on hospitals to bundle their claims. Instead, the
report shows that, until quite recently, HCFA guidelines concerning outpatient laboratory tests
were payment guidelines directed toward Intermediaries and Carriers, not billing guidelines
directed toward hospitals.

Until recently, HCFA directed Intermediaries to bundle claims submitted by hospitals in
unbundled fashion and pay the lower amount of the bundled or unbundled tests. Furthermore,
Intermediaries informed hospitals that they would bundle for payment any claims submitted by
hospitals in unbundled fashion. HCFA even required Intermediaries to put computer edits in
place to automatically bundle tests for reimbursement purposes. Moreover, the OIG itself

March 1998 
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repeatedly declared that hospitals were not obligated to bundle. lathe G1G's 1995, 1996. and
1997-98 Red Books, the OIG stated that "Medicare policies are not sufficient to control the
biliing of profile tests because there is no requirement that the tests ordered as a panel by the
physician be billed only as a panel."

In an abrupt departure from that view, in 1997, the 010 began characterizing bills that contain
unbundled outpatient laboratory tests as potential false claims warranting severe penalties.
Apparently frustrated with Intermediaries continuing to reimburse for unbundled outpatient
laboratory tests, the OIG shifted its focus from the reimbursement methods of Intenmediaries and
Carriers, HCFA's payment agents, to the billing practices of hospitals In 1998, the OIG
expressly declared that unbundling was an "illegal" practice. The Ol's new position, however,
did not coincide with the promulgation of any legally binding pronouncements from HHS or
HCFA concerning laboratory billing.

Finally, the report demonstrates that neither the 010 nor the DOJ can point to any legal
authority requiring bundling of laboratory test claims that has been violated by AHA member
hospitals.

iv Much 1995
,v Mewc 1998
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EXECUTIVE SUMMARY

-Scope of Report
The following report is a synopsis of significant government payment and billing guidelines for
hospital outpatient laboratory tests from 1965 to the present The overall report is arranged
chronologically and, within each year, the report, as appropriate, addresses the following:

* The sections entitled "Federal Laws and Regulations discuss relevant laws enacted by
the United States Congress and regulations promulgated by the Secretary of Health and
Human Services ("Secretary"). Supporting documents for this section are contained in
Appendix A.

The sections entitled 'HCFA Guidelines" discuss relevant provisions of the Intermediary,
Carrier, and Hospital Manuals of the Health Care Financing Administration ("HCFA"),
an agency of the Department of Health and Human Services charged with administering
the Medicare program. Also discussed are relevant Program Memoranda from HCFA to
Fiscal Intermediaries ("Intermediaries") and Carriers Supporting documents for this

section are contained in Appendix B.

* The sections entitled "Intermediary and Carrier Newsletters" outline relevant instructions
from Intermediaries to hospitals and from Carriers' to independent laboratories.
Supporting documents for this section are contained in Appendix C.

The sections entitled "Office of the Inspector General" summarize relevant
pronouncements of the Office of the Inspector General ("OIG"), an agency of the
Department of Health and Human Services. Supporting documents for this section are

contained in Appendix D.

Federl-Laws and Regulations
Congress has enacted legislation and the Secretary has authority to promulgate regulations to

i Generally, Intermediaries administer inpatient hospital services under Part A of the
Medicare program, and Carriers administer physician and independent laboratory
services under Part B of the Medicare program. Notwithstanding, hospitals are instructed
to submit claims for outpatient laboratory tests to Intermediaries rather than Carriers
Therefore. hospitals routinely look to the Intermediary Manual and the Hospital Manual.
but because hospitals may have access to the Carrier Manual, all three Manuals are
discussed in this report.

farch 1995 1
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govern Medicare payments for outpatient laboratory tests. Congressional enactments establish a
framework for payment of outpatient services, but do not provide a comprehensive procedure for
submitting and processing hospital bills for outpatient laboratory tests. Moreover, the Secretary
has not filled this void by promulgating regulations establishing a comprehensive framework for
submission and processing of provider bills for outpatient laboratory tests. Remarkably, while
the Secretary first proposed such regulations in 1993, as of the date of this report, no regulations
have been promulgated despite congressional directives to do so.

In 1984, Congress instructed the Secretary to: (I) create a fee schedule for outpatient laboratory
tests; and (2) establish a system for determining the appropriate amount of payment for such
tests based either on a negotiated rate or based on SO percent of the lesser of: (a) the fee
schedule; (b) the limitation amount for the test; or (c) the amount of the charge billed for the
test. In 1986, Congress instructed Intermediaries to require the use of HCPCS by providers as a
condition of payment for outpatient laboratory tests. With these two requirements, Congress
established the payment amount and the payment method for outpatient laboratory tests, but did
not prescribe a comprehensive payment system. The Secretary relies on HCFA Manuals and
other informal statements to implement Congress's 1984 statutory mandate regarding the use of
fee schedules for outpatient laboratory tests.

The requirements that govern Medicare payments for outpatient laboratory tests continue to
evolve, with at least two major initiatives on the horizon. First, in its Unified Agenda published
in the Federal Regisrer on October 29, 1997, HCFA stated its intention to publish proposed
regulations by September 1998 to implement Congress's 1984 mandate to create a fee schedule
and establish a system for determining the appropriate amount of payment for laboratory tests.
Second, in the Balanced Budget Act of 1997, Congress instructed the Secretary to adopt national
coverage and administrative policies for outpatient laboratory tests through negotiated
rulemaking. The culmination of these two initiatives could result in a comprehensive and
uniform system for submission of bills and payment of claims for outpatient laboratory tests. If
established through duly promulgated regulations, they would be the first ever adopted for
Medicare reimbursement of hospital laboratory tests.

HCFA Guideilns
HCFA issues Intermediary, Carrier, and Hospital Manuals in order to provide guidance
concerning administration of the Medicare program and participation in the program. The
Manuals do not have the effect of regulations, but are intended to provide information on the
processing of Medicare claims (Tabs B2, B-16; B-26).
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The Manuals are designed to accommodate new pages as further interpretations of the law and

changes in policy and procedures are made. Accordingly, supplements and revised sections,

pages, or chapters are issued as needed. Program Memoranda specify the effective dates for the

adoption of new policies or procedures. According to the Intermediary Manual, "[t]he (Program

Memorandum's] effective date indicates at which point in the adjudicative process it applies"

(Tab B-2). Program Memoranda also specify whether they change policy or procedures,

introduce new policy or procedures, or clarify existing policy or procedures (Tabs B-1; B-15;

B-25).

Although the dynamic nature of the Manuals makes them more useful in communicating current

policies and procedures, it also makes it difficult to reconstruct the adjudicative standards at any

given point in the past. The lack of a central archive for HCFA Manuals hindered our research

in this area Accordingly, the following discussion of Manual materials is not as straightforward
as the presentation for the other sections of this report To the extent possible, Manual materials
were dated based on a combination of notations within the Manuals and reference to Program

Memoranda.

Generally, the Intermediary, Carrier, and Hospital Manuals are intended to give consistent
guidance to the various entities operating within the Medicare program. In some instances,

policies or procedures appear verbatim in all three Manuals. Consistency, however, does not

necessarily result in clarity or accuracy. The discussions below contain highlights from each of

the Manuals A more inclusive summary of the Manuals is included as an exhibit to this report
(Tab B-38).

The overall theme within the Manuals is the responsibility of Intermediaries and Carriers to
safeguard Medicare Trust Funds by making only appropriate payments and recovering mistaken

payments. Hospitals, of course, do not make Medicare payments, but instead make claims or
submit bills to Intermediaries for such payments.

Similarly, the repetition of lanupage in more than one Manual does not guarantee accuracy vith

respect to even one group of entities. In Hospital Manual § 442.6 and Intermediary Manual. Part

3, § 3627.8, for example, HCFA explains that "Section 934 3 (g) of the Omnibus Budget
Reconciliation Act (OBRA) of 1986 requires hospitals to report claims for outpatient services

using HCPCS coding. HCPCS includes CPT-4 codes" (Tabs 23-; .3).2 This statute,

2 HCPCS stands for the HCFA Common Procedure Coding System, a collection of codes
used by providers to submit claims for medical services. CPT-4 stands for Physicians

(continued...)
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however, actually imposes the obligation upon Intermediaries, as it provides "'N[ot later than
July 1, 1937, each fiscal intermediary which processes claims under part B of itIe XVIII of the

Social Seurity Act shall require hospitals, as a condition of payment for outpatient hospital
services under that part, to report claims for payment for such services under that part using a

HCFA Common Procedure Coding System' (Tab B-29). Thus, the characterization of the law
contained in HCFA Manuals is not always correct.3

Intenmediary and Carrier Nes"lettem
One of the primary ways that hospitals are informed of the governments position on Medicare
issues is through newsletters from Intermediaries and Carriers. HCFA rarely communicates
directly to hospitals, rather its pronouncements are filtered through Intermediaries and Carriers.
Most Intermediaries and Carriers publish newsletters on a monthly basis. Each Intermediary and
Carrier publishes its own newsletter, and so the content and quality of these newsletters varies
from state to state. There is no commron title or format for these newsletters, but many are
entitled Medicare Report, Medicare Memo, Medicare Update, etc. These materials are referred
to as "newsletters' throughout this report.'

The newsletters follow no general pattern when it comes to guidance on bundling outpatient
laboratory tests together under one identifying code. Some newsletters phrase the bundling
requirement in terms of how hospitals bill for outpatient laboratory tests; others phrase it in
terms of how hospitals will be reimbursed for the tests. Prior to 1993, few newsletters discussed
automated multichannel tests, sometimes referred to by the newsletters as chemistry tests or
profiles. It is unclear if little was written by Intermediaries or Carriers on the subject or if the
documents have been discarded. In 1993, there appears to be a significant increase in the

(...continued)
Current Procedural Ternninology, 4th edition, a publication of the American Medical
Association listing codes for medical services.

In addition to the HCFA Manuals. HCFA, as part of its Correct Coding Initiative,
compiles instructions on the billing of HCPCS and CPT codes for Medicare Part B
Carriers in the National Correct Coding Policy Manual ("NCCPM). Providers can
request a copy of the NCCPM from the Department of Commerce's National Technical
Information Service. The NCCPM is updated on a quarterly basis as a result of frequent
changes in coding policy.

We have submitted Freedom of Information Act requests for all such materials to each
Intermediary and Carrier, but many have not responded or are continuing to search tbdir
records for past pronouncements.
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amount of materials available on bundling requirements, but the instructions are by no means

consistent or uniform.

The guidance offered by Intermediaries and Carriers has varied greatly. Judging from their
newsletters, it appears that these entities had conflicting goals. On the one hand. Intermediaries

and Carriers were concerned that tests should be paid at the lower amount based upon bundled

claims. On the other hand, Intermediaries and Carriers were concerned with medical necessity,

and the only way that they could determine if tests were necessary was if hospitals submitted

separate bills for the tests. These dual concerns resulted in constantly changing guidance.

Furthermore, many Intermediaries and Carriers claimed to have installed edits to bundle claims.

yet they also wanted to have claims submitted in bundled form. This may reflect a lack of

confidence in their own computer edits.

Office of the Inspector General
The OIG issues Work Plans, Semiannual Reports, Red Books, and other publications setting

forth its goals and reviewing its progress on various matters. As discussed below, it appears that

the OIG first turned its attention to outpatient laboratory tests in 1984. In that year, the 01G.

focused on the billing practices of laboratories. After that, it appears that there was no public
mention of outpatient laboratory tests until 1991. From 1991 until only recently, the OIG

focused on HCFA, Intermediaries, Carriers, and state Medicaid programs. Moreover, the

emphasis was on the payment practices of these entities, not the billing practices of hospitals or
other providers. Indeed, the OlG's 1995, 1996, and 1997-98 Red Books all stated that "there is

no requirement that the tests ordered as a panel by the physician be billed only as panel."

The emphasis on payment practices is significant because it shows that the OIG was primarily, if

not exclusively, concered with how providers were paid for outpatient laboratory tests, not how

providers billed for those tests.

The billing practices of hospitals came under scrutiny in the OlG's April 1, 1997 - September 30,

1997 Semiannual Report and 1998 Work Plan. The Semiannual Report referred to the billing
practices of hospitals as 'abusive" and as "misconduct" It also described the enforcement

efforts undertaken by the OIG in conjunction with the Departnent of Justice to recover double

and treble damages for alleged overbillings by hospitals - Project Bad Bundle. Similarly, a

brief section in the 1998 Work Plan described unbundling as an "illegal" practice. In view of the

010's previous pronouncements on the subject, none of which mentioned hospitals, these

statement can only be viewed as a radical change in policy. This change in policy and its
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reasons are nefier disclosed nor discussed in any of the OlG's publications, including the Fraud
Alets periodically published by the OIG in dte Federal Regstrer.
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1965: ORIGINS OF MEDICARE REIMBURSEMENT

Federal Laws and Regulations
In 1965, Congress included in the Medicare program a supplemental medical insurance program,

known as Medicare Part B, to provide medical services to the elderly and disabled who elect to
participate and pay premiums:

There is hereby established a voluntary insurance program to
provide medical insurance benefits . .. for aged and disabled
individuals who elect to enroll under such program, to be financed
from premium payments by enrollees together with contributions
from funds appropriated by the Federal Government.

42 U.S.C. § 1395j (Tab A-I). Medicare Part B provides benefits to enrollees for 'medical and
other health services," 42 U.S.C. § 1395k, including "diagnostic laboratory tests." 42 U.S.C.

§ 1395x(s)(3) (Tab A-2).

The reasonable charge limits of 42 U.S.C. § 1395u governed payment for outpatient laboratory
tests prior to the adoption of fee schedules in 1984 (Tab A-3>. Intermediaries and Carriers
determine the reasonable charge for outpatient laboratory tests using the rules set forth in subpart
E of 42 C.F.R. § 405 (Tab A-4). Under subpart E, the reasonable charge for an outpatient
laboratory test is the lesser of: (I) the actual charge billed; (2) the customary charge; (3) the
prevailing charge in the locality; or (4) the applicable Carrier charge.

.1984: ESTABLISHMENT OF FEE SCHEDULES

Federal Laws and Regulations
In the Deficit Reduction Act of 1984, Congress ordered the Secretary to establish a payment
system for outpatient laboratory tests based on a fee schedule:

The Secretary shall establish fee schedules for clinical diagnostic
laboratory tests for which payment is made under this part, other
than such tests performed by a provider of services for an inpatient

of such provider.
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42 U.S.C. § 13951(h) (Tab A-5).

This statute required the Secretary to establish fee schedules for outpatient laboratory tests

performed by physicians, independent laboratories, and hospital laboratories. Congress further

instructed the Secretary to determine the amount of payment for bills submitted by any entity in

one of two ways: (I) on the basis of the appropriate fee schedule by paying SO percent of the

lesser of "the amount determined under such fee schedule, the limitation amount for that test

or the amount of the charges billed for the test;" or (2) "on the basis of a negotiated rate" by

paying I 00°/ of the rate. 42 U.S.C.§ 13951(a).

The payment methodology established by the Deficit Reduction Act of 1984 remains effective

today and places clear limits on what Intermediaries and Carriers may pay to providers.

Whether outpatient laboratory tests are bundled or unbundled, Intermediaries and Carriers are

required by law to make the payment determination based on one of the two methods outlined in

the statute. Absent a negotiated rate, Intermediaries and Carriers must determine and make

payments equal to 80 percent of the lesser of the fee schedule, the limitation amount, or the

charges billed without regard to the billing practices of the provider.

Office of the Inspector General
The OIG began to express concern about billing practices regarding outpatient laboratory tests in

1984. The OIG'3 initial focus was on the billing practices of independent laboratories, not

hospital laboratories.

According to the OlG's Laboratory Investigative Guide, billing for manual as opposed to

automated tests was one of the "more common types of criminal conduct associated with

laboratory operation." The guide noted that "Most jurisdictions, realizing that manual tests cost

more than their automated counterparts, allow for a higher fee if the test is manually done. This

situation creates the opportunity for a number of abusive schemes." For example:

(Smaller laboratories] will subcontract incoming work to a larger,

automated laboratory, and then bill the health care carrier for the

higher manual rate. [In addition] Automation permits the

laboratory to run several (battery) tests with a single sample.

Some lab owners will often disguise the series nature of the tests

performed, and charge the program as if individual unit tests were

done. This scheme is often accomplished by billing for half the

* Merck 1998
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tests on one date, and claiming a different service date for the

remaining tests.

OIG Health Care Provider Fraud Technical Assistance Services, Laboratory Investigative Guide
(May 1, 1984) (Tab Du-).

1986: CONGRESS AND HCPCS

Federal Laws and Regulations
In the Omnibus Budget Reconciliation Act of 1986, Congress instructed Intermediaries to
require that hospitals, as a contdiion ofpaymnent, report claims for outpatient hospital services

using HCPCS codes:

Not later than July 1, 1987, each fiscal intermediary which
processes claims.. shall require hospitals, as a condition of
payment for outpatient hospital services under that part, to report

claims for payment for such services under such part using a
HCFA Common Procedure Coding System.

Pub. L. No. 99-509, § 9343(g), 100 Stat. 174,2041 (1986), reprinted in 42 U.S.C.S. § 1395u
(History; Ancillary Laws and Directives (Reporting of Claims for Outpatient Hospital Services))

(Tab A-6);

1987: BUNDLING BY PAYMENT AGENTS

Intermediary and Carrier Newlettars
The oldest newsletter found concerning laboratory unbundling is a Correction to a January 1987
Medicare Report Insert (Tab C-l).' This newsletter defined multichannel tests (CPT codes
80002 through 80019) as 'groups or panels of tests that cam be performed on automated. multi-

S This document does not identify its author, but because it was obtained from the
Assistant U.S. Attorney for the District of Columbia, it was probably published by
Pennsylvania Blue Shield, the Carrier for Pennsylvania, Delaware, New Jersey, and the
District of Columbia. Research on newsleters and other published guidelines, especially
to show their historic development, is difficult due to the lack of consistent practices
among agencies and payment agents, and the absence of a central repository of
information.
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channel equipment,' and lists 26 tests that will be processed and reimbursed using profile codes
(presumably 80002 through 80019).

This newsletter is noteworthy because: (1) it says that the Intermediary will bundle if the
hospital does not - "[wlhen three or more of the above tests are performed on the same day,
and itemized charges are reported, they will be combined as processed with the appropriate code

for the number of tests performed"; (2) it includes tests not listed in the CPT codebook's list of
automated tests (the newsletter lists 26 tests that are considered multichannel tests, including
CPK, GGT. and triglycerides); (3) it states that the bundling requirement applies to three or
more tests in contrast to the CPT codebook, which applies multichannel codes to two or more
tests; and (4) it refers to the bundling requirement as a reimbursement issue - "[iQtemized
charges for three or more tests that are commonly part of automated batteries of tests will be
processed and reimbursed as though they were performed on automated, multi-channel
equipment." (Emphasis added.)

1988: BUNDLING INSTRUCTIONS AND LIABILITY FOR OVERPAYMENT

-ederal Laws and Regulations
In 1988, the Secretary established basic billing requirements as a condition of Medicare payment
by promulgating 42 C.F.R. § 424.32, which provides in relevant part:

(a) A claim must meet the following requirements:

(I) A claim must be filed with the appropriate
intermediary or carrier on a form prescribed by
HCFA in accordance with HCFA instructions.

(2) A claim for physician services must include
appropriate diagnostic coding using ICD-9-CM.

(3) A claim must be signed by the beneficiary or
the beneficiary's representative.

(4) A claim must be filed within the time -limits
specified in § 424.44.

While this regulation governs general billing formats, it does not elevate informal bundling

instructions to the level of a legal requirement

10 
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HCFA Guidelines
Intermediary Manual, Part 3, § 3628 instructs Intermediaries to bundle claims received from

hospitals in unbundled fashion. It also instructs Intermediaries to ensure that the correct fee

schedules are used (Tabs B-t; B-I).

Intermediary Manual, Part 3, § 3628 instructed:

INT3 3628.B. Application of Fee Schedule.... Pay the lower of

the applicable current fee schedule, the actual charge, or the
national limitation amount...

INT3 3628.D. Billing for Diagnostic Lab Tests... Do not
permit hospitals to submit separate bills for laboratory tests

performed in different departments on the same day.

INT3 3628.H. Adjusted Fee Schedule.... The automated

(profile) tests subject to the adjusted fee schedules tests are listed

in codes 80002 - 80019 of the 1987 printing of the CPT4.

A separate section of the Intermediary Manual deals with overpayment liability. Intermediary

Manual, Part 3, § 3708, which was put into place by Program Memorandum No. 1298, dated

October 1986, and Program Memorandum No. 1380. which issued sometime in 1988, explains

when providers are liable for overpayments (ie., when they are at fault), provides a definition of

fault, provides examples of situations where providers are liable, and establishes a four-year time

limit after which payment decisions can be reopened 'only in cases of fraud or similar fault"

(Tubs B-5; B-I). As with other HCFA Manuals, this section does not state that failing to use

HCPCS or proper bundling techniques is a basis for finding that providers bad submitted false

claims, but merely states that providers are liable for any overpayments received, regardless of

the reason, unless they are not at fault Nothing in this section makes providers liable for paying

double or triple the amoum of the overpayment or other penalties.'

41 Similar topics are covered in the Carrier Manual (Tabs B-19 to B-24; B-I).
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Two other sections of the Intermediary Manual are relevant: Intermediary Manual, Part 3, §§
3709 and 3799, both of which concern the reopening of payment determinations (Tabs B-6; B-
8). According to those sections:

NsT3 3709.2.B. You Have Not Taken Action to Reopen the
Payment Decision Within Four Years (48 Months) After the Date
of the Initial Payment Determination. -- Unless fraud or similar
fault is present, a payment determination may not be reopened
where you have not taken some action (which can be documented)
questioning the correctness of the determination within 4 years (48
months) after the date the initial determination was approved....

INT3 3799.10 Unrestricted Reopening. A. Fraud or Similar Fault.
-- A determination or decision may be reopened at any time if it
was procured by fraud or similar fault, regardless of whether
criminal prosecution has been or will be instituted. The fraud or
similar fault may be that of the beneficiary, provider, physician, or
any other person.

'Fraud or Similar Faulf means: Deception by a person who knows
that the deception may result in unauthorized benefits to someone;
An act which approximates fraud, i.e., the furnishing of
information which the individual knows is incorrect or incomplete,
or the deliberate concealment of information, without a judicial
finding of fraud; A pattern of program abuse by physicians or
suppliers resulting from practices that are inconsistent with
accepted sound fiscal, business, or medical practice, such as:

The furnishing of services that are in excess of the individual's
needs, or of a quality that does not meet professionally recognized
standards of health care; or the submittal of incorrect, incomplete
or misleading information that results in payment for: Services
that were not furnished; Services more expensive than those
furnished; or Services that were not furnished under the conditions

indicated on the bilL
Intermediary Manual, Part 3, § 3710 also sets forth procedures for recovery of overpayments

(Tab B-7).
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1989: UNCERTAINTY CONCERNING REIMBURSEMENT PRACTICES

HCFA Guidelines
From at least 1989 to the 1996 revision, Hospital Manual § 437.J stated that clinical laboratory

tests would be reimbursed by Medicare as long as they were reasonable and necessary (Tab B-

27). HCFA did not instruct hospitals to submit bills in bundles or any other particular manner.

According to the Hospital Manual:

Clinical laboratory tests are covered under Medicare if they are

reasonable and necessary for the diagnosis or treatment of an

ilness or injury. In the case of multi-channel automated and/or

batch automated (e.g., SMAC, CHEMICAL PROFILES, ASTRA)

laboratory deterninations, however, the physician may not be free

to specify the tests the patient needs and there is normally only one

charge for the battery of tests. The delivery of the service in this

manner is much more economical than if the tests are performed

individually. National guidelines for contractors an what tests are

available in automated batteries are being developed. Until

completed. use codes found in CPT-4 or sent to you by your

intermediary."

In addition, Intermediary Manual, Part 3, § 3628.3, Carrier Manual, Part 3, § 5114.1L, and

Hospital Manual § 437.3 all direct that "[flor Medicare payment purposes, the tests on this list

must be grouped together when billed separately and considered automated profile tests' (Tabs

B-4; B-27; B-17).

Intennediary and Carrier Newsletters
In October 1989, Blue Cross of Pennsylvania, the Part B Carrier for Pennsylvania Delaware,

New Jersey, and the District of Columbia, issued a Medicare Report addressing automated

multichannel tests (Tab C-2). Rather than stating that these tests must be billed with CPT codes

in the range 80002 through 80019, the newsletter merely requests that all multichannel tests be

submitted on the same claim form. "When submitting claims for laboratory tests performed on

automated equipment, please submit all your charges on one claim form." The newsletter then

lists 25 tests considered to be automated tests, including GGT and triglycerides. It is noteworthy
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that this newsletter does not state that laboratory tests must be bundled; rather, automated tests
must merely be billed on the same claim form.

1990: PAYMENT REFORM AND BUNDLING BY PAYMENT AGENTS

Federal Laws and Regulations
In the Omnibus Budget Reconciliation Act of 1990, Congress instructed the Secretary to
develop a proposal to replace the existing system of payment for hospital outpatient services,
and to consider including payment for outpatient laboratory services in the system:

The Secretary of Health and Human Services shall develop a
proposal to replace the current system under which payment is
made for hospital outpatient services . . . with a system under
which such payments would be made on the basis of
prospectively determined rates. In developing any proposal
under this paragraph, the Secretary shall consider -

(iv) the feasibility and appropriateness of including payment for
outpatient services not currently paid on a cost-related basis under
the Medicare program (including clinical diagnostic laboratory

tests and dialysis services) in the system.

Pub. L. No. 101-508, § 4151(b)(2). 104 Stat. 1388-72 (1990), repnted in 42 U.S.C.S.§
1320b-3 (History; Ancillary Laws and Directives (Prospective Payment System for Hospital

Outpatient Services)) (Tab A-7).

Intermediary and Carrer Newsltters
In a 1990 Attention Memo, the Illinois Carrier placed responsibility on itself to bundle
multichannel tests (Tab C-3). This newsletter listed 30 tests that it considered to be automated
multichannel tests. The newsletter did not state, however, that these tests must be billed in
bundles. Rather, it said that the Carrier would bundle the claims. "Effective for all claims
received February 1, 1990, and later, the above tests will be combined and coded with the
appropriate multi-channel test code when two or more are billed."

I' MorriS~~~~~~~~~~~~~~~. .1...
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1991: CONFUSION CONCERNING HCPCS AND CPT CODES

HCFA Guidelines
In Hospital Manual § 442.6 and Intennediary Manual, Part 3, § 3627.8, HCFA states that

'Section 9343(g) of the Omnibus Budget Reconciliation Act (OBRA) of 1986 requires hospitals

to report claims for outpatient services using HCPCS coding. HCPCS includes CPT-4 codes

(Tabs B-28; B-3). This statute, however, actually imposes the obligation upon Intermediaries:

'Niot later than July 1, 1987, each fiscal intermediary which processes claims under part B of

Title XVIII of the Social Security Act shall require hospitals, as a condition of paymentfor

outpatient hospital services under that part, to report claims for payment for such services under

that part using a HCFA Common Procedure Coding System" (Tab B-29) (emphasis added).

Thus, HCFA Manuals are not quite accurate. Congress did not impose a substantive legal

obligation on hospitals. Rather, Congress instructed Intermediaries to condition payment to

hospitals on the use of HCPCS codes.

HCFA's assignment of bundling responsibility to Intermediaries and Carriers is repeatedly made

apparent in various sections of the Manuals. HCFA advised that Carriers would accept claims

for laboratory services where the laboratories have separately billed for the tests performed.

HCFA also told the Carriers to bundle the claims and pay thenm Under some limited

circumstances, HCFA even provided the Carriers with discretion in choosing whether to bundle

at all.

Until 1996 the Intermediary Manual, (Tab B-4a), required Intermediaries to have edits that

bundled claims:

INT3 3628J Clinical laboratory tests are covered under Medicare
if they are reasonable and necessary for the diagnosis or treatment
of an illness or injury. In the case of multi-channel automated
and/or batch automated (e.g., SMAC, CHEMICAL PROFILES,
ASTRA) laboratory determinations, however, the physician may
not be free to specify the tests the patient needs and there is
normally only one charge for the battery of tests. The delivery of
the service in this manner is much more economical than if the
tests are performed individually. Install edit procedures to identify
situations where the provider bills individual tests where billing for
the automated battery would be appropriate based upon carrier
practices in your area.
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The relevant provisions of the Carrier Manual stated that:

CAR3 5114. IL(2) Separately Billed Tests That Are Commonly
Part of Automated Battery Test. - If you receive claims for
laboratory services in which the physician or laboratory has
separately billed for tests that are available as part of an automated
battery test, and, in your judgment, such battery tests (including
mail order battery tests) are frequently performed and available for
physicians ... and the test results can be received within medically
acceptable time limits, make the following determinations:

If the sum of the payment allowance for the separately
billed tests exceeds the payment allowance for the battery
that includes these tests, make payment at the lesser
amount for the battery. The payment allowance for a
battery cannot exceed the payment allowances fee
schedules for the individual tests.

Where only some of the tests in a battery of tests are
covered, payment cannot exceed the amount that would
have been paid if the covered tests had been ordered
individually from the laboratory.

When three or more tests are performed for a patient on the
same day, determine wtether to base payment on an
automated battery (panel) test that includes such tests rather
than to base payment on the individual or separately billed
tests. Use code 80002 of the [CPT-4 (1989 printing)) for
the above determination when two tests from the
commonly performed automated tests are included on a
claim containing three or more tests in total.

CAR3 5114.I.G. National Limitation Amount.... Currently, no
specific national limitation amounts apply to allergy, organ, or
disease oriented parels/profiles. However, the individual tests that
comprise such panels are subject to the national limitation and
where applicable, to the adjusted fee schedule. Ensure that the
payment allowance for the panel/profile, therefore, does not
exceed the lower of (I) the sum of the applicable fee schedule
amounts (or national limitation amounts, if lower) for the
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individual tests included in the panel/profile, or (2) the sum of the
fee schedule amount you have established for the panel/profile.

You are responsible for applying the national limitations in
calculating your payment allowances.

CAR3 51 14.l.H.-Summary of Payment Rules for Clinical
Diagnostic Laboratory Tests. The following rules apply in
determining the amount of Part B payment for clinical laboratory
tests:

If payment is made to a hospital for tests furnished for an
outpatient of that hospital, the payment is the lesser of the
actual charge, the fee schedule amount, or the national
limitation amount and Part B deductible and coinsurance
do not apply.

For tests performed by a reference laboratory, the payment
is the lesser of the actual charge by the billing laboratory,
the fee schedule amount or the national limitation amount
Existing carrier jurisdiction rules apply. Part B deductible
coinsurance do not apply.

Until 1995, Carrier Manual, Part 3, § 5114.1L(2) provided that, if two tests were performed on a

patient on the same day, Carriers were not required to review whether panels or individual
charges would result in lower payment In addition, Carriers were authorized to pay for an
entire battery of tests if at least one test was reasonably related to a specific complaint or
symptom (Tabs B-18; B-15).'

Although you are not required to make the same
determization when fewer than three tests are performed on
one day for a patient, you are not precluded from making
this review or from establishing an automated panel
payment for fewer than three tests

The comparable section of the Intermediary Manual similarly directs Intermediaries to

bundle separately billed claims. Intermediary Manual, Part 3, § 3628 grants the same
discretion to Intermediaries not to bundle as the Carrier Manual. HCFA also provides

Intermediaries with the discretion to add to the list of tests that the Intermediary may
bundle. See Program Memorandum No. 1686 (Tab A-I).
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Where a battery of tests is performed, determine whether at
least one test in the automated battery performed initially
or as a follow up measure can be reasonably related to a
specific complaint or symptom. Accordingly, where at
least one test of an initial automated battery of tests can be
reasonably related to a specific complaint or symptom, the
payment allowance for the complete initial battery of tests
is allowable. The payment allowance for an initial battery
of tests cannot exceed the total of the payment allowance
for all the tests if purchased individually. Where a battery
of tests is repeated, however, only those individual tests in
the battery which are required to follow the patient's
progress are covered. Follow-up tests performed at a
frequency greater than is necessary for the reasonable
medical management of the patient's condition are not
covered. Where no test in an automated battery of tests
performed initially or as a follow-up measure can be
reasonably related to a specific complaint or symptom, no
payment is allowed for the battery.

Internedbary and Carder Newsletters
A Medicare Advisory believed to be from the South Carolina Intermediary or Carrier dated
April/May 1991 gave instructions regarding automated multichannel tests (Tab C-4). This
newsletter listed 27 tests considered to be multichannel tests, including CPK, GGT, and
triglycerides. The newsletter instructed providers to bill separately when one or two
multichannel tests were completed, but said that, if three or more tests are performed, then CPT
codes 80003 through 80019 should be used. The newsletter also gave providers the option of
using CPT Code 80002 if two tests were completed, but did not require this practice.-

In September 1991, Blue Cross Blue Shield of Pennsylvania, the Carrier for Pennsylvania,
Delaware, Maryland, New Jersey, and the District of Columbia, distributed an Educational
Package for Providers of Independent Clinical Laboratory Services (Tab C-57). This
publication did not inform hospitals that they must bundle, but said that the Carrier would
combine automated multichannel tests:

Procedure Codes 80003 through 80019 represent groups or panels of tests which can be
performed on automated, multi-channel equipment.

* Your claim should include the number of tests performed in the panel or battery.

* The following tests are commonly performed as groups and combinations on automated,
multi-channel equipment. When three or-more of these tests are reported separately, the

I8 
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charges will be combined and payment based upon the appropriate number of tests
reported. (22 tests listed]

Office of the Inspector General
The OIG expressed renewed interest in billing practices for outpatient laboratory tests in 1991.
The 1991-92 OIG Work Plan announced that there would be an audit of such practices.
According to the Work Plan:

This audit will determine if Medicare fees for clinical laboratory
tests adequately reflect price reductions due to automation. There
are indications that the Medicare payment rates are too high for
certain high volume, low cost laboratory tests.

1991.92 OG Work Plan (Dec. 1, 1990) (Tab D-2). Asthe Work Plan indicates, in 1991, the
OIG was concerned with HCFA's payment rates for outpatient laboratory tests, not with the
billing practices of providers.

1992: BUNDLING BY PAYMENT AGENTS

Intermediary and Carrier Newsletters
In a Medicare Part A Bulletin from Florida dated June 1, 1992, the Intermediary notified
hospitals that, if they did not bundle multichannel tests, then the Intermediary would
automatically bundle thetn (Tab C-S). According to the Bulletin;

When two or more of the following tests are performed, they
should be coded with the appropriate automated multi-channel test
procedure codes (80002-80019) when performed on the same day.
If providers do not code these tests in the multi-channel format, the
system will automatically roll them up and reimburse the tests at
the multi-channel rate.

This newsletter listed 48 CPT codes that the Internediary would bundle into multichannel
profiles. The newsletter also stated that, if more than one profile was billed to the same patient
on the same day, then the tests would be rolled together into a single profile. 'The system will
also roll up more than one multi-channel profile performed on the same day for individual tests
performed in addition to a multi-channel profile.- This Bulletin is representative of other
Intermediary pronouncements.

In September 1992, Blue Cross Blue Shield of Oklahoma, the Oklahoma Intermediary, told
hospitals in Medicare Information Bulletin that it would deny all claims for an automated panel
and a component of that panel (Tab C-58). 'Claims billed with incorrect CPT codes or claims
with duplicated CPT codes (e.g., billing for an automated panel plus the individual components
of that panel) will be denied."
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1993: CONFUSION CONCERNING BUNDUNG

Federal Laws and Regulations
In 1993, nine years after Congress's directive in the Deficit Reduction Act of 1984, the Secretary
published proposed regulations in the Federal Register for the payment of outpatient laboratory
services. Payment for Clinical Diagnostic Laboratory Tests, 58 Fed. Reg. 43832 (1993) (Tab A-
8). As stated in the preamble, the proposed regulations 'would implement .. . the requirements
of a number of laws (dating back to 1984], the most recent being the Omnibus Budget
Reconciliation Act of 1990.... Since 1984, statutorily-imposed fee schedules have been
implemented by instructions to HCFA regional offices, fiscal intermediaries, and carriers. This
proposed rule would codify these existing policies in regulations." (Emphasis added.) As
acknowledged by HCFA, no regulations had yet been promulgated.

Intermediary and Carrier Newsletters
In 1993, Intermediaries and Carriers began issuing more newsletters related to automated
multichannel tests without clarifying the issues. The confusion about bundling was evident in
the treatment of the issue by Blue Cross/Blue Shield of Illinois, the Intermediary and Carrier for
Illinois. In 1993, Blue Cross/Blue Shield of Illinois issued four newsletters evidencing
continued change in its bundling policy.

In a Medicare Flyer dated April 30, 1993, Blue Cross/Blue Shield of Illinois, in its capacity as
the Intermediary, defined automated multichannel tests as tests performed 'in groups or
combinations that can be performed on automated multi-channel equipment" (Tab C-6). This
newsletter listed 33 tests considered to be multichannel tests. It listed the tests by name and CPT
code number, and gave the following bundling instruction: 'The listed] tests should be
combined and coded as the appropriate multi-channel tests, whether or not the tests are
performed on automated equipment. Itemizing charges for tests that can be part of an automated
multi-channel test is considered fragmenting." Nevertheless, the newsletter went on to say that,
if hospitals did not bundle claims, then the Intermediary would do so. 'Medicare combines
separately billed tests with the appropriate code and makes payment based upon the fee schedule
allowancefor the multi-channel code." (Emphasis added.)

The next pronouncement we obtained from the Intermediary was a Medicare Memo dated
August 16, 1993 (Tab C-7). This newsletter defined multichannel tests as if the Intermediary
had never addressed the issue. "Effective August 1, 1993, the following lab HCPCS codes are
considered to be part of an automated multichannel test and are to be billed using one of the lab
codes between 80002 and 80019 rather than billed as separate tests.' After giving that billing
instruction, the newsletter listed 23 tests considered to be automated multichannel tests. The
Intermediary's confusion is evident in its unexplained reduction of the number of tests subject to
bundling from 33 to 23.

That August, Blue Cross/Blue Shield of Illinois, in its capacity as the Carrier, issued a Medicare
Part B Bulletin that defined multichannel tests in the same manner that the Intermediary had
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defined them in the same month (Tab C-8). 'When performed on the same day, tests should be
combined and coded as the appropriate multi-channel test. The August 1993 Bulletin also
noted that Medicare would bundle the tests if laboratories did not. 'Medicare combines
separately billed tests to the appropriate code and makes payment based on the allowed charge
for the multi-channel code." The Bulletin listed 31 tests that were subject to the bundling
requirement.

Finally, in a follow-up Medicare Part B Bulletin dated December 1993, the Carrier noted that the
list of tests in the August 1993 Bulletin was incomplete and that one additional test (CPK) was
subject to bundling (Tab C-9). The December Bulletin noted that "one CPT code has been
added to the list of clinical laboratory procedures which are subject to automated multichannel
test guidelines." Such language indicates that the code was recently added to the list, even
though the list of codes in the August Bulletin included that test.

Blue Cross/Blue Shield of Illinois apparently had different definitions of bundling for hospital
laboratories and independent laboratories (the Intermediary pronouncements listed 23 and 33
multichannel tests, and the Carrier pronouncements listed 32 multichannel tests), even though
these tests are al reimbursed under Medicare Part B.

Other Carriers also addressed the bundling issue in 1993. In a Medicare Part B Bulletin dated
May 19,1993, the Michigan Carrier listed 22 multichannel tests, including GGT, CPK, and
triglycerides, and then gave the following instructions for how these tests should be billed:* "For
any combination of the tests listed below, use the appropriate code 80002-80019, according to
the number of tests performed' (Tab C-10). No further guidance was provided.

In September 1993, Blue Cross Blue Shield of Kansas. the Intermediary and Carrier for Kansas,
stated that automated laboratory tests cannot be billed unless they are ordered by the physician
and are medically necessary (Tab C-59). According to Medicare Bulletin #93-8:

Where automated lab tests are done as a panel but billed
separately, you may not bill for tests that were not ordered, or not
medically necessary, even though they were performed.

Please provide this information to all in your facility who have
need of it Continued incorrect billing could be considered as a
possible fraud issue.

1994: INTRODUCTION OF BUNDLING EDITS

Intermediary and Carrier Newalettem
In 1994, many Intermediaries and Carriers still assumed the responsibility of bundling claims
themselves. Others, however, indicated that hospitals bore the responsibility to bundle.

Merck 1995 
it

Marc* 1998
,.
1



235

Preperd by Jones Day Special Report to AHA on Hospital Outpaiant Laboratory Reimbursement

The dual nature of the Intermediaries' position is evident in the Medicare Electronic Services
Clinical/Reference Laboratory Billing Guide dated June 1994' (Tab C-l 1). The Billing Guide
informed hospitals that "[w]hen two or more of these tests are reported separately, the charges
will be combined and payment based on the appropriate number of tests reported." The Billing
Guide went on to list 31 laboratory tests subject to the billing requirement but noted that the 31
tests did not constitute a comprehensive list of multichannel tests; rather, it stated that all tests
that can be performed on multichannel equipment are subject to the bundling requirement. 'Any
test. . .which can be performed on automated multi-channel equipment should be billed as part
of the automated battery and should not be billed separately." Thus, the Billing Guide expected
hospitals to bundle, but informed hospitals that the Intermediary would bundle if they did not.

In contrast, a Blue Cross'Blue Shield-of Maryland Medicare Part A Provider Bulletin dated
January 27. 1994 treated bundling solely as a billing issue (Tab C-12). The Bulletin listed 23
laboratory tests subject to the bundling requirement but noted that '[i]f your automated
equipment performs additional tests, those tests should also be included in codes 80002-80019."
The Bulletin then stated that tests must be bundled: "The above codes [80002-800191 must be
used when two or more of the [listed] tests are performed." (Emphasis in original.) The
Intermediary took no explicit responsibility for bundling and cited no legal requirement that
required hospitals to bundle, although it did go on to say that "[ilmproper billing of the
components of panels or multichannel tests may be viewed as fraud or abuse."

In a Medicare Memo dated April 29, 1994, the Virginia Intermediary listed 22 tests subject to
the bundling requirement (Tab C-13). The Intermediary then gave an instruction that appeared
to prohibit billing for more than one multichannel test per day. "More than one multi-channel
test code should be billed only when the tests are distinctly separate." The Memo did not explain
what was meant by 'distinctly separate" or describe exactly what was being prohibited.

A June 1994 Program Bulletin published by Blue Cross Blue Shield of Washington, the
Imermnediary for Alaska and Washington, informed hospitals that the Intermediary would bundle
automated laboratory claims (Tab C-60). This 1994 Bulletin also gave a series of examples of
how the Intermediary would bundle:

Multichannel tests are usually billed using HCPCS codes 80002-
800 19, depending on the number of component tests included in
the multichannel battery. At a minimum, any two or more of the
following [22] tests will be considered to be performed on
multichannel equipment and will be paid for at the multichannel
price:

This document does not identify its author, but because it was obtained from the
Assistant U.S. Attorney for the District of Columbia, it was probably published by the
Intermediary for Washington, D.C.
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The following rol-up procedures for components billed separately
will be utilized, per a directive from HCFA.

Example 1: Codes 80006 and 64170.are billed, and there is a
single date in the "Statement Covers Period", assume the 84170 is
an addition to 80006, pay the claim as 80007.

Example 2: Codes 80004 and 80005 are billed. and there is a
single date of service, roll the 2 multichannels into a higher
multichannel, i.e., 80009.

Example 3: Codes 80002 and 80011 are billed, assume 80002
represents I test and 80011 represents 11 tests. The correct
combined multichannel code is 80012.

Similarly, in a June 21, 1994 memorandum, the Ohio Intermediary informed hospitals that it
would install edits to bundle laboratory tests (Tab C-61). In describing the edits, the
Intermediary did not instruct hospitals to bundle:

Mhe following procedures/assumptions will be utilized in
processing the claim:

All individual HCPCS codes billed will be compared to
those subject to roll-up. Any that match will be rolled
(changed) into the appropriate multi-channel HCPCS[.]

EXAMPLE: Claim is billed with individual tests of
82040, 82250, 82251, and 823 10. These tests will
be rolled up (changed) to 80004 and be reimbursed
accordingly.

If a claim is submitted with a HCPCS subject to roll-up,
AND a multi-channel HCPCS, we will increase the number
of tests in the multi-channel by 1, the unit will remain the
same.

I .
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EXAMPLE: Codes 80006 and 84170 are billed, the
'From' and "Through" dates are the same, and there
is l unit of service for 84170. we will assume
84170 is in addition to 80006. and change the
HCPCS to 80007 and reimburse accordingly.

If 2 different multi-channel tests are billed on the same
claim, we will roll them to the proper higher number multi-
channel code.

EXAMPLE: Codes 80004 and 80005 are billed for
a single date of service. we will roll the codes to
80009 and reimburse accordingly.

The South Carolina Intermediary and other Intermediaries took the position that bundling was a
pricing issue and informed hospitals that as of July I, 1994, it had installed edits to bundle
laboratory claims. In a June 19, 1994 Medicare Advisory, the Intermediary told hospitals that
multichannel tests were subject to bundling (Tab C-14). But rather than instructing hospitals to
bundle claims themselves, the Intermediary explained that its computerized edits would "roll up'
multichannel tests. "In the case of multi-channel and/or batched automated laboratory
determinations, there is normally only one charge for a battery of tests.' The Advisory informed
hospitals that as of July 28, 1994, edits would be installed to bundle tests that hospitals submitted
separately. 'At a minimum, any two or more of the following tests would be considered to be
performed on multi-channel equipment and would be reimbursed at the multi-channel price."

The South Carolina Advisory listed 22 tests subject to the bundling edits The Advisory also
gave four examples of how the edits would "roll together" multichannel tests. The edits bundled
separate claims and added together two or more profiles billed on the same day. According to
the Advisory, the Intermediary would bundle 80005 and 80006 as an 80011 and would bundle
80002 and 80011 as an 80012.

The South Carolina Intermediary reminded hospitals of these edits via an Administrative
Message dated June 30, 1994 (Tab C-15). This e-mail noted that HCFA mandated these edits:
"HCFA has mandated that the pricing edits for laboratory tests utilizing automated equipment. .
. be installed effective July 1, 1994." It is worth noting that the e-mail referred to this as a
pricing edit rather than a billing edit, underscoring the point that these edits refer to how
payments will be made rather than how bills should be submitted.

Other states did not always provide as much detail about laboratory bundling as the South
Carolina Intermediary. For example, a Medicare News Bulletin from the Carrier for Oregon and
Alaska dated July 19, 1994 informed hospitals about multichannel code 80002 in an abbreviated
fashion (Tab C-16). The Carrier told hospitals that, if two automated multichannel tests are
performed, then code 80002 should be used. "More than two tests would [sic] be billed using
the appropriate code in the series 80003 through 80019. If a single multi-channel test is
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performed on automated multi-channel equipment we ask that you bill using the CPT code for

the specific test performed." The Carrier gave no additional explanation about bundling.

The confusion concerning automated tests is evident from a Medicare Part B Bulletin for

Michigan dated October 19,1994 (ab C17). When billing for laboratory tests, both the

number of tests and the number of services are listed in the bill. The Carrier noted that

Michigan providers 'were previously instructed to bill the number of tests in each code as the

number of services." The Carrier went on to say, however, that there is only one service for

multichannel tests even though multichannel equipment is capable of running a number of tests.

"When submitting charges for CPT Codes 80002-80019 . .. providers should bill 'one' number

of service for each code." Prior to October 1994, the Carrier evidently believed that each test

done on a multichannel instrument was a separate service. Such a belief is consistent with the

idea that the tests could be billed separately.

The confusion concerning bundling was evident in the treatment of the issue by Blue Cross Blue

Shield of North Dakota, the Intermediary and Carrier for 10 states. Blue Cross Blue Shield of

North Dakota, in its capacity as the Intermediary, published a Medicare A Bulletin in December

1994 that explained automated multichannel tests in billing terms (Tab C-63). "For outpatient

services rendered on/after July 1, 1994, the following list identifies those laboratory tests that are

frequently done in groups and must be billed as automated multichannel tests." The Bulletin

went on to list 21 tests subject to bundling. The Bulletin did not, however, describe the authority

for the billing requirement.

In contrast, Blue Cross Blue Shield of North Dakota, in its capacity as the Carrier, gave different

billing guidelines (Tab C-64). In-a Medicare B News Bulletin dated November 1994, the

Carrier said that it would bundle separately billed laboratory claims:

If Medicare receives a claim for laboratory service in which the
physician or laboratory has separately billed for tests that are
available as part of an automated battery (panel) test, and are
frequently performed and available for physicians use and the test
results can be received within medically acceptable time limits,
then:

1. If the sum of the payment allowance for the separately
billed tests exceeds the payment allowance for the battery
(panel) that includes these tests, payment will be made at
the lesser amount for the battery (panel).

2. Payment for the battery (panel) is applied whether or not a
particular laboratory-has the automated equipment

If the physician or laboratory routinely performs a test as part of

the battery. (panel) it should be reported as part of the automated
battery test (iLe., triglycerides).
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When a postpayment review is conducted an clinical
documentation indicates that tests are performed as part of a
battery (panel) but billed for separately the following will apply:
Medicare will adjust the claim to the appropriate multichannel test
and request that the reimbursement for the difference between
payment for the appropriate multichannel test and payment for the
separately billed test be refunded.

Office of the Inspector General
The OG's April 1, 1994 - September 30, 1994 Semi-Annual Report stated that the OIG had
initiated a series of four nationwide reviews on Medicare Part B payments for chemistry and
hematology tests performed on an outpatient basis. The report described the 01G's
investigations as follows:

The intermediary [which was not identified in the report]
concurred that overpayments resulted from unbundling and
duplicate charges [and] agreed to develop edits and to initiate
recovery of overpayments. The intermediary also informed OIG
that claims are processed through a system shared with 20 other
contractors. The OIG is working with HCFA to identify
overpayments due to systematic problems with claims processing
systems at all Medicare contracts.

The report also made the following recommendations:

The fiscal intermediary should install edits to detect and prevent
overpayments for unbundled or duplicate charges for chemistry
and hematology tests performed by hospitals on an outpatient
basis, and initiate recovery from hospitals for identified
overpayments.

The report concluded that "Early, positive HCFA action on OIG's findings has eliminated the
need for extended review." April 1, 1994 -September 30, 1994 01G Semi-Annual Report (Apr.
1994) (Tab D-3). As in previous years, the 01G's focus was on payment practices for outpatient
laboratory tests, not the billing practices of hospitals.

The above Semi-Annual Report referred to an August 1993 OIG report from an audit of the
Massachusetts Carrier (Tab D-3a). In the review of the Massachusetts Carrier, the 010
considered the quality of the edits that the Carrier had in place to bundle lab tests The report
notes that the edits in place by both hospitals and the Intermediary were inadequate:

The [lntermediary]'s . .. existing systems edit for chemistry panel
tests contains logic to recode three or more individual tests into the
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applicable single panel code. If three or more of the individual
tests are contained on the same claim, the system will group.them
into the appropriate single panel code according to the total
number of panel tests (from 3 to 19 or more tests) contained on the
claim. Our review disclosed, however, that the system cannot
detect or roll up multichannel tests inappropriately coded under
more than one panel code, duplicate units of the same panel code,
or a panel code(s) and individual test code(s) to the higher
appropriate panel code.

Hospital systems are designed to bundle individual tests into
panels when they submit them for payment We found that some
hospital billing systems are programmed to identify and roll up
selected panel tests into one panel and treat the remaining tests as a
second panel. These claims were paid as two separate panels by
the [Intermediary]. In other cases, when the hospital system does
not identify the test as belonging to a specific panel, it groups
those it can identify into one panel and submits the remaining tests
individually. When the [Intermediary] receives the claim, it

recognizes the first panel and groups the individual tests (if more
than two) into a second panel and pays the claim as two separate
panels. If a panel and less than three tests are submitted in a claim,
the (Intermediary] pays the panel and the two tests separately.

For example, a number of hospitals are separately charging a four
test panel under the umbrella term called electrolytes. Any
remaining panel tests are rolled up into a.second panel. Since the
[Intermediaryl's system does not have edits to detect two panels
submitted on the same claim together, reimbursement is made for
two panels. The reimbursement for the two panels is higher than if
the tests were reimbursed as one panel. Officials at the
[Intermediary] stated that this billing practice is not in accordance
with hospital billing guidelines.

Later in 1994, the Inspector General sent a memorandum to the Administrator of HCFA
outlining the results of the OG's review of Medicare Part B payments for outpatient laboratory
tests. Once again, the emphasis was on payment practices, not billing practices.

The report stated that "Carrier payment systems should contain edits to detect and prevent the
payment of unbundled and duplicate chemistry tests and hematology profiles.' Using
Massachusetts as an example, the OIG said that 'These overpayments occurred because edits
were not in place to detect all instances of unbundling or to detect duplicate payments.'
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With regard to corrective action, the repor stated that:

The HCFA staff agreed that carrier overpayments for clinical
laboratory services are a nationwide issue and should be included
with HCFA's [review] to ensure accurate Fl payments for
outpatient clinical laboratory claims. [W]e agree with HCFA's
proposed corrective action [i.e., implementing additional bundling
and duplicate payment edits at caniersj. As a result of the
agreements reached with HCFA staff to initiate corrective action,
we plan no further audit work in this area Therefore, the
overpayment errors identified are considered potential since they
have not been verified as would be the case under normal audit
procedures.

01G, Medicare Part B Payments By Carriers for Chemistry Tests and Hematology Profiles
Performed by Independent and Physician Laboratories (May 3, 1994) (Tab Da4).

1995: CONFUSION CONCERNING BUNDLING EDITS

HCFA Guidelines
In November 1995, HCFA issued Program Memorandum No. AB-95-13, which told
Intermediaries and Carriers, in sometimes confusing language, that three additional chemistry
tests would be considered automated multichannel tests as of January 1, 1996, and that there was
a revision in CPT terminology (Tab B-30). According to the Memorandum:

Effective January 1, 1996, three tests are added to the list of tests
which are considered automated tests. The additional tests are
creatine kinase (CK, CPK), GammaGlutamyltransferase (GGT),
and triglyceride. Also, on January 1, 1996, a revision occurs in the
terminology for CPT-4 code 80019. Currently, CPT-4 code 80019
references automated multichannel test [sic]; 19 or more clinical
chemistry tests, but on the effective date, CPT4 code 80019 will
only reference 19 automated tests.

To provide for the billing of the three additional automated tests,
use the following temporary codes when more than 19 automated
tests are performed:

G0058 automated multichannel test; 20 clinical chemistry tests

G0059 automated multichannel test; 21 clinical chemistry tests

G0060 automated multichannel test; 22 clinical chemistry tests

za Maw* lyre
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There were also significant revisions to the Intermediary Manual in 1995 related to fraud and

abuse. HCFA told Intermediaries in Program Memorandum No. 1663 that it revised
Intermediary Manual, Part 3, § 3950 in its entirety. The revisions allocate responsibilities to
"make only appropriate payments" and "recover any mistaken payments" to Intermediaries, and
describe the actions (which are primarily administrative) to be taken to protect the Medicare
Trust Funds (Tabs B-9 to B-14).

In contrast to the Intermediary Manual, Carrier Manual, Part 3, § 5114, as revised in 1995.
contains a lengthy section on outpatient laboratory claims. Notably, the Manual instructs
Carriers to bundle claims for blood chemistry tests that are capable of being performed on
automated equipment but are submitted in unbundled fashion (Tab B-17).

According to the Carrier Manual:

CAR3 5114.1.B. Clinical Diagnostic Laboratory Services Subject
to Fee Schedule. - For purposes of the fee schedule. clinical
diagnostic laboratory services include laboratory tests listed in
codes 80002-89399 of the [CPT-4], 1991 printing....

The following codes that delineate allergy, organ or disease
oriented paneWprofiles are not currently subject to the national
limitation amounts because laboratories do not always utilize the
same array or numnber or tests in a particular panel. However, the
national limitation amount applies to each test included in the
panel/profile. (See 5114.1.G). 80050-80099; 86421-86422.

Know which individual tests have been performed when claims are
received using panel/profit [sic] codes. This does not need to be
reported on each bill as long as you are confident that every
laboratory reporting a panel or profile uses a consistent set of tests.
If there is variation in content of the panel or profile, establish a
uniform definition and require laboratories hat do not comply
with this definition to identify the individual tests when billing the
panel or profile.

f*5.

CAR3 5114.1 .F. Adjusted Fee Schedule.... The automated tests
subject to the adjusted fee schedules tests are listed in codes
80002-80019 of the 1990 printing of the CPT-4....

,9
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Where these adjusted fee schedule tests are part of allergy, disease
or organ panels/profiles, you must assure that your fee for the
panel/profile does not exceed the sum of the fees for the individual
components after accounting for the reductions due to the
adjustment.

CAR3 5114. 1.L. Laboratory Tests Utilizing Automated
Equipment....

(I) Determining Payment for Automated Tests. - The common
automated tests comprise specific groupings of blood chemistries
which enable physicians to more accurately diagnose their patients'
medical problems.

While the component tests in automated profiles may vary
somewhat from one laboratory to another, or from one physician's
office or clinic to another, group together those profile tests which
can be performed at the same time on the same equipment for
purposes of developing appropriate payment allowances. For
Medicare payment purposes, the tests on this list must be grouped
together when billed separately and considered automated profile
tests. While laboratory entities may bill additional tests using
automated profile codes and be paid according to 5114.1, the
above listed 22 tests are the only tests that you may group into
automated profiles if they are billed separately. Future revisions to
this list will be made through manual revisions.

Payment is made only for those tests in an automated profile that
meet Medicare coverage rules. Where only some of the tests in a
profile of tests are covered, payment cannot exceed the amount
that would have been paid if only the covered tests had been
ordered....

(2) Separately Billed Tests That Are Commonly Part of
Automated Test Profiles. - If you receive claims for laboratory
services in which the physician or laboratory has separately billed
for tests that are available as part of an automated profile test,
make the following determinations:
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* If the sum of the payment allowance for the separately
billed tests exceeds the payment allowance for the profile
that includes these tests, make payment at the lesser
amount for the profile. Conversely, the payment allowance
for a profile cannot exceed the payment allowance for the
individual tests.

* The limitation that payment for individual tests not exceed
the payment allowance for an automated profile is applied
whether or not a particular laboratory has the automated
equipment. .,

* When one or more automated profile tests are performed
for a patient on the same day, determine whether to base
payment on an automated profile that includes such tests
rather than to base payment on the individual or separately
billed tests. For example, compare the allowance for code
80002 of the [CPT-4] for the above detennination when
one or two tests from the commonly performed automated
tests are included on a claim.

Intermediary and Carrer Newsletter
Confusion about multichannel tests continued during 1995. Although HCFA had instructed

Intermediaries and Carriers to install bundling edits in 1994, it was apparent by June 1995 that

some Intermediaries were struggling to put the edits into place. Further, Intermediaries had

differing views about whether bundling requirements were billing instructions or reimbursement
instructions.

In i 995, the South Carolina Internediary sent out three newsletters concerning multichannel

tests and the installation of bundling edits. In these newsletters, the Intermediary took the

position that bundling was a payment issue rather than a billing issue. The Intermediary

informed hospitals that laboratory claims for automated profiles would be bundled together into

profiles in an Administrative Message to providers dated May 19, 1995 (Tab C-22). This e-mail

told hospitals that 'Some laboratory tests performed on the same date are required to be

combined for purposes of payment as automated profile tests or other panel tests." It is

important to note that bundling is referred to for purposes ofpayment rather than purposes of

billing. Later, in the same message, the Intermediary noted that tests would be combined for

pricing purposes. "We will use (the date of service] to determine when to roll up automated

profile tests, and combine individual tests for pricing purposes when tests are subject to

automated profile organ/disease panel pricing." (Emphasis added.)

In a Medicare Advisory dated June 1995, the South Carolina Intermediary again stated that

HCFA had issued instructions requiring Intermediaries to create edits to bundle claims in the

80000 series of CPT codes (Tab C-21). In order to facilitate these edits, the Intermediary said

that 'if a claim's date of service spanned two or more days, there must be a line item date of
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service for each HCPCS code equal to 80002 through 89399." This instruction apparently was
necessary for the edits to work properly because the edits probably bundled claims with the same
date of service. Notably, the newsletter did not inform hospitals exactly what the edits would do.
Rather, it merely said that 'This edit affects all HCPCS codes in the range 80002 through
89399." It is unclear what the Intermediary meant when it said "affects all codes."

The June 1995 Advisory noted that there has been confusion concerning the bundling
requirement "Since there has been confusion regarding this edit, HCFA has changed the
effective date of the requiremenL" Apparently, Intermediaries were unclear about how to install
the edits and may have resisted their use to the point that their effective date had to be
postponed.

In a September 1995 Medicare Advisory from the South Carolina Intermediary, hospitals were
remitnded that the bundling edits were scheduled to become effective at the end of September
1995 (Tab C-23). This Advisory repeated the language of the June 1995 Advisory, which
summarily told hospitals that the edits would apply to codes in the '80000 series of CPT codes."
But the September Advisory referred to bundling as a billing requirement enforced by HCFA.
"Since there has been confusion regarding this edit, HCFA has delayed the enforcement of its
billing requirement until October 1, 1995." It is unclear why the Advisory referred to billing
requirements when bundling edits concern the reimbursement of claims. Moreover, the
Advisory did not inform hospitals of what they must do in order to comply with the bundling
requirement.

The idea that bundling is a payment issue rather than a billing issue is also reflected in a March
1995 Medicare Update published by the Virginia Intermediary (Tab C-24). This Update began
by reminding hospitals that the Intermediary was implementing system edits that would bundle
multichannel tests by referencing its memo dated April 29, 1994. The Update then stated that
the edits would be in place as of April 1, 1995. "Beginning with services on and after April I,
1995, our system will require line item service dates on laboratory services whenever the from
and through dates on your claim span more than one day. In addition, specific edits will be
implemented to bundle individual tests into an organ/disease panel code [as opposed to a blood
chemistry code] when appropriate." (Emphasis added.) The Update went on to note that these
edits were put in place in order to make sure that repayment was proper. 'These changes will
further ensure theproper payment and coding of laboratory tests." (Emphasis added.) Thus,
while the Virginia Intermediary often presented the bundling requirement as a billing
requirement, it did note that edits were in place to insure proper payment.

In December 1995, AdminaStar of Kentucky, the Intermediary and Carrier for Kentucky,
informed hospitals of new codes for automated multichannel tests by repeating much of HCFA
Program Memorandum AB-95-13 in a Hospital Provider Letter (Tab C-52). AdininaStar told
hospitals that three additional tests were considered automated multichannel tests and that HCFA
created three new profile codes:

Effective January 1, 1996, three tests are added to the list of tests
which are considered automated tests. The additional tests are

32 Moar 1995



246

Spicad Report to AHA on Hospiel Outdent Laboratroy Raimbursaoent PrePared by Jones Oay

creatine kinase (CK, CPK), GammaGlutamyltransferase (GGT),
and triglyceride. Also, on January I, 1996, a revision occurs in the
terminology for CPT-4 code 80019. Currently, CPT-4 code 80019
references automated multichannel test; 19 or more clinical
chemistry tests, but on the effective date, CPT-4 code 80019 will
only reference 19 automated tests.

To provide for the billing of the three additional automated tests,
use the following temporary codes when more than 19 automated
tests are performed:

G0058 automated multichannel test; 20 clinical chemistry tests
G0059 automated multichannel test; 21 clinical chemistry tests
G0060 automated multichannel test; 22 clinical chemistry tests

Many other Intermediaries informed hospitals of these new guidelines using similar or identical
language in late 1995 or early 1996. These Intermediaries include: Blue Cross Blue Shield of
Washington, the Alaska and Washington Intermediary (Tab C-53); Blue Cross Blue Shield of
Oklahoma, the Oklahoma Intermediary (Tab C-54); and Blue Cross Blue Shield of North
Dakota, the Intermediary for North Dakota, South Dakota, Arizona, Nevada, Washington,
Wyoming, Colorado, Hawaii, Oregon, and Hawaii (Tab C.55). The Carrier for Minnesota also
published a newsletter that addressed this change using similar language (Tab C-56).

The billing/payment dichotomy was evident In Medicare Part B Bulletins for Michigan. In a
Michigan Medicare Part B Bulletin dated May 1995, independent laboratories were reminded of
the billing instructions for multichannel tests (Tab C-IS). The newsletter described the
bundling requirement as both a billing requirement and a reimbursement requirement. First, the
newsletter pronounced that 'fi]ternizing charges for tests that can be part of an automated multi-
channel test is considered fragmenting.' In the next sentence, however, the newsletter informed
independent laboratories that the Carrier would bundle the tests if the laboratories did not.
'Medicare combines separately billed tests to the appropriate code and makes payment based on
the allowed charge for the multi-channel code.' The newsletter listed 23 tests subject to the
bundling requirement, including CPK, GGT, and triglycerides

Seven months later, the Michigan Carrier published another Medicare Part B Bulletin describing
the unbundling requirements (Tab C-19). The December 1995 Bulletin informed providers that
CPT Code 80019, which previously referred to 19 or more clinicar chemistry tests, had been
supplemented with codes G0058,G0059, and G0060 for 20, 21, and 22 teats, respectively. The
Bulletin stated that three additional tests were to be added to the list of tests considered to be
automated for bundling purposes: cholesterol (83721), GGT, and triglycerides. While the
newsletter said that these tests were aded to the list, both GGT and triglycerides were already
on the list published in the May 1995 Medicare Part B Bulletin, evidencing the Carrirrs
uncertainty about its previous bundling instructions to independent laboratories.
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Similarly, in a May 1995 Medicare Part B Bulletin for Illinois, the Carrier stated that it would
bundle tests, while at the same time asserting that it might be considered fragmenting if
independent laboratories billed tests in an unbundled format (Tab C-20). In language identical
to the May 1995 Michigan Bulletin, the Carrier said that "itemizing charges for tests that can be
part of an automated multi-channel test is considered fragmenting. Medicare combines
separately billed tests to the appropriate code and makes payment based upon the allowed charge
for the multi-channeled code." The second sentence indicates that codes are used to determine
payment rather than billing. Finally, these newsletters listed 23 tests that were considered to be
part of the bundling requirement, including CPK, GGT, and triglycerides.

In a Medicare Part B Bulletin for Illinois dated December 1995, the Carrier informed
independent laboratories of the additional multichannel codes (G0058-G0060) (Tab C-26). The
laboratories were told that three additional tests were added to the multichannel test list -
cholesterol, GGT, and triglycerides -- and that there were three additional multichannel
automated test codes (G0058-80060). The Bulletin gave no instructions, however, concerning
the use of the new codes or additional bundling instructions.

In a November 1995 cover letter attached to a fee schedule, the Florida Carrier listed three
additional tests that would be considered multichannel tests (Tab C-25).9 "Three tests are added
to the list of tests which are considered automated tests. The additional tests are cholesterol,
GGT and triglyceride." The letter noted that three additional profile codes had been created to
accommodate the extra automated codes: G0058, G0059, and G0060 for 20, 21, and 22
automated laboratory tests, respectively. While this letter informed independent laboratories of
the new codes and the new automated profiles, it did not state what should have been done with
these codes.

Hematology issues are rarely addressed in Intermediary or Carnier newsletters, but they are
discussed in some detail in a Medicare Part B Special Newsletter from the Oregon/Alaska
Carrier dated September 1995 (Tab C-27). It appears that the Carrier was trying to inform
independent laboratories that hemogram indices would not be reimbursed. 'Additional
automated hemogram indices, one to three indices, or 85030, four or more indices will not be
reimbursed. Such indices are a by-product of automation and will not be separately
compensated." It is important to note that the newsletter did not say that indices should not be
billed; it merely stated that they would not be reimbursed.

The newsletter also discussed how reimbursement would be made for platelet counts. First, the
Carrier informed independent laboratories that they have some choices when billing platelet
counts. "CPT codes 85023, 85024, or 85025, should be billed when a complete blood count
with platelets is medically indicated." Second, the Carrier stated that, if there is no clear medical
necessity for a test, then it would be automatically reduced to CPT code 85022 or denied. "If
there is no clear medical indication for the platelet count, the CPT code will be reduced to
85022. If the complete blood count is not medically indicated, it will be denied." The bundling

9 The Wisconsin Carrier sent out an identical cover letter and fee schedule.
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issue is also addressed, but it is referred to as a billing error. 'If 85595 is billed together with

85023, 85024, 85025,15027, it will be denied as a billing error." The newsletter did not

indicate why this was a billing error. but given that codes 85023, 85024, 85025, 85027 refer to

complete blood counts with platelets and code 85595 refers only to platelets, it could be

redundant to bill for both-

Office of the Inspector General
The 199495 OIG Work Plan reiterated the 010's intention to proceed with its investigation of

outpatient laboratory tests. Contrary to previous pronouncements, the Work Plan did not

indicate that the OG's audit work in this area was completed. According to the Work Plan:

Our review will be limited to clinical laboratory tests that measure
the chemical and hematological composition of blood, two areas
where an earlier OIG review disclosed significant overpayments.
These overpayments occurred because the claims processing
system of the contractor reviewed did not detect claims for
chemistry tests that should have been grouped together for
payment purposes. Further, the system did not detect duplicate
claims for chemistry and hematology tests. These duplicate claims
were for tests that were either claimed under more than one panel
or claimed as part of a panel of tests and also as an individual test.
Our review will determine if the same deficiencies exist at other
fiscal intermediaries.

1994-95 OIG Work Plan (June 1994) (Tab D-S). Once again, the focus was on the behavior of

the payment agents - ie., Intermediaries and Carriers -- not providers such as hospitals.

An Inspector General report from January 1995 provides further evidence of the OIG's continued

interest in payment policies concerning outpatient laboratory tests. According to the report,

HCFA guidelines require compliance with the CPT Manual, but "allow carriers to determine

which additional tests should be added to carrier specific panel test lists." As a result, the OIG

said that the purpose of its report was to "identify chemistry tests that should be paid as a panel

but are not currently required to be paneled by HCFA." Specifically, the OIG recommended that

HCFA:

* Update its guidelines by expanding the national list
of chemistry panel tests to include the 10 automated
chemistry tests identified by our audit ...

* Establish a process whereby advances in technology
and laboratory practices are periodically reviewed
to update the national panel test list.

In summarizing HCFA's response to the 01Gs previous recommendations, the report stated that:
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This report is the fourth in a recent series concerning unbundled
chemistry and hematology tests Two of the prior reports involve
compliance issues while the other relates to HCFA policy. In
response to our prior reports, HCFA officials agreed to institute
our recommendations and to work with '"the OIG in correcting the
findings regarding unbundled chemistry and. hematology tests. In
addition, HCFA has issued a nationwide critical task order to
develop uniform system edits for laboratory services.

01G. Review of Chemistry Tests Performed on Automated Laboratory Equipment (Jan. 1995)
(Tab D-6). Plainly, the OIG's primary concern was with the manner in which payments were
made to providers, not the manner in which providers billed for outpatient laboratory tests.

Moreover, the OIG admitted in its 1995 Red Book, a compendium of OIG recommendations that
have not yet been fully implemented, that there was no requirement to bundle outpatient
laboratory tests for billing purposes. According to the 1995 Red Book:

Mhe OIG [has] found that although prices on individual tests are
being reduced by legislation, panels are still generally being billed
as individual tests to Medica. Medicare polices are not sufficient
to control the billing of profile tests because there is no
requirement that the tests ordered as a panel by the physician be
billed only as a panel. The HCFA's guidelines do not address the
problem of panels as a marketing mechanism of the laboratory
industry nor the problem of the industry billing the contents of the
panels individually. (Emphasis added.)

1995 OIG Red Book (Tab D-7). Although the Red Book flatly states that there is no bundling
requirement, the 01G mistakenly refers to profiles and panels interchangeably, evidencing its
confusion concerning the bundling issue.

1996: CONTINUED CONFUSION CONCERNING BUNDUNG

HCFA GuIdelines
The Manuals uniformly presume that hospitals will bill claims separately (ie., not bundle
claims). Intermediaries and Carriers are instructed how to evaluate such claims to determine
whether they are properly paid as well as whether bundling is appropriate The Manuals do not
equate the submission of unbundled claims with fraud or false claims. Rather, hospitals are
advised to anticipate adjustments by the Intermediary to ensure that the lesser of individual
components or panels are paid for claims.

'° That OIG report refers to three other OIG reports one is attached (Tab D14), but we
have not yet been able to obtain the others

.1 ---
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Intermediary Manual, Part 3, §§ 3628.J and K discuss payment practices for automated
laboratory tests and organ/disease panels (Tabs B4; B-I). According to these sections, which
were implemented by Program Memorandum No. 1686:

INT3 3628J. Laboratory Tests Utilizing Automated
Equipment.... While the component tests in automated profiles
may vary somewhat from one laboratory to another, or from one
physician's office or clinic to another, group together those profile
tests which can be performed at the same time on the same
equipment for purposes of developing appropriate payment
allowances. For Medicare payment purposes, the tests on this list
must be grouped together when billed separately and considered
automated profile tests.... [TMhe above listed 22 tests are the
only tests that you may group into automated profiles if they are
billed separately.

Separately Billed Tests That Are Commonly Part of Automated
Test Profiles.- If you receive claimsfor laboratory services in
which the provider has separately billedfor tests that are available
as part of an automated profile test, make the following
determinations: If the sum of the payment allowance for the
separately billed tests exceeds the payment allowance for the
profile that includes these tests, make payment at the lesser amount
for the profile. Conversely, the payment allowance for a profile
cannot exceed the payment allowances for the individual tests.

When one or more automated profile tests are performed for a
patient on the same day, determine whether to base payment on an
automated profile that includes such tests rather than to base
payment on the individual or separately billed tests. (Emphasis
added.)

INT3 3628.K. Organ or Disease Oriented Panels. -- The following
codes represent organ or disease panels that must be paid at the
lower of the billed charge, the allowance for the panel or the
allowance for the sum of the components. When panels contain I
or more automated tests, determine the correct price for the panel
by using the price for the automated profile plus the price for
individual tests. Payment for the total panel may not exceed the
allowance for individual tests. All Medicare coverage rules apply-
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In April 1996, HCFA issued Program Memorandum No. AB-96-3, which informed
Intermediaries and Carriers of a new "QP" modifier used to indicate whether automated
multichannel tests are ordered individually or as part of a CPT-defined panel (Tab B531).
HCFA also stated that use of the modifier was not mandatory

We have established a national HCPCS modifier that can be
entered on a claim and will allow laboratories to attest that
documentation exists to show that the ordering physician ...
ordered the test(s) individually or as a CPT -recognized panel.
The modifier can be used for automated tests, i.e. 80092 through
80019, G0058, 0059, 0060.

HCFA has no requirement that laboratories use the modifier.

HCFA subsequently clarified the use of this new modifier in Program Memorandum No. AB-96-
8, which described permissible uses of the modifier (Tab 8-32). According to the
Memorandutn:

The modifier cannot be used with automated profile codes 80002
through 80019, 00058. G0059. G0060, unless the laboratory has
documentation showing that the component tests included under
those codes were ordered individually by the physician. In this
cam the laboratory bundles the tests into the correct CPT code
(i.e., CPT 80002-80019, 00058-00060) for billing purposes and
may report the QP modifier with the automated profile code.
(Emphasis in original.)

Carrier Manual, Part 3, § 14001 was also updated in 1996 to state that Carriers are responsible
for detecting, deterring, and preventing a provider's 'Unbundling or 'exploding' charges, e.g., the
billing of a multichannel set of lab tests to appear as if the individual tests had been performed'
(Tabs 9-37; 5-36). This statement is an oversimplification because, in using automated
multichannel equipment, hospitals are performing individual tests, albeit as part of a group
(profile) of individual tests. HCFA's difficulty with this concept may relate to the rapid pace of
technological changes occurring in laboratories"

Hospital Manual § 437J was also revised, effective October 4, 1996, to state that "no
distinction is generally made in determining payment [presumably between tests
performed manually and those performed on automated testing equipmenti because of
the mnuerous technological advances and innovations in the clinical laboratory field and
the increased availability of automated testing equipment to all entities that perform
clinical diagnostic testing' (Tabs B-27; B-25).
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In 1996, there was a significant change in Hospital Manual § 437.1. From at least 1989 to the
1996 revision, Hospital Manual § 437J stated that clinical laboratory tests would be reimbursed

if they were reasonable and necessary, and instructed hospitals to use CPT-4 codes until national
guidelines are developed regarding what tests are available in automated batteries (Tab B-27).

According to the old version of Hospital Manual § 437.J:

Clinical laboratory tests are covered under Medicare if they are
reasonable and necessary for the diagnosis or treatment of an
illness or injury. In the case of multi-channel automated andtor
batch automated (e.g., SMAC, CHEMICAL PROFILES, ASTRA)
laboratory determinations, however, the physician may not be free
to specify the tests the patient needs and there is normally only one
charge for the battery of tests. The delivery of the service in this
manner is much more economical than if the tests are performed
individually. National guidelines for contractors on what tests are
available in automated batteries are being developed. Until
completed, use codes found in CPT-4 or sent to you by your
intermediary.

In 1996. however, this section was revised to state that profile tests should be grouped together
for payment purposes and that claims for laboratory services would be paid 'at the lesser amount
of the profile" (Tabs B-27; B-25).

According to the new version of Hospital Manual § 437.1:

HOSPT 437.1. Laboratory Tests Utilizing Automated
Equipment.... While the component tests in automated profiles
may vary somewhat from one laboratory to another or from one
physicians office or clinic to another, group together those profile
tests which can be performed at the same time on the same
equipment for the purpose of developing appropriate payment
allowances. For Medicare payment purposes, the tests on this list
must be grouped together when billed separately and considered
automated profile tests....

Separately Billed Tests That Are Commonly Part of Automated
Test Profiles. - If you receive claimsfor laboratory services in
which the provider has separately billed for tests that are available
as part of an automated profile test, make the following
determinations: If the surn of the payment allowance for the
separately billed tests exceeds the payment allowance for the
profile that includes these tests make payment at the lesser amount
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for the profile. Conversely, the payment allowance for a profile
cannot exceed the payment allowances for the individual tests.t2

(Emphasis added.)

When one or more automated profile tests are performed for a
patient on the same day, determine whether to base payment on an
automated profile that includes such tests rather than to base
payment on the individual or separately billed tests....

The Hospital Manual presupposes that hospitals will bill for individual tests, but states that, for
payment purposes, Medicare considers many of the tests to be automated profiles. In some
instances, however, the Hospital Manual quotes language directly from the Intermediary
Manual, causing confusion. The above-quoted language from Hospital Manual § 437.1
illustrates this confusion because hospitals do not 'receive claims for hospital services' and,
therefore, cannot 'base payments" on claims received (Tabs B-27; 8-25).

Other parts of Hospital Manual § 437 discuss billing requirements for outpatient laboratory tests,
but also place responsibility on Intermediaries to determine the proper payment rate (Tabs 5W27;
B-25). According to this section:

HOSPT 437. Billing For Clinical Diagnostic Laboratory Services
Other than To Inpatients. Clinical diagnostic laboratory tests are
paid on the basis of fee schedules.

Individual laboratory tests are identified using the HCFA Common
Procedure Coding System (HCPCS) codes and terminology.

HOSPT 437.D. Billing for Diagnostic Lab Tests. Follow
requirements for submission of the HCFA-1450 in 460 [sic). Use
revenue code 30X or 31X when billing lab services subject to the
fee schedule.

2 This language also appears in Intermediary Manual, Pan 3, § 3628, which addresses
payment of claims by Intermediaries.
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Do not submit separate bills for laboratory tests performed in
different departments on the same day....

HOSPT 437.H. Adjusted Fee Schedule. Where these adjusted fee
schedule tests are part of disease or organ patels, your
Intermediary must assure that thefeefor the panel does not exceed
the sum of thefeesfor the individual components after accounting
for the reductions due to the adjustment.

HOSPT 437.K. Organ or Disease Oriented Panels. - The
following codes represent organ or disease panels that must be
paid at the lower of the billed charge, the allowance for the panel
or the allowance for the sum of the components. When panels
contain I or more automated tests, determine the correct price for
the panel by using the price for the automated profile plus the price
for individual tests. Payment for the total panel may not exceed
the allowance for individual tests. All Medicare coverage rules
apply.... (Emphasis added.)

Intermediary and Carrier Newsletters
In 1996, the confusion and misapplication of the guidelines concerning multichannel tests by
HCFA and the OIG was matched by Intermediaries and Carriers. While bundling edits were
supposed to have been installed in 1994 and 1995, the focus in 1996 shifted from bundling to
medical necessity. Intermediaries informed hospitals that every test in a multichannel profile
(80002-80019) must be medically necessary."' This changed the prior rule that only one test in a
profile had to be medically necessary. Further, some Intermediaries continued to give vague
instructions concerning which tests must be bundled and whether bundling is a billing or a
reimbursement requirement The list of tests subject to the bundling requirement continued to
change throughout 1996 as well.

In an Information Bulletin dated December 4,1996. the Oklahoma Intermediary described
which tests were considered automated multichannel tests and informed hospitals that the
Intermediary would bundle the laboratory tests (Tab C-62). The Oklahoma Intermediary
explicitly stated that automated multi-channel tests could be billed separately:

13 This new guideline was probably based on HCFA's realization that, whereas earlier types
of equipment were only capable of preforming a predetermined number of tests.
automated multichannel equipment is capable of performing any combination of
individual tests. As a result of this advancement in technology, HCFA could determine
the medical necessity of each test. See fb. 10.

Marc I"4 A1



255

Prepared by Jones Day Special Report to AHA on Hospital Ourtpatint Labors ory Reimb.ursment

For Medicare payment purposes, the tests on this list must be
grouped together when billed separately and considered automated
profile tests. While laboratory entities may bill additional tests
using automated profile codes, the above listed 22 tests are the
only tests that will be grouped into automated profiles if they are
billed separately. Future revisions to this list will be made through
manual revisions.

Separate payment will not be allowed to be made for multiple
automated profile codes.

EXAMPLE: Codes 80007 and 80009 are billed on the same claim
form for the same date of service. Payment will only be allowed
for code 80009. Code 80007 will not be paid since it contains a
lower number of tests. If a laboratory performs 16 automated tests
on the same date, code 80016 or each of the individual zest codes
should be billed in orderfor proper payment to be made. If an
error, for example, codes 80007 and 80009 are billed with the
same date of service, only code 80009 will be paid. In order to
make proper payment, in this case, the provider will submit an
adjustment canceling code 80009 and resubmit as code 80016.
(Emphasis added.)

In a Medicare Part A Bulletin dated August 30, 1996. the Florida Intermediary noted that HCFA
had changed its instructions regarding the billing of automated multichannel profiles to require
all tests in the profile to be medically necessary (Tab C-32). "The revised HCFA instructions
require that all tests in an automated profile be medically necessary and is a change from the
former policy which allowed all tests to be paid as long as at least one was medically necessary.'
(Emphasis in original.)

This Bulletin listed 22 tests subject to the bundling requirement and characterized the
requirement as a payment guideline. "Separate payment will not be allowed to be made for
multiple automated profile codes performed on the same day." Three paragraphs later, however,
the Bulletin stated that 'for Medicare payment purposes, the tests on this list must be grouped
together when billed separately and considered automated profile tests." This appears to make
bundling a billing and not a payment issue. The Bulletin also stated that tests that are not
bundled "will be grouped into automated profiles." By referring to bundling as both a payment
issue and a billing issue, it remains unclear who is responsible for bundling.

The issue of medical necessity also arose frequently in Intermediary pronouncements from South
Carolina during 1996. In a South Carolina Medicare Advisory dated September 1996, the
Intermediary informed hospitals that HCFA had amended the Carrier Manual and would make
similar changes to the Intermediary Manual as of October 1, 1996 (Tab C-33). The
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Intermediary noted that one important change was that all tests in an automated profile must be
medically necessary, whereas the previous rule was that only a single test in a profile must have
been necessary. 'The requirement that all tests in the automated profile be medically necessary
is a change from the former policy that allowed all (profilel tests to be paid as long as at least
one was medically necessary." The Advisory also noted that local policy had not been
developed regarding bundling of the 22 multichannel tests and that the Intermediary did not
expect to scrutinize the billing of these automated profile tests:

Most of the local policies developed to date do not address those
tests included in the list of 22 that can be billed using automated
profile codes. Therefore, we do not expect that automated profile
billing will be systematically scrutinized unless unusual patterns of
billing are detected. We expect most contractors will monitor the
use of consistent patterns of billing for 19 through 22 automated
tests.

This newsletter shows that the Intermediary was more concerned about medical necessity than
about bundling requirements.

In a South Carolina Medicare Advisory dated August 1996, the Intermediary reminded hospitals
of Medicare's concern about the medical necessity of multichannel tests (Tab C-34). The
Intermediary told hospitals of a new "QP" modifier used to indicate whether multichannel tests
are ordered individually or as part of a CPT-defined panel. (See the discussion concerning the
introduction of this modifier in the section of this report on HCFA Guidelines for 1996.) The
use of this modifier apparently was an attempt to have multichannel tests ordered individually,
thus insuring that they were medically necessary. It also reflects the Intermediary's competing
concerns regarding the bundling of multichannel tests. While it appears that the Intermediary
wanted the tests to be bundled, it also appears that the Intermediary wanted the tests to be
ordered individually. These kinds of conflicting views added to the confusion over bundling
requirements.

Also in 1996, the Virginia Intermediary issued instructions relating to billing for hematology
tests. In a Medicare Update dated January 1996. the Intermediary informed hospitals that.
effective February 26, 1996, all claims for hematology indices (85029 and 85030) would be
denied. "Effective February 26. 1996, all 85029 and/or 85030 laboratory services would be
denied' (Tab C-37) (emphasis in original). This instruction apparently reflects a refinement in
the Intermediary's understanding of hematology indices. It also reflects the Intermediary's
understanding that it is the Intermediary's responsibility to deny claims rather than to instruct
hospitals not to bill for claims.

Carriers also addressed the medical necessity issue in 1996. In an Illinois Medicare Part B
Bulletin dated March 1996, the Carrie noted that there were 22 tests subject to the bundling
requirement and stated that the tests would be grouped together automatically by the Carrier
(Tab C-28). "The 22 tests listed below are the only tests that will be grouped into automated
panels if they are billed separately." In a Medicare Part B Bulletin dated December 1996,
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however, the same Carrier listed 23 multichannel tests subject to the bundling requirement and
informed independent laboratories that claims for unbundled tests may be denied (Tab C-29).
'Medicare reimbursement may be denied for blood chemistries that can be billed as part of an
automated multi-channel panel, but are billed separately." The Carrier also noted that "Itemizing
charges for blood chemistries included in such panels is considered fragmenting and possibly
fraudulent.' It is unclear why the Carrier said it would bundle in March 1996, and then said that
it would deny claims that were not bundled in December 1996. This may be because the Carrier
did not actually have the required edits in place.

In a January/February 1996 Communique, the Wisconsin Carrier reviewed automated
multichannel bundling requirements (Tab C-30). This review was done in the context of
informing independent laboratories that the bundling requirements had changed. With respect to
blood chemristries, the Communique listed 22 tests that would be bundled together under the
multichannel panels The Communique indicated that the Carrier would bundle claims, but also
stated that 'For Medicare purposes, the tests on this list must be grouped together when billed
separately and considered automated profile tests." This language makes it unclear whether the
Carrier wanted the tests to be listed together so that the Carrier would bundle them or whether
the Carrier wanted the bundled code to be used. The Communique indicated that bundling was a
payment issue, not a billing issue. 'in no event, however, may payment for the covered tests
exceed the payment allowed for the profile." The Communique devoted an entire section to
'Separately Billed Tests That are Commonly Part of an Automated Battery Tests." It explained
what would happen if tests were billed separately-

I. Payment will be based on the battery which includes these
tests. Reimbursement for a battery of tests will not be
higher than the reimbursement which would have been
made if the tests were paid separately.

2. When one or more tests are performed on a patient on the
same day, payment will be based on the lesser of the
reimbursement for the automated battery (panel) which
includes these tests or the reimbursement for the individual
or separate billed tests.

The Florida Part. B Carrier also comprehensively reviewed the requirements for multichannel
tests in a Special Issue published sometime after May 1996 (Tab C-31). The Special Issue was
based upon a HCFA determination that, in Florida, multichannel profiles bad been billed in
substantially greater quantities than in the rest of the country. It listed 22 tests subject to the
automated multichannel bundling rules, and it examined each component test in detail,
explaining when each component was medically necessary. The Special Issue focused on the
medical necessity of each of the component tests. Remarkably, the 13-page Special Issue does
not contain any directions regarding bundling requirements.

While some Intermediaries and Carriers provided detailed instructions relating to multichannel
tests, others gave only abbreviated instructions. In a Medicare Memo dated February 1996, the
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Wisconsin Carrier informed independent laboratories about bundling requirements in very
general terms (Tab C-35). In this Memo, the Carrier stated that, as of January 1. 1996. three
new tests would be added to the list of tests considered to be automated: CPK, GGT, and
triglycerides. The Memo also informed laboratories that there were three new automated
multichannel test codes: G0058, G0059, and G0060. Other than stating that these new codes
existed, the Carrier gave no instructions on how the codes should be used.

In a July 1996 Communique, the Wisconsin Carrier further informed independent laboratories
that they needed to submit a single claim for all multichannel tests and that the tests could not be
reported on different forms (Tab C-36). Presumably, this was because the unbundling edits
would not work if the tests were reported on different forms. 'Because [multichannel] tests are
being billed on separate claims, they are not being combined and reimbursed at the multi-
channel test allowance. If this is being done to circumvent payment for the multi-channel test,
we consider this fraudulent billing." It appears that the Carrier believed that it had adequate
edits in place to process multichannel tests listed together on the same bill. Rather than
requiring them to use bundled CPT codes, the Carrier instructed the laboratories to bill for
multichannel tests on the same form. The laboratories could interpret this instruction as
permission to bill for multichannel tests with separate codes.

In a Medicare Part B Update dated November/December 1996, the Florida Carrier noted that it
had failed to include three codes in a list of tests that it considered to be automated multichannel
tests, saying that the list should have included albumin, carbon dioxide content, and chloride
(Tab C-38).

Office of the Inspector General
During 1996, OIG pronouncements concerning outpatient laboratory tests were similar in
content and tone to its earlier pronouncements, but especially focused on the reimbursement
policies of state Medicaid programs.

According to the 1996 Red Book, the OG's reviews of outpatient laboratory tests disclosed that:

State agencies are reimbursing providers for laboratory services
which exceed the Medicare limits or were duplicated for payments
[sic] purposes. In addition, it was determined that these
overpayments are occurring because the State agencies do not have
adequate computer edits in place to prevent the payment of
unbundled or duplicated claims for chemistry, hematology, or
urinalysis tests. [As a result] The respective State agencies should
install edits to detect and prevent payments that exceed the
Medicare limits and billings which contained duplicative tests,
recover overpayments for clinical laboratory services identified in
each of the reviews, and make adjustments for the Federal share of
the amounts recovered by the State agencies.

1996 OIG Red Book (Jan. 1996) (Tab D-8).
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Similarly, the 1996 Work Plan stated that "We will review the adequacy of procedures and
controls over the payment of Medicaid claims which contain clinical laboratory tests to
determine whether chemistry, hematology and urinalysis tests were either appropriately grouped
together (bundled into a panel) or not otherwise duplicated for payment purposes.' 1996 OIG
Work Plan (Jan. 1996) (Tab D-9).

A more specific example of the OG's concernfor the practices of paycrs. as opposed to
providers, was the Ol's effort to work with state Medicaid agencies to remedy perceived
deficiencies in their payment programs. For example, the 010 developed a partnership plan to
help the Massachusetts Division of Medical Assistance ("DMA") determine the "adequacy of
procedures and controls over the processing of Medicaid payments for clinical laboratory
services." The OIG added that it was satisfied that HCFA could rely on the audit in meeting its
program oversight responsibilities.

According to the report:

The Massachusetts State auditors found that the DMA did not have
adequate controls to ensure proper payment of chemistry.
hematology, and urinalysis claims when more than one test was
performed on the same day on behalf of a Medicaid recipient In
this regard, the DMA's payment process did not detect claims for
chemistry and urinalysis tests that should have been grouped
together (bundled into a panel) for payment purposes....
Specifically, we found that DMA's payment process did not detect
claims for chemistry and urinalysis tests that should have been
grouped together ....

As a.result. the auditors recommended that the DMA:

Undertake a review of its claims processing system to determine
the type of edits that are necessary to prevent the inappropriate
payment of Medicaid claims.

* Oversee the development and implementation of the identified
edits,

* Undertake a review of claims paid for chemistry, hematology, and
urinalysis testing for the period between the end of the audit period
and the present.

* Identify-and recover all overpayments that have been made to
providers for clinical laboratory services....

The report stated that the DMA was in general agreement with the OIGs recommendations, but
also noted that the DMA had.concerns about the OG's methodology, which could affect its

- ....
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monetary findings. Office of Inspector General's Partnership Plan- Massachusetts State
Auditor's Report on Medicaid Payments for Certain Clinical Laboratory Tests (Feb. 12, 1996)
-(Tab D-10).

The O01's reports for California, Illinois, Missouri, North Carolina, Ohio. and Virginia came to
similar conclusions and made similar recommendations. In summarizing its initiatives at the
state level, the OIG stated that:

Our audit of Medicaid claims for outpatient clinical laboratory
services in 14 States disclosed that the Medicaid State agencies did
not have adequate controls to detect and prevent inappropriate
payments for laboratory tests.... This included potential
overpayments for hematology profiles and indices that were
duplicated or may have been medically unnecessary.

The OIG's response was to recommend that state agencies:

(I) install system edits and controls to detect and prevent the types
of errors disclosed in our audit (2) recover the Medicaid
overpayments for clinical laboratory services identified in our
audit, and (3) reimburse the Federal Government for its share of
any recoveries made by the State agency.... We are also
recommending that the Health Care Financing Administration
(HCFA): (I) reemphasize the Medicaid requirement that State
agency payments for outpatient clinical laboratory services not
exceed the amounts recognized by Medicare for the same services,
(2) consider having State agencies update their provider billing
instructions to reflect Medicare bundling procedures, and (3)
follow-up on the estimated $27.4 million (SI 5.7 million Federal
share) in potential overpayments identified in our audits to ensure
that the State agencies have implemented needed edits, initiated
recovery actions, and credited the Federal Government for its
share of any recoveries.

The report went on to note that:

Regarding our second recommendation, HCFA plans to advise
Medicaid State agencies that they should consider using the
Medicare bundling procedures for the chemistry, hematology, and
urinalysis tests examined in the OIG audit. However, HCFA will
not tell the State agencies that they must use Medicare bundling
proceduresfor other types of laboratory tests or medical services
as long as they stay within the Medicare upper limirtfor payments
and are consistent with the principles of efficiency, economy, and
quality of care. (Emphasis added.)
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01G, Medicaid Payments for Clinical Laboratory Tests in 14 States (Dec. 1996) (Tab D-l I).
Although this report concerns state Medicaid agencies, it is noteworthy in illuminating the
disagreements between HCFA and the 01G concerning bundling requirements.

At the end of 1996. the OIG reiterated the finding made in the 1995 Red Book concerning the
absence of any requirement to bundle outpatient laboratory tests for billing purposes. According
to the 1996 Red Book:

[T]he OIG [has] found that although prices on individual tests are
being reduced by legislation, panels are still generally being billed
as individual tests to Medicare. Medicare polices are not sufficient
to control the billing of profile tests because there is no
requirement that the tests ordered as a panel by the physician be
billed only as a panel. The HCFA's guidelines do not address the
problem of panels as a marketing mechanism of the laboratory
industry nor the problem of the industry billing the contents of the
panels individually. (Emphasis added.)

1996 OIG Red Book (Jan. 1997) (Tab D-12).

1997: CONFLICTING INSTRUCTIONS AND PROJECT BAD BUNDLE

Federal Laws and Regulations
In response to the perceived Medicare financing crisis in 1997, Congress instructed the Secretary
to, among other things, make significant changes in the overall system of payment for laboratory
tests in the Balanced Budget Act ("BBA") of 1997, Pub. L. No. 105-33 5§ 4553-54. 111 Stat.
460-61 (1997) (to be codified in scattered sections of 42 U.S.C.). The BBA mandates that the
Secretary implement improvements in the administration of laboratory test benefits, including a
requirement that the Secretary adopt 'national coverage and administrative polices" for the
payment of outpatient laboratory tests.' Each of these directives highlights the lack of
uniformity in the current system for the payment of laboratory services.

Congress recognized that "[slignificant variations exist among carriers in rules governing
requirements labs must meet in filing claims for payments." H. Rep. No. 105-149, at 734
(1997). In responseto thernoted disarray of thecurrent system, Congressdirected the Secretary
to conduct a "review of the adequacy of the current methodology and make recommendations
regarding alternative payment systems." Pub. L. No. 105-33, § 4553, 111 Stat. 460, reprinted
in 42 U.S.C.S. § 13951 (Supp. 1997) (History; Ancillary Laws and Directives (Study and Report

14 In addition, Congress required that the Secretary develop a prospective payment system
for all outpatient hospital services. The system is to be implemented by January I, 1999.
Payment for hospital laboratory services will be included in the prospective rate. 42
U.S.C.S. § 13951(t) (Supp. 1997).
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on Clinical Laboratory Tests)) (Tab A-9). The Secretary's study also "must analyze and discuss
the relationship between such payment systems and access to high quality laboratory tests for
Medicare beneficiaries, including availability and access to new testing methodologies."

In addition to the study, Congress ordered the Secretary to adopt and implement a uniform
payment system. Under this directive, the Secretary must divide the country into no more than
five regions and designate a single Carrier for each region. Moreover. the Secretary must adopt
'national coverage and administrative policies for clinical diagnostic laboratory tests. .. using a
negotiated rulemaking process." Pub. L. No. 105-33, § 4554 (1997), 111 Stat. 460, 461.
reprinted in 42 U.S.C.S. § 1395u (Supp. 1997) (History; Ancillary Laws and Directives
(Improvements in Administration of Laboratory Tests Benefit)) (Tab A-10). The policies must:

promote program integrity and national uniformity and simplify
administrative requirements with respect to clinical diagnostic
laboratory tests payable under [Part BI in connection with:

* *

(C) The appropriate use of procedure codes in billing for a
laboratory test, including the unbundling of laboratory
services.

(F) Procedures for filing claims and for providing remittances
by electronic media.

If the Secretary proposes a payment system incorporating specific federal laws and regulations
governing the billing practices of hospitals for outpatient laboratory tests, such a system would
mark a significant departure from the variety of informal instructions that comprise the current
payment system.

On October 29, 1997, HCFA's Unified Agenda, published in the Federal Register, set a
September 1998 deadline to publish in final form a regulation regarding the payment of
laboratory tests and the creation of a fee schedule for such tests. Payment for Clinical
Diagnostic Laboratory Tests. 62 Fed. Reg. 57514 (1997) (Tab A-11). The notice of the
proposed rulemalting was published in the Federal Register in 1993. The final regulation would
replace informal processes currently employed to implement Congress's mandate in the Deficit
Reduction Act of 1984 that the Secretary adopt fee schedules for the payment of laboratory tests.

HCFA Guidelines
In March 1997, HCFA announced that it would again change the billing and reimbursement
guidelines for automated multichannel tests in Program Memorandum AB-97-5 (Tab B-33).
HCFA decided to discontinue the use of automated profiles (CPT codes 80002-80019, G0058-
G0060) and to require hospitals to bill all laboratory tests individually, unless they are part of a
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CPT-defined panel. In short, unbundling would be required. To facilitate this change. HCFA
announced the creation of four new panels:

New laboratory panels were approved by the American Medical
Association (AMA) Current Procedural Terminology (CPT) Board
at their November 1996 meeting. CPT codes for these new
laboratory panels will not be available for use until January 1,
1998.

The Health Care Financing Administration (HCFA) has decided to
permit billing now on the basis of the new laboratory panels and
has established temporary codes to be used effective April I, 1997
until December 31, 1997. On January 1, 1998, the new CPT codes
become effective. The new laboratory panels are as follows:

G0095 Hepatic Function Panel A (with Bilirubin, total and
direct)

G0096 Basic Metabolic Panel

* * 0

G0097 Electrolytes Panel

G0098 Comprehensive Metabolic Panel

In Program Memorandum AB-97-5, HCFA also established an interim billing policy, effective
April 1, 1997through March 31, 1998 (Tab B-33). Under this policy, hospitals may continue to
bill using the old profile codes (80002-80019, G0058-G0060), or they may bill using the new
panel codes. Ifa hospital decides to use the new codes, then it has to individually bill for all
tests that are not part of a CPT-defined panel. A hospital cannot, however, mix the new codes
with the old codes:

V]f additional automated tests are performed along with any one
(or more) of the new automated profile codes, the laboratory may
use only one of the following billing options:

Option No. I Use the new, automated profile-type, panel codes
(G0095-G0098) and, as needed. other CPT disease and organ
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panel codes and individually listed codes of any additional
automated tests performed (i.e., each additional test would be a
separate line item using its appropriate CPT code). Do not use
CPT codes 80002-80019 or G0058-G0060.

Option No. 2 Use the current codes (i.e.. the automated
multichannel procedure codes (80002-80019 and G0058-G0060)
and any other current CPT codes. Do not use the new automated
profile codes G0095-G0098.

HCFA would strongly encourage laboratories to bill using Option
No. I as soon as possible since effective January I, 1998, this will
be the only method by which laboratories will be allowed to bill
these tests. Beginning January 1, 1998, the CPT codes 80002-
80019 and G0058-G0060 will not be usable as billing codes but
the payment amounts associated with pricing of these automated
profiles will continue. For example, if two auwomatedprofile tests
are performed, the individual codesfor the two automated tests
must be billed instead of code 80002. (Emphasis added.)

Under the new system, HCFA has instructed hospitals to bill in an 'unbundled' fashion even
though Intermediaries and Carriers use the profile codes for payment purposes. In addition,
HCFA has continued to clearly place responsibility for bundling on Intermediaries and Carriers:

For pricing, you [i.e., Intermediaries or Carriers] will sum (count)
the number of automated profile tests billed and payment will be at
the same rate as the former code 80002. HCFA will continue to
provide updated pricing for the deleted profiles of automated tests
(i.e., 80002-80019 and G0058-G0060). Permanent codes will be
provided by CPT for the new laboratory panels. The effective date
of the permanent codes will be January I, 1998.

Program Memorandum AB-97-17, published in September 1997, clarifies the new guidelines
(Tab B-34). This Memorandum also explains how Intermediaries and Carriers should process
claims. In Attachment 3 the Program Memorandum, HCFA stated that under the new
guidelines, hospitals were not required to bundle at all:

Q4. Must laboratories use the new codes whenever possible?

A4. No. The new automated profile codes are provided as a
convenience for billing. Ifa laboratory chooses. it can bill
each of the component tests of these profiles individually.
(Emphasis added.)
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Thus, the Memorandum clearly permits hospitals to bill the components of an organ/disease
panel separately.

The use of these new billing guidelines originally was intended to become mandatory on January
1, 1998, but in December 1997, HCFA postponed the effective date of the guidelines in Program
Memorandum AB-97-23 (Tab B-35). According to the Program Memorandum:

HCFA will allow a three month grace period beginning January 1,
1998 in which laboratories may continue to use the former codes.
Claims for laboratory services performed after March 31, 1998
using codes 80002-80019 or G0058-G0060 should.be rejected.

These recent HCFA publications tell hospitals that, effective April 1, 1998, they are required to
bill all chemistry tests separately, unless the tests make up a CPT-defined panel. If the codes
comprise a panel, then hospitals can choose to use the individual codes or the panel code. Under
these guidelines, hospitals are required to 'unbundle' all tests that are not part of an
organ/disease panel.

Intermediary and Carrier Newsletters
Considering that Hospital Manual § 437.J was amended in late 1996, one would expect that this
amendment would be reflected in newsletters sent to hospitals in 1997. That was not always the
case. Many Intermediaries informed hospitals that existing guidelines would remain in effect.
while others focused on recasting unbundling as a billing issue rather than a reimbursement
issue. Additionally, the amount of correspondence related to hematology tests increased.
Finally, Intermediaries informed hospitals, apparently for the first time, that the failure to bundle
laboratory claims may be a violation of the False Claims Act.

Some payment organizations, however, began characterizing bundling requirements as billing
issues rather than payment issues. An example of this shift in position is contained in the notes
from a 1997 Hospital Workshop sponsored by the South Carolina Part A Intermediary
concerning the new version of Hospital Manual 437.J (Tab C-43). According to the notes:

1. All tests in an automated profile must be medically
necessary to be billed to Medicare.

2. Allowance for panel versus allowance for sum of tests
ordered.

3. The fiscal intermediary may no longer bundle tests billed
separately.

4. The laboratory is held accountable since they are the entity
which receives reimbursement from Medicare.
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These statements indicate that the South Carolina Intermediary was shifting the responsibility for
bundling claims from itself to hospitals. Prior to 1997, the South Carolina Intermediary
consistently said that it would bundle claims on behalf of hospitals and, therefore, its departure
from that position in 1997 is significant.

Possibly the first time an Intermediary or Carrier expressly suggested that unbundling may be
considered a violation of the False Claims Act appears to be a South Carolina Medicare
Advisory dated May 1997 (Tab C-44). In that publication, the Internediary informed hospitals
of Medicare Fraud Alert OIG 97-01, which referred to an investigation into laboratory billing
irregularities in Ohio under the False Claims Act. (See the section of this report on the Office of
the Inspector General for 1997.) The Advisory did not give a specific explanation of what was
considered fraudulent, but merely informed hospitals of the OlG's investigation.

In 1997, many Carriers simply repeated their prior instructions concerning multichannel tests.
thereby indicating that there had been no change in how those claims would be processed. In an
update to the Montana Medicare Part B Policy Billing Manual dated September 12,1997, the
Carrier informed independent laboratories that they should group tests together and, if they did
not, the Carrier would bundle the tests automatically (Tab C-39). "For Medicare parymenr
purposes, the tests on the list below must be grouped together and submitted as an automated
panel, rather than separately submitted. If tests are not grouped together, this Carrier will group
the tests and reimburse for an automated service.' (Emphasis added.) The Billing Manual then
listed the same 22 tests that the Carrier had previously listed. The Billing Manual did note,
however, that all tests in an automated profile must be medically necessary.

In a similar manner, the Wisconsin Part B Carrier repeated its prior instructions relating to
multichannel tests in a Communique dated July 1997 (Tab C-40). This Comminque listed the
same 22 tests that had previously been listed and then repeated the same directions relating to the
bundling of laboratory charges that appeared in its January/February 1996 Communique.

Likewise, a Medicare Part B Provider Handbook for Michigan dated December 1997 repeated
the Carrier's previous instructions concerning bundling (Tab C-41). The Handbook listed 23
tests considered to be automated tests and then stated that Medicare would combine the tests if
independent laboratories did not. 'Medicare combines separately billed tests to the appropriate
code and makes payment based upon the allowed charge for the multi-channel code.' The
Manual also stated that [i]termizing charges for tests that can be part of an automated channel
test is considered fragmenting.' As in the past, however, the Carrier did not clarify who was
primarily responsible for bundling.

Not all Intermediaries and Carriers had effective edits in place in 1997 to properly bundle
claims. In a Medicare Memo dated February 14, 1997, the Wisconsin Part B Carrier informed
independent laboratories of its 'Artificial Intelligence" system, which apparently was used to
insert edits and bundle claims (Tab C-42). The Memo listed the edits that were in place. For
example, it listed an edit for complete blood counts (CBC), and noted that it would automatically
reject any blood indices such as CPT Codes 85029 and 85030. It did not, however, list a specific
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edit for multichannel tests. Based on this Memo. it appears that there were no bundling edits in
place at the time.

Instructions related to hematology billing also increased in 1997. A Medicare Part B Bulletin
for Michigan dated February 1997 included instructions about the processing of complete blood
count (CBC) tests-(Tab C45). The Bulletin noted that CBC tests are often performed on
automated equipment and expressed concern that 'CBCs are often ordered when only one
element of the CBC is necessary. Moreover, the CBC is commonly ordered when only one
count in a CBC is indicated."

The Bulletin listed the different types of blood counts and the related CPT codes without giving
a detailed description of how each one was different. It also noted that "CPT codes 85029 and
85030 for additional automated hemograrn indices are not reimbursable as they are
computerized calculations. Medicare does not pay for manual or automated calculations of
percentage, ratio or distribution." (Emphasis in original.)

The Bulletin also noted that when a combination of blood tests are performed, the combination
codes should be used rather than a-multiple set of individual codes. 'When there is a
combination code that describes the test performed, then that code must be used rather than
multiple separate codes. For example, when a hemogran;, manual leucocyte differential and
automated platelet count are performed, use code 85023, instead of codes 85007,85021 and
85595." This appears to be the first published instruction that hematology tests must also be
bundled.

Other Carriers, however, did not specify a similar hematology bundling requirernent. In a
Florida Medicare Part B Update dated July/August 1997, the Carrier informed independent
laboratories that hematology indices were not reimbursable (Tab C-46). "Both procedure codes
85029 and 95030.are not reimbursable as they are computerized calculations. This policy
change is effective for series rendered August 18, 1997." From this language, it appears that,
prior to August 1997, independent laboratories could bill for additional computerized indices.
The Update went on to describe situations in which CBC tests are medically necessary. It does
not describe any bundling requirements related to hematology.

CBC tests were also discussed in the Montana Medicare Part B Alpha Policy Billing Manual,
which was published on July 14, 1997 (Tab C47). After a lengthy discussion of CBC tests and
when they are medically necessary, the Manual stated that automated indices are not
reimbursable. "Additional automated hemogram indices [85029 and 85030] will not be
reimbursed." The Manual does not give any indication that hematology tests must be bundled.

In late 1997, Carriers and Intermediaries began telling.hospitals about HCFA's new guidelines
regarding the use of automated profiles codes. Medicare Northwest, the Oregon Intermediary.
informed hospitals that multichannel codes were being eliminated in a Medicare Bulletin dated
December 1997 (Tab C48). According to the Bulletin:
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Multi-channel codes -- codes 80002-80019 and G0058-G0060 are
deleted from the 1998 HCPCICPT coding. However, HCFA will
allow a 3-month grace period beginning January 1, 1998 for the
use of these codes. Claims for services performed after March 31.
1998 using these codes will be rejected.

In a supplemental mailing also dated December 1997. Oregon hospitals were told what to do in
lieu of using the multichannel codes (Tab C-49). The Oregon Intermediary informed hospitals
of the new panels and told them that, under the new guidelines, they had to bill some tests
individually:

If you are performing some, but not all, of the tests in the panel,
the tests should be listed individually.

The automated profile codes are provided as a billing convenience
only. If a laboratory chooses, it can bill each of the component
tests of the profile individually.

The Utah Intermediary informed hospitals of the new billing guidelines in a December 2, 1997
Memorandum (Tab C-50). This Memorandum was virtually a word-for-word reiteration of
HCFA's Program Memorandum AB-97-5, but hospitals were informed of the new panels and
told that they were not required to bundle laboratory claims:

If a laboratory has a custom panel that includes other tests, in
addition to those in the defined CPT or HCPCS panels, the
additional tests, whether on the list of automated tests or not, are
billed separately in addition to the CPT or HCPCS panel code if
any of the CPT or HCPCS panel code(s) is/are billed.

* .

The new automated profile codes are provided as a convenience
for billing. If a laboratory chooses, it can bill each of the
component tests of these profiles individually.

Office of the Inspector General
The OIG began 1997 where it left off in 1996 -- apparently frustrated in its efforts to reform the
payment system to its satisfaction. Moreover, the OIG reiterated the finding contained in the
1995 and 1996 Red Books concerning the absence of any requirement to bundle outpatient
laboratory tests for billing purposes. According to the 1997-98 Red Book:

[Ajlthough prices on individual tests are being reduced by
legislation, panels are still generally being billed as individual tests
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to Medicare. Medicare polices are not sufficient to control the
billing of profile tests because there is no requirement that the tests
ordered a a panel by the physician be billed only as a panel. The
HCFA's guidelines do not address the problem of panels as a
marketing mechanism of the laboratory industry nor the problem
of the industry billing the contents of the panels individually.
(Emphasis added.)

The same document said that state Medicaid agencies are reimbursing providers for laboratory
services in excess of Medicare limits and stated that "These overpayments are occurring because
the State agencies do not have adequate computer edits in place to prevent the payment of
unbundled or duplicated claims for chemistry, hematology, or urinalysis tests." 1997-98 OIG
Red Book (Tab D-13).

Similarly, the 1 997 Work Plan indicated that a follow-up review of the payment policies of
Intermediaries would be undertaken, but also stated that the review would focus on the billing
practices of providers:

This follow-up review will determine the adequacy of procedures
and controls used by Medicare fiscal intermediaries to process
Medicare payments for clinical laboratory services performed by
hospital laboratories on an outpatient basis. Clinical laboratory
services include chemistry, hematology and urinalysis tests. The
review will focus on whether providers properly bill for tests
provided to the same beneficiary on the same day.

1997 OIG Work Plan (Jan. 1997) (Tab D-14).

Sometime in 1997, the OIG began to assert that unbundling was a violation of the False Claims
Act. For example, Medicare Fraud Alert OIG 97-01 stated that "[amn investigation into
laboratory billing irregularities in several Ohio hospitals' has shown that "false claims' for
outpatient laboratory tests had been submitted (Tab D-15). This Fraud Alert, however, placed
much of the blame on unnamed consulting firms in saying that- "'[ihe practice of fragmenting
lab billings (i.e., unbundling] was promoted by consulting firms that promised to increase
hospital revenue in return for a commission consisting of a percentage of the first year's
increase." In response, the OIG recommended that "01 Special Agents become aware of the
implications of this consulting practice" and "should take steps to determine whether there are
such contracts in effect and make note of them."

In March 1997, the OIG published a model compliance plan for clinical laboratories developed
in cooperation with several provider groups and industry representatives. The model compliance
plan was designed to "assist laboratory providers in crafting and refining their own compliance
programs." According to the plan:
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-All laboratories should provide all of their clients with annual
* written notices tbat set forth: (I) The Medicare medical necessity
.policy; (2) the individual components of every laboratory profile
thatinchudes a multichannel chemistry test or other automated
multiple test result (e.g.. 8000280019, G0058-00060); (3) the
CPT or HCPCS codes that the laboratory uses to bill the Medicare
program for each such profile: (41 the Medicare National
Limitation Amount for each CPT or HCPCS code used to bill
Medicare for each profile and its components and (5) a
description of how the laboratory will bill Medicare for each
profile,

With regard to CPT and HCPCS codes, the model compliance plan stated that:

Laboratory compliance policies should ensure that the CPT or
HCPCS code that is used to bill Medicare or Medicaid accurately
describes the service that was ordered and perforned.
Laboratories should choose only the code that most accurately
described the ordered and perfortedt test To ensure code
accuracy, laboratories may wish to include a requirement that the
codes be reviewed by individuals with technical expertise in
laboratory testing before such codes are approved for claims
submissions. The OIG views intentional up coding (i.e., the
selection of a code to maximize reimbursement when such code is
not the most appropriate descriptor of the service) as rasing false
claims issues. If a laboratory continues to have questions about
code selection. even after review by technical experts, the facility
should direct its questions to its Medicare carrier or intermediary.

The 010 also asserted that 'the submission of a claim for tests that were either not ordered or
were not performed" and that 'billing for both the calculations and the underlying tests {on
which the calculations are based]' raised potential false claims issues for laboratories.

Finally, the OIG stated that laboratories should develop policies to ensure proper billing
practices for automated multichannel tests.

Laboratory compliance policies should ensure that the laboratory
bills Medicare appropriately for automated multichannel chemistry
tests. All tests appearing on HCFA's most recent list of automated
multichannel chemistry tests should be billed using the appropriate
CPT (80002-80019) or HCPCS (G0058-00060) codes, Tests
appearing on this list should not be billed individually unless only
one such analyte test is ordered and performed.
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Publication of the OIG Model Compliance Plan for Clinical Laboratories (Mar. 3. 1997) (Tab
D-16). Remarkably, the 01G apparently was unaware of HCFA 's March 1997 revisions
concerning bundling requirements, which are exactly the opposite of the 01G's pronouncements
on the subject.

The OIG also continued its emphasis on working with states to improve their payment practices
regarding outpatient laboratory tests. October 1, 1996 - March 31, 1997 OIG Semi-Annual
Report (Mar. 1997) (Tab D-17); OIG, Medicaid Payments for Clinical Laboratory Tests in Eight
States (Aug. 1997) (Tab D-18).

An OIG report on laboratory tests performed by independent laboratories and physician-owned
laboratories published in November 1997 contained a series of contradictory statements
concerning outpatient laboratory tests. The report stated that:

[M]ost Carrier policies and procedures did not always ensure
proper payment of chemistry, hematology, and urinalysis claims
submitted by independent and physician laboratories. Most
Carriers attempted to prevent some types of unbundling of
chemistry claims [but] policies and related procedures and controls
were not consistently applied to preclude payment for all forms of
chemistry unbundling on a nationwide basis."

The report went on to state that:

HCFA has attempted to assure that uniform payment policies and
procedures are followed by all Carriers and to promote accurate
coding and reporting of services by physicians.... In this regard,
the "National Correct Coding Initiative" sets out to develop correct
coding methodologies and to control improper coding that caused
inappropriate increases of payments in Part B claims.

The same report stated that the Carrier Manual requires Medicare providers to "group outpatient
laboratory tests into the applicable panel and profile test codes when the tests are performed for
the same patient on the same date of service" and provides that 'if an overpayment to a supplier
is caused by multiple processing of the same charge (e.g., through overlapping or duplicate
bills), the supplier does not have a reasonable basis for assuming that the total payment it
received was correct and thus should have questioned it. The supplier is, therefore, at fault and
liable for the overpayment."

Notwithstanding the acknowledged lack of any legal authority requiring hospitals to bundle, the
OIG proceeded to blame hospitals for the failure of HCFA and its payment agents to institute
proper payment practices. According to the report:

While Carrier's policies and procedures did not always ensure that
proper payments were made in accordance with applicable laws,

is March 1998

I



272

Special Report to AHA on Hospital Outpatient Laboratory Reimbursement Prpaed by Jones Day

regulations and guidelines, overpaid laboratory providers were
ultimately responsible for billing the Medicare program for such
claims.

Hence, the OIG, in conjunction with U.S. Attorneys' Offices, focused its investigative efforts on
the billing practices of laboratories:

The [OIG] in cooperation with the U.S. Attorney's Office of the
Department of Justice are currently involved in a number of
investigations involving overbilling which has occurred at a

-number of laboratories.

OIG, Review of Clinical Laboratory Tests Performed by Independent Laboratories and
Physicians (Nov. 1997) (Tab D-19).

These contradictory statements and enforcement actions are clear evidence of the 01G's
confusion concerning departmental policy on outpatient laboratory tests. These inconsistent and
legally unsupported pronouncements sent contradictory signals to HCFA, Intermediaries,
Carriers, laboratories, and especially hospitals concerning their responsibilities with regard to
proper payment and billing practices for outpatient laboratory tests.

The OlG's April 1, 1997 -September 30, 1997 Semiannual Report was unambiguous in focusing
on the impropriety of unbundling. The Semiannual Report used words such as "fraud,"
"excessive," 'abusive," and "misconduct" to characterize the billing practices of hospitals and
described the OIG's enforcement efforts in detail. The section of the report on Project Bad
Bundle is worth quoting at length:

The OIG, DOJ and multiple States have joined forces to combat
Medicare and Medicaid fraud in hospital outpatient laboratory
billing practices. A project begun in Ohio by OIG, DOJ and the
Medicare carrier showed such promise, it was extended nationwide
as Project Bad Bundle. This project seeks to recover improper
claims plus penalties related to erroneous or excessive claims
submitted for hematology and automated blood chemistry tests by
hospital outpatient laboratories. These abusive practices stem
from the unbundling and double billing of laboratory tests and the
billing for certain medically unnecessary tests, which have been
found to be widely practiced abuses.

Laboratory services are particularly vulnerable to this practice
because of the multiple number of tests ordered at one time and the
capability of automated equipment to run several tests from one
sample. The reimbursementfor tests bundled into a panel is less
than thatfor each test run separately, and hospitals are required
to bill certain groupings of blood tests using a "bundled" code.
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The OIG and DOJ are working together on the national project to
provide data to the United States Attorney's offices interested in
pursuing this recovery initiative in their districts. The OIG also
collaborated with DOJ to produce a model settlement agreement,
including compliance measures, which was disseminated to all
participating districts throughout the United States.

Project Bad Bundle targets hospital outpatient laboratories using
an ongoing computer-based audit of claims submitted for
outpatient laboratory services. A letter from the United States
Attorney's Office is then sent to each hospital identifying the scope
of the abusive practice at that facility and its potential exposure
under the Federal Civil False Claims Act. In many jurisdictions,
the hospitals are invited to participate in a self-audit program, the
resuilts of which are separately verified. In recognition of their
participation in this self-audit process, the hospitals generally
receive the benefit of double rather than triple damages for
settlement purposes. In other jurisdictions, the hospitals may not
be asked to do a self-audit, in which case treble damage are
generally sought. In these cases, however, the hospital may
request the opportunity to do a self-audit in exchange for the
benefit of double damages. The terms of all of the settlements
require implementation of compliance measures to correct the
identified misconduct and to prevent future similar misconduct.
The date, the 01G has recorded settlements with over 40 hospitals
as a result of Project Bad Bundle and its predecessor pilot. and
recovered more than $10.7 million. (Emphasis added.)

April 1. 1997 -September 30, 1997 OIG Semiannual Report (Tab D-20). This report is clear in
indicating that the OIG considers unbundling to be a violation of the False Claims Act, but it
fails to identify any statute or regulation to support its conclusions. It also erroneously states
that reimbursement for panels is less than for individual tests. In fact, Intermediaries are
supposed to reimburse hospitals as the lower of the two rates.

1998: CHARACTERIZATION OF UNBUNDLING AS "ILLEGAL'

HCFA Guidelines
As stated above, HCFA's new guidelines, which require unbundling of tests that are not part of
an organ/disease panel, were originally scheduled to become effective on January 1, 1998, but
were postponed by Program Memorandum AB-97-23 to April 1, 1998 (Tab B-35).

Intermediary and Carrier Newsaleters
Intermediary and Carrier newsletters published in 1998 focused on HCFA's requirement that
chemistry tests must be unbundled unless they are part of an organ/disease panel. Similarly, the
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newsletters also informed hospitals of the changes made in the 1998 edition of the CPT code

book. One important change was the elimination of the automated profile codes (80002-80019).

Blue Cross/Blue Shield of North Dakota. the Carrier for ten states, noted in Medicare Bulletin

# 163 that profile codes may no longer be used and that panel codes are to be used at the

hospital's convenience (Tab C-51). According to the Bulletin, which was published in February
1998:

The codes 80002 through 80019 used to group automated,
multichannel tests will no longer be valid codes for the automated.
multichannel tests.

Multichannel tests 80002-80019 and G0058 -G0060 have been
deleted and will not be valid beginning April 1, 1998 ....

The new automated profile codes are provided as a convenience
for billing. If a laboratory chooses, it can bill each of the
component tests of these profiles individually.

Office of the Inspector General
In the 1998 Work Plan, the 0IG continued its emphasis on the billing practices of hospitals and,

for the first time, used the word "illegal" in a public document to describe unbundling, although

in practice it clearly regarded unbundling as illegal at least as early as 1996, as shown by the

enforcement efforts described in the April I, 1997 - September 30,1997 Semiannual Report.
The Work Plan further summarized the OG's enforcement efforts:

The Office of Investigations launched Project Bad Bundle to
identify hospitals that unbundle blood chemistry tests when using
automated equipment and then bill for each analysis separately, or
bill for an automated test in addition to several of the analyses
separately. "Unbundling' refers to the illegal practice of
submitting individual bills for separate tests that should be bundled
together into a single bill for a group of related tests. The amount
allowed under Medicare for this "bundled" amount is considerable
[sic] lower than the sum of the amount for tests billed separately.
Under this initiative. the total civil settlement to date is S8.8
million and involved 24 hospitals.

1998 010 Work Plan (Tab D-21).

Shortly after the issuance of the 1998 Work Plan, on February 11, 1998, the OIG published a

model compliance plan for hospitals that did not refer to unbundling as an illegal practice, but

merely as 'the practice of submitting bills piecemeal or in fragmented fashion to maximize the

reimbursement for various tests or procedures that are required to be billed together and
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therefore at a reduced cost" Publication of dhe 010 Compliance Program Guidance for
Hospitais, 63 Fed. Reg. 8987 (1998) (Tab D-22).

The OIG has yet to reconcile its model compliance plan to conform to HCFA's revised
reimbursement system
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INTRODUCTION

This white paper analyzes one of the federal government's most active current

enforcement initiatives against hospitals - the Pneumonia Coding Project. Through this project,

the United States Department of Health and Human Services Office of Inspector General

(""OIG) and United States Attorneys Offices ("USAOs") are investigating hospitals in all

regions of the country for alleged False Claims Act ("FCA") violations arising from the alleged

"upcoding" of inpatient pneumonia cases.

While every hospital has unique facts and circumstances requiring specific consideration,

there are common issues that American Hospital Association ("AHA") members and their

counsel should consider. This white paper provides a primer for AHA members regarding the

Pneumonia Coding Project and offers possible actions and responses.

Section 1, below, discusses the government's concerns and inquiries. It summarizes the

government's allegations and provides background on the government's enforcement initiative.

Section 11 offers an analysis of the legal issues relating to the government's FCA theories,

relevant to those hospitals defending active pneumonia investigations. Section III analyzes

affirmative compliance measures for hospitals to consider.

This white paper is not intended as legal advice. Hospitals should consult qualified

counsel to obtain legal advice relevant to their particular facts and circumstances.

1. THE GOVERNMENT'S ALLEGATIONS AND ENFORCEMENT INITIATIVE

A. Summary of Government Contentions

The Pneumonia Coding Project is a joint effort by the OIG and the Department of Justice

('DOJ") focused on claims submitted to Medicare for inpatient treatment of patients with

pneumonia. Medicare pays for inpatient hospital treatment based upon the beneficiary's
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principal diagnosis at the time of admission. Hospitals assign ICD-9-CM' diagnostic codes

corresponding to the patient's principal and secondary diagnoses. A diagnostic related group

("DRG") code is then assigned, based on the ICD-9-CM codes. Medicare payment for inpatient

hospital services is a fixed amount per hospital, based on the DRG. Typically, and of particular

importance in the context of pneumonia, a number of different ICD-9-CM codes feed into a

designated DRG code. A principal diagnosis of pneumonia typically results in assignment of

either DRG 79 or DRG 89. depending on the specific ICD-9-CM code selected .2 Generally,

DRG 89 relates to simple pneumonia and DRG 79 relates to more complex pneumonia. There is

a S2.000-$2.500 per case difference in Medicare reimbursement between the lower-paying DRG

89 and higher-paying DRG 79.

The government's allegation underlying the pneumonia investigations is that hospitals

unjustifiably used ICD-9-CM codes 482.83 (Pneumonia, Other Gram-Negative Pneumonia).

482.89 (Pneumonia. Other Specified Bacteria) and other ICD-9-CM codes that led to higher

reimbursement at the DRG 79 level. According to the government's theory, in many such cases,

hospitals should have used ICD-9-CM codes that resulted in lowrer reimbursement ax the DRG 89

level.

B. Origins of Pneumonia Coding Project

The government's interest in pneumonia coding appears to have originated from a 1996

qui lam suit filed in the Eastern District of Pennsylvania by Health Outcomes Technology, a

AICD-9-CMa stands for International Classification of Diseases, Ninth Revision. Clinical
Modification.

2 If there are no complicating or comorbid conditions, DRG 80 or 90 may apply, instead of

DRG 79 or 89.
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Pennsylvania consulting firm. 3 That suit, which remains partially sealed, accused over 100

hospital defendants of pneumonia "upcoding." The qui ram allegations focused on the alleged

excessive use by the defendant hospitals of a single ICD-9-CM code: 482.89 (Pneumonia, Other

Specified Bacteria), which leads to DRG 79. The Complaint alleged that "ICD-9 code 482.89 is

to be used by a Medicare provider only in circumstances where the patient suffers from a strain

of bacterial pneumonia that has been specifically identified by a health care professional, but

such strain does not have an individual corresponding ICD-9 diagnostic code." (Exh. I at 1 126).

The Complaint further asserted that "[blecause the most common types of bacterial pneumonia

are enumerated in ICD-9 codes 480 through 487, it should be uncommon for a hospital to use

ICD-9 code 482.89." (Exh. I at ¶ 130).

The allegations in the qui tam Complaint were based on publicly available Medicare data

from 1993 and 1994. Hospitals were named as defendants if, based on an analysis of claims

data, their usage of ICD-9-CM code 482.89 exceeded the national average for frequency of ICD-

9-CM codes by a certain threshold. According to the Complaint, ICD-9-CM code 482.89 is

assigned to fewer than 4% of all Medicare pneumonia cases nationally. (Exh. I at 1 132). The

Complaint contained no hospital-specific information beyond analysis of publicly available data,

and it contained no information regarding the 100 defendant hospitals' alleged intents to defraud.

C. Government Statements About The Pneumonia Coding Project

The OIG first publicly described the Pneumonia Coding Project in its Work Plan for

fiscal year 1998, published in October, 1997, stating:

See United States ex. ret Health Outcomes Technologies v. [under seal], Civ. No. 96-1552
(E.D. Pa) (redacted complaint attached, Exit. 1.)
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The Pneumonia DRG Upcoding Project was initiated to identify
hospitals that falsifv the diagnosis and diagnosis related group on
claims from viral to bacterial pneumonia. The Office of
Investigations is currently working with the Department of Justice
to initiate a nationwide project in this area.'

In its 1999 Work Plan, the OIG revised its description to note that the government is

investigating pneumonia cases as both civil and criminal matters:

This cooperative effort with the Department of Justice focuses on
information that hospitals have upcoded the diagnosis-related
group for pneumonia claims from viral to bacterial pneumonia. By
doing this, the hospiuuls obtained almost $2,500 extra per claim in
reimbursement. The OIG is looking at both civil and criminal
implications.

This same description appears in the 2000 and 2001 Work Plans.

The OIG has also described this Project in its Semi-Annual Reports to Congress. The

reports for October 1, 1997 through March 31, 1998 and April 1, 1998 through September 30,

1998 describe the Project in some detail:

The OIG and DOJ are investigating whether hospitals across the
country have routinely assigned the incorrect diagnosis code to
hospital admissions for bacterial pneumonia. Medicare pays for
inpatient hospital services based on DRGs. which are assigned
based on the diagnosis codes identifying the condition(s) treated
during the hospital admission. One diagnosis code t482.891 is to
be used for 'bacterial pneumonia - other specified bacteria,' i.e.,
where a physician diagnoses the patient with a pneumonia caused
by a specific bacteria and there is no other diagnosis code for that
particular bacteria. This code should rarely be used since thcrc are
specific diagnosis codes for pneumonia caused by almost all
known pneumonia-causing types of bacteria Because cases that
should properly be coded as 'other specified bacteria' are expected
to be complex, such cases are generally assigned a higher-paying
DRG than most pneumonia cases. The OIG believes that many
hospitals have been using the 'other specified bacteria' diagnosis

4 The OIG Work Plans and Semi-Annual Reports to Congress, cited and quoted herein, are

available on the OlG'-s web page. <www.dhhs.gov/progorg/oig>.
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code for hospital admissions where the physician has not
diagnosed a specific bacteria as the cause of the pneumonia. In
such cases, the hospital should use a diffcrent diagnosis code for
'bacterial pneumonia - unspecified,' which generally results in the
case being assigned to a DRG which pays several thousand dollars
less than the code for 'other specified bacteria.'

In its Semi-Annual Report for October 1, 1998 through March 31, 1999. the OIG made

some minor revisions to its description to the Pneumonia Coding Project, indicating that it was

looking beyond ICD-9-CM code 482.89:

Medicare inpatient hospital stays are reimbursed based or the
diagnosis-related group (DRG) that is assigned to the patient's
stay. The determination of the appropriate DRG for a particular
case depends upon the hospital's assignment of diagnosis code(s)
from the International Classification of Diseases, 9th Revision,
Clinical Modification to the inpatient stay. Most pneumonia cases
are grouped into one of four DRGs. one of which results in
significantly higher payment to the hospital than do the others.
Most pneumonia cases are grouped into the lower-paying DRGs.
The OIG has found that a small percentage of hospitals across the
country have assigned a disproportionate number of pneumnonia
cases diagnosis codes that result in an admission being assigned
the higher paying DRG. Review of the medical records has
demonstrated that most of the cases assigned these specific
diagnosis codes at these hospitals should have been assigned a
diagnosis code that would result in assignment of a lower-paying
DRG.

This description has appeared in all subsequent Semi-Annual Reports. See 010, Semi-annual

Report for April 1, 1999 - September 30, 1999 at 10; 01G, Semi-Annual Report for October I,

1999 -March 31, 2000 at 13; 01G, Semi-Annual Report for April 1, 2000 - September 30, 2000

at It.

Aside from announcing specific settlements, the DOJ has not said a great deal about the

Pneumonia Coding Project. In his February 1, 1999 address to the American Hospital

Association, Deputy Attomey General Eric H. Holder, Jr. identified the Pneumonia Coding
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Project as a basis for "the continuing need for aggressive enforcement efforts." (Exh. I.)

Mr. Holder also said that the Pneumonia Coding Project involved "illegal billing practices [that]

violate clear and unambiguous Medicare rules." Id. (Unfortunately, Mr. Holder did not identify

these "clear and unambiguous" rules).

D. Nature Of Government's Investigations

In some instances, the government's pneumonia coding investigations have been

triggered by the filing of other qui tam suits. In many other instances, OIG data analyses appear

to have spurred the investigations. The OIG has conducted studies that compare a hospital's

frequency of ICD-9-CM codes 482.89 and 482.83, or overall DRG 79 frequency, to the

hospital's total number of pneumonia cases. Based upon such studies, the OIG has targeted

certain hospitals for investigation. The OIG, how-ever, has neither published the standards used

to determine which hospitals should be contacted, nor advised the industry whether any

standards exist. Because the OIG has never published the basis and parameters of its data

analysis. it is difficult to determine the accuracy and reliability of these studies. Before

accepting or relying on the OIG's calculations for local and national utilization averages,

hospitals should inquire about the basis of those averages and seek to independently verify them.

After a hospital is targeted for investigation, the 01G and DOJ contact the target hospital

to seek additional information. The method of contacting the hospital varies from state to state.

In some cases, the hospital is contacted by letter from the local U.S. Attorney's Office requesting

a voluntary production of medical records. The government has created a model "contact letter"

to make the initial contact. (See Exh. 3). In other cases, the government has issued

administrative subpoenas for medical records and other documents prior to any direct
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communication with the target hospital. The OIG has created a model subpoena, which can be

modified by each U.S. Attorney's Office. (See Exh. 4). The subpoenas and letters may request

both medical records and other types of documents, such as personnel records for medical

records personnel, coding guidelines or policies, contracts, reports and other documents relating

to coding consultants.

The government is particularly interested in hospitals that used coding consultants.

Although. as discussed below, reasonable reliance upon a qualified consultan should provide a

good defense to an FCA allegation, the government generally seems to view the use of coding

consultants with suspicion. Indeed, some coding consultants are currently the subjects of

criminal and civil investigations.

After a hospital produces its medical records and other documents, the government

typically turns the records over to a consultant retained by the government to review the coding.

The medical records are usually reviewed by the consultant's nurse reviewer. Often. the

governments consultant applies a very stringent coding standard, requiring a physician's express

identification of the bacterial pathogen in the diagnostic statement in order to support ICD-9-CM

codes 482.83 or 482.89. (Defenses based on technical coding issues are set forth below in

Section 11. C-G). Based on the consultant's report, the government develops an error rate and

extrapolates that error rate to an alleged overpayment. Typically, the government will seek to

settle the matter for two times the overpayment amount, and will demand that the settling

hospital enter into a Corporate Integrity Agreement with the 01G.

If contacted by the DOJ or OIG, hospitals should prepare to respond to the government

charges of FCA violations. Depending on the relevant facts and circumstances, hospitals should
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prepare to proffer facts demonstrating the absence of any fraudulent intent on the part of the

hospital. The hospital should also prepare to analyze critically the government's coding review.

Examples of such defenses are provided in Section II, below.

According to the OIG's April I through September 30, 2000 Semi-Annual Report, 22

hospitals have settled pneumonia investigations for a total of over S23.6 million. In addition, the

$840 million settlement reached by HCA-The Hospital Company included over S403 million for

inpatient DRG coding allegations, including pneumonia coding. An HCA subsidiary, Columbia

Management Company, also pled guilty to Medicare fraud allegations based upon inpatient

pneumonia coding.5 Moreover, following a self-disclosure to the OIG, Community Health

Systems, Inc. paid $31 million and entered into a Corporate Integrity Agreement to settle

government claims concerning improper DRG coding, including pneumonia coding.6

11. LEGAL ISSUES AND DEFENSES RELEVANT TO PNEUMONIA CODING
INVESTIGATIONS

A. Application of the False Claims Act and the Deputy Attorney General
Guidelines

The fundamental premise in defending FCA investigations is that every inpatient coding

error is not a violation of the FCA. Indeed, for a hospital to be liable under the FCA for

pneumonia claims, the government must prove at trial that the hospital:

(1) "knowingly;"

(2) presented or caused to be submitted to a federal health program;

(3) a false or fraudulent claim for payment.

5 Judith Thom, AHCA Agrees to pay U.S. $840 Million to Settle Criminal, Civil
Allegations,a- 9 BNA =s Health Law Reporter 1879 (Dec. 21, 2000).

6 ACHS Settles >Upcoding-- Charges,= 9 BNA _* Health Law Reporter 737 (May 18, 2000).
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31 U.S.C. § 3729(aXI). Under the FCA, one has acted "knowingly" if one acted with

"deliberate ignorance" or in "reckless disregard" of the truth or falsity of the claim submitted. 31

U.S.C. § 3729(b). Therefore, if a hospital has made a coding en-or due to an innocent mistake, as

opposed to acting with deliberate ignorance or reckless disregard as to whether claims were

accurate, the hospital should not be found liable under the FCA.'

The FCA is a powerful enforcement tool, It provides for treble damages and penalties of

S5,000-10,000 for each false claim. See 31 U.S.C. § 3729(a). 5 Such penalties for each false

claim are potentially ruinous for most hospitals. As a result, many hospitals have settled with the

government on terms that are perhaps less favorable than the expected result at trial. because

they are unwilling to risk possibly fatal liability.

Following criticism by AHA and others of "Project Bad Bundle." the DOJ's national lab

unbundling enforcement initiative, Deputy Attorney General Eric Holder issued a memorandum

on June 3, 1998 entitled "Guidance on the Use of the False Claims Act in Civil Health Care

Matters' ("DOJ Guidelines") (Exh. 5). The DOJ Guidelines acknowledge the potential for abuse

of the FCA, and set forth standards for DOJ and USAO attorneys to follow before making

7 The elements of a criminal case will vary according to the charge, but will require a higher
degree of intent than is required under the civil FCA. Conviction under the criminal FCA
requires the government to prove that one presented a claim to the United States Aknowing
such claim to be false, fictitious or fraudulent_ 18 U.S.C. ) 287. The government must
prove the defendant actually knew that the claim submitted was false, fictitious or
fraudulent. See United.States v. Barker, 967 F.2d 1275, 1278 (9th Cir. 1992) (Ato be false.
a claim must not only be inaccurate but consciously so_). In addition, the government must
prove its facts in a criminal case beyond a reasonable doubt, a higher standard than a civil
FCA case. See id.

On August 30, 1999, the DOJ promulgated regulations increasing penalties to $5,500-
I 1.000 for each false claim, for claims submitted on or after September 29. 1999. 64 Fed.
Reg. 47099, 47104 (Aug. 30, 1999).
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allegations of FCA violations. Broadly speaking, the DOJ Guidelines require DOJ attorneys to

be certain that there is a proper legal and factual foundation before they may allege violations by

healthcare providers of the FCA. Specifically, DO] attorneys are called upon to:

Determine whether false claims were submitted. According to the DOJ Guidelines, this

requires:

(i) an examination of relevant statutory and regulatory provisions and interpretive
guidance;

(ii) the verification of the data and other evidence; and

(iii) conducting necessary investigative steps.

Determine whether the provider knowingly submitted the false claims. According to the

DOJ Guidelines, this requires DOJ attorneys to:

(iv) review notice given to the provider of the rule or policy upon which a potential
case would be based;

(v) evaluate the clarity of the rule or policy allegedly breached;

(vi) consider the pervasiveness and magnitude of the false claims;

(vii) consider whether the hospital has a compliance plan or other steps to comply with
billing rules;

(viii) consider past remedial efforts to identify and remedy the wrongful conduct under
consideration;

(ix) assess whether the Health Care Financing Administration ("HCFA"), the fiscal
intermediary ("Fl") or other government agents supplied guidance to the provider;

(x) consider whether the provider has previously been audited for the same matter;
and

(xi) consider any other information that bears on the provider's state of mind.

Although the DO] maintains that the DOJ Guidelines are not privately enforceable, they

at least set forth the standards to which the DOJ holds itself. The government must apply the
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facts and circumstances of a hospital's pneumonia coding case to these guidelines before DOJ

attorneys, under the DOJ's own standards, may properly accuse a hospital of FCA violations.

Accordingly, a hospital's specific pneumonia coding circumstances must be evaluated under the

rubric of the DOJ Guidelines. Hospitals and their counsel should be aware of the DOJ

Guidelines and should remind government attorneys of their application.

In Sections I. C-G below, a number of technical coding and other considerations

possibly relevant to a hospital's defense are set forth. Each of these considerations should be

reviewed and applied against the standards of the FCA and the DOJ Guidelines. As noted above,

coding errors do not necessarily equate to a violation of the FCA. Under the FCA, the

government must establish more.

B. Regulatory Underpinnings For ICD-9-CM Coding And DRG-Based
Reimbursement

Under the prospective payment system for hospital inpatient services, Medicare

reimburses hospitals an amount based on the DRG for the particular discharge. See 42 U.S.C. §

1395ww(d). Congress directed the Secretary of Hcalth and Human Services to "establish a

classification of inpatient hospital discharges by diagnosis-related groups and a methodology for

classifying specific hospital discharges within these groups.' 42 U.S.C. § 1 395wwd)(4)(A).

Accordingly, I4CFA regulations provide that each discharge is to be assigned a DRG

related to the patient's principal diagnosis:

HCFA establishes a methodology for classifying specific hospital
discharges within DRGs which ensures that each hospital
discharge is appropriately assigned to a single DRG based on
essential data abstracted from the inpatient bill for that discharge.

(1) The classification of a particular discharge is based, as appropriate, on the
patient's age, sex, principal diagnosis (that is, the diagnosis established
after study to be chiefly responsible for causing the patient's admission to
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the hospital), secondary diagnoses, procedures performed, and discharge
status,

(2) Each discharge is assigned to only one DRG (related.. to the patient's
principal diagnosis) regardless of the number of conditions treated or
services furnished during the patient's stay....

42 C.F.R. § 412.60(c)(l)-(2).

As a condition of payment, HCFA regulations effectively require hospitals to include

ICD-9-CM codes on inpatient bills, which are then used for DRG assignment. Since 1985.

HCFA has required hospitals to use Form HCFA-1450 (also referred to as a "UB-92" or.

formerly, as a "UB-82") as "the prescribed formia for claims" submitted to Medicare tor hospital

inpatient scrvices. See 42 C.F.R. § 424.32(b) (formcrly designated at 42 C.F.R. § 1662). Form

HCFA- 1450 contains fields in which hospitals are to fill in the principal and secondary diagnoses

using ICD-9-CM codes. Thus, HCFA's regulations indirectlyrequire the use of ICD-9-CM

codes through the requirement that hospitals submit claims using Form HCFA-1450.9

Currently, the federal government is responsible for maintaining and updating the ICD-9-

CM codes.'°

By contrast, HCFA regulations expressly require the inclusion of ICD-9-CM codes for
claims for physician services. See 42 C.F.R. 3 42432(a)2).
lS ICD-9-CM codes are derived from the World Health Organizationas (WHO) Intemational

Classification of Diseases system (AICD-). After World War 11. the WHO created the lCD
system for classifying morbidity and mortality information for statistical purposes, indexing
medical records by disease and operations, and facilitating data storage and retrieval. In its
original conception, the ICD system was expected to promote international comparability in
the collection, processing and analysis of mortality statistics.

To streamline storage and retrieval of diagnostic data, the U.S. Public Health Service
(APHS-) and the Veterans Administration began testing the utility of ICD in the context of
hospital coding in 1950, In 1956, the American Medical Association and the American
Medical Record Association conducted a study of the relative merits of coding systems for
diagnostic indexing. Following the study, the major users of lCD for hospital indices
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C. Absent Legal or Regulatory Guidance, Hospitals Follow The Conventions Of
Professional Coders When Preparing Medicare Claims.

Notwithstanding Deputy Attorney General Holder's assertions of "clear and

unambiguous Medicare rules," coding standards have been imprecisely defined, recorded, and

implemented. There are no federal statutes or regulations describing proper coding procedures

or standards for pneumonia Furthermore, as the OIG has long understood, selecting an ICD-9-

CM code depends on industry conventions and the professional judgment and experience of

trained coding personnel:

Processing a Medicare claim for payment commences with the
patient's discharge from the hospital .... At the time of
discharge, the attending physician (I) lists the principal diagnosis,
secondary diagnoses and any inpatient procedures on the front of
the chart; and (2) signs an attestation certifying the correctness of
these statements." The hospital then assigns ICD-9-CM codes to

(continued ... )

consolidated their experiences and published their own adaptation of the ICD system in
December 1959. In 1968, PHS published the Eighth Revision International Classification of
Diseases, Adapted for Use in the United States. This publication eventuaUy became
commonly known as ICDA and was used to code diagnostic data for official morbidity and
mortality statistics in the United States for a number of years.

In February 1977, the National Center for Health Statistics (ANCHSa), a component of the
Centers for Disease Control and part of HHS, convened a committee to provide guidance
and counsel in the development of the ICDA. The committee included representatives of
numerous organizations, including HCFA, WHO, AHA, the American Medical Record
Association, the American Association of Health Data Systems and the American College
of Physicians. The result of these efforts was ICD-9-CM, a clinical modification of WHO=s
Ninth Revision to the ICD. Essentially, the ICD-9-CM modifies the WHO's three-digit ICD
diagnosis codes by adding a fourth and fifth digit where possible, to allow for greater
specificity in classifying diagnoses.

ICD-9-CM has been in use since January 1979, with modifications. At present, a federal
interdepartmental committee chaired by NCHS and HCFA, known as the Coordination and
Maintenance Committee, updates and maintains the ICD-9-CM. Changes to ICD-9-CM are
published annually in the Federal Register.

[The attestation requirement was removed from the Code of Federal Regulations in 1994.
See 59 Fed. Reg. 11003 (March 9, 1994).]
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all diagnoses and procedures for each discharge, using the rules of
the Uniform Hospital Discharge Data Set (UHDDS) and the
coding conventions known to Accredited Record Technicians
(ARTs) and Registered Record Administrators (RRAs), the
professional personnel trained in management of medical records
and use of coding systems. These codes are shown on the 'face
sheet' of the medical record and on the claim for payment from
Medicare.

United States Departmnent of Health and Human Services Office of Inspector General, "National

DRG Validation Study - Special Report on Coding Accuracy," No. OIA-12-88-01010 (Feb. 1,

1988) (emphasis added) (Exh. 7).

Given the absence of a regulatory framework, several resources have helped shape

industry coding convention. First among these sources is the previously discussed International

Classification of Diseases, Ninth Revision, Clinical Modification, Sixth Edition ("ICD-9-CM

Manual"), issued by the Department of Health and Human Services ("HHS"). This publication

sets forth the actual codes and sequencing instructions for use in coding under ICD-9-CM.

A second important source for coding conventions is the Official ICD-9-CM Guidelines.

(Exh. 12). The Official Guidelines are published by PHS and HCFA, and are developed and

approved by HCFA, NCHS, AHA and the American Health Information Management

Association ("AHIMA"). The Official Guidelines set forth general coding principles to assist

coders where the ICD-9-CM Manual does not provide direction,

Another influential source of coding conventions is the Coding Clinicfor ICD-9-CM.

The Coding Clinic is published quarterly by the Central Office of the AHA, in cooperation with

HCFA, NCHS and AHIMA. The Coding Clinic is intended to provide reference for official

coding advice pertaining to questions regarding specific problems encountered during the coding

process.

- - ----
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Additional resources include guidebooks, authoritative texts and journals, and various

digest and periodical articles. See, e-g, F. Brown, JCD-9-CM Coding Handbook; With Answers,

published by the AHA.

Finally, local Peer Review Organizations ("PRO") and Fiscal Intermediaries sometimes

offer guidance on coding matters through local medical review policies, or through the results

and comments made in reviews and audits.

D. Historical Coding Conventions and Practice Are Not Free of Ambiguity

Medical record coding is not governed by federal regulations; rather, it is dependent upon

informal industry convention. This informality creates some ambiguity about appropriate coding

practice. These ambiguities are evident in the cases where a specific code cannot be assigned

and the coder must use an "unspecified" or "other specified" code. Ambiguities also exist about

which information should be used when coding. Changes in published coding instructions, such

as in the case of mixed bacterial pneumonia, are another source of ambiguity.

1. The Distinction Between "Not Elsewhere Classified" and "Not
Otherwise Specified" Is Confusing

The government's theory asserts that code 482.89 (Pneumonia, Other Specified Bacteria)

should rarely be used because "there are specific diagnosis codes for pneumonia-causing types of

bacteria" OIG Semi-Annual Reports to Congress (1997-98).I2 Yet, the difference between

codes for "other specified" conditions and codes for "unspecified" conditions has confused many

coders, especially in the context of pneumonia coding. An "other specific" code is also referred

to as a "not elsewhere classified" or "NEC" code, and an "unspecified" code is also referred to as

a "not otherwise specified" or "NOS" code.

12 A list of ICD-9-CM codes for bacterial pneumonia is attached as Exhibit S.
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When a more specific code is not available, coders are directed to use codes with either

"Not Elsewhere Classified" (NEC) or "Not Otherwise Specified" (NOS) labels. According to

the Official Guidelinesfor Coding and Reporting, NEC codes are used "when the information at

hand specifies a condition but no separate code for that condition is provided." Official

Guidelines at 1.3. NOS codes are to be used "when the information at hand does not permit

either a more specific or 'other' [NEC] code assignment." Id,

In the context of pneumonia, ICD-9-CM code 482.89 (Pneumonia, Other Specified

Bacteria) is an NEC code, and 482.9 (Bacterial Pneumonia Unspecified) is an NOS code. "Other

specified bacteria" (NEC) means that the type of bacteria causing the pneumonia can be

ascertained and "specified," but no ICD-9-CM code corresponds to the particular specified

bacterial pneumonia An "unspecified bacteria" (NOS) means that the type of bacteria causing

the pneumonia cannot be ascertained; all that is known is that the pneumonia is bacterial (as

opposed to viral).

Exacerbating the confusion between NOS and NEC as applied to pneumonia, ICD-9-CM

code 482.83 (pneumonia, other gram-negative bacteria) is considered both an NEC and an NOS

code. Since 482.83 is a subdivision of code 482.8 (Pneumonia due to other specified bacteria),

code 482.83 is considered an "other specified" or NEC code. But, code 482.83 is also defined to

include "gram-negative pneumonia NOS" or unspecified gram-negative pneumonia.13 Under

this latter definition, code 482.83 applies to patients with gram-negative pneumonia where the

exact type of gram-negative bacteria is unknown or unspecified. As such, code 482.83 can be

assigned, even when the exact pathogen is not "specified," as long as the pathogen is known to

'3 St. Anthony=s Publishing, Premier ICD-9-CM Codebool 6th ed. (2001) at 210 (Exhi 8).
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be gram-negative bacteria. The identification of the bacteria as gram-negative makes the

diagnosis an "other specified" (NEC), while the lack of identification of a specific type of gram-

negative bacteria makes the diagnosis "unspecified" (NOS). This subtle distinction significantly

complicates superficially simple concepts.

At least one leading coding treatise has recognized the confusion created by NEC and

NOS codes. In her coding handbook, published by the AHA, Faye Brown noted "Although their

meanings appear simple, fNEC for not elsewhere classified and NOS for not otherwise specified]

are often misunderstood and misapplied by coders." F. Brown, ICD-9-CM Coding Handbook;

With Answers (1991) at 17 (Exh. 9). Because articulating the distinction between "other

specified" and "unspecified" is difficult for even experienced coders, there is little doubt why

some coders have been confused. While some coders are reluctant to admit that they do not

understand the distinction, such reluctance can impair a hospital's ability to present a defense to

an FCA allegation.

The likelihood of confusing "unspecified" and "not otherwise specified" is illustrated by

an April 8, 1992 letter from the Morbidity Classification Branch Chief of the PHS to a health

care industry consultant. Discussing proposed modifications to the ICD-9-CM codes for

pneumonia, the PHS official wrote in part:

As you can see, under the proposed modifications, gram negative
pneumonia NOS [not otherwise specified] will be assigned to
482.83, while gram positive pneumonia NOS will be assigned to
482.89. Both types of bacterial pneumonia are currently assigned
to 482.8, since the ICD-9-CM currently makes no distinction
between the two.

reowa. ---- '
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Exh. 6, Letter to F. Keifer from S. Meads, dated April 8, 1992. This letter shows that even the

Branch Chief of PHS has confused pneumonia NOS and pneumonia NEC, because, contrary to

the letter, 482.89 is an "other specified" or NEC diagnosis.

2. Medicare Policy and Coding Authorities Direct Coders To
"Thoroughly Review" The Entire Medical Record To Select Most
Specific ICD-9-CM Code Possible

In some instances, an admitting physician describes a patient's illness as "pneumonia" in

the medical record, but does not state whether the patient has a viral or a bacterial pneumonia. In

other instances, the physician describes the patient's illness as "bacterial pneumonia," but does

not further describe the organism or type of organism. The government now contends that in the

first scenario, ICD-9-CM code 486 (Pneumonia, Organism Unspecified) must be selected

because the physician failed to state whether the pneumonia was viral or bacterial. In the second

scenario, the government now contends that ICD-9-CM code 482.9 (Bacterial Pneumonia

Unspecified) must be selected because the physician failed to state the specific bacterial

organism that caused the pneumonia. In these contexts, the government has accused hospitals of

FCA violations for failure to use 486 and 482.9 (each of which leads to DRG 89).

The government's position is correct that if nothing is known other than that the patient

had "pneumonia" or "bacterial pneumonia," then ICD-9-CM 486 and 482.9, respectively, are

appropriate. Overlooked by the government's theory, however, is the fact that a review of the

entire medical record often turns up significant information beyond what is contained in the

limits of a physician's written diagnostic statement. In fact, reviewing the entire medical record

(including information related to treatment, response to treatment, symptoms, laboratory results,

and patient demographic information) can assist in coding a diagnosis of pneumonia with greater
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specificity than the imprecise and generic statements of "pneumonia" or 'bacterial pneumonia.'

See F. Brown, ICD-9-CM Coding Handbook; With Answers (1997) at 33-34 (Exh. 11).

The government's position on coding is based on the premise that medical records

personnel may not select an ICD-9-CM code based on information in the entire medical record.

Rather, the coders are limited to the physician's statements of the patient's diagnosis in the

medical record. As discussed below, the government's position can be criticized on two separate

bases: (1) hospitals have not defrauded Medicare when, after thoroughly reviewing the medical

records, they selected the most specific ICD-9-CM code corresponding to the physician's

pneumonia diagnosis; and (2) many coding authorities - including government publications-

instructed hospital coders to review the entire medical record (not just the physician's

statements) to select the most specific pneumonia ICD-9-CM code possible.

First, the Medicare prospective payment system was designed to reimburse hospitals

based on the hospital resources typically consumed in treating patients with a particular

diagnosis. See 42 U.S.C. § 1395ww(dX4)(B) (directing Secretary to assign "an appropriate

weighting factor" to each diagnosis-related group "which reflects the relative hospital resources

used with respect to discharges classified within that group compared to discharges classified

within other groups"). Therefore, determining a patient's true condition by reviewing the entire

medical record is consistent with the intent of the prospective payment system. Indeed, if one

can determine that a patient probably had a type of pneumonia for which Medicare reimburses

under DRG 79 based on a review of the entire medical record, then Medicare would have paid

what it was supposed to pay. It appears incongruous to accuse a hospital of having violated the

FCA by attempting to code a patient's actual medical condition based on the entire medical
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record, through review of the patient's symptoms, the treatment provided, the response to

treatment, laboratory results, and patient demographic characteristics while insisting on

accuracy.

Moreover, the precise bacterial organism is not always clinically relevant to a physician,

even though it is relevant to the hospital. For the physician's purposes, it may often suffice to

document the condition as 'pneumonia" or "bacterial pneumonia." Because greater specificity

in diagnosis coding is required for reimbursement purposes than may be required for treatment

purposes, however, the documentation needed for proper treatment and the documentation the

government now contends is necessary for Medicare reimbursement may not always coincide.

Accordingly, relying solely on what the physician has documented may lead to reimbursement

levels different from what Medicare was designed to pay if the record is not thoroughly

reviewed.

Second, the government position that coding may only be based on the physician's own

statements, without considering the entire medical record; conflicts with coding industry

practices and authorities instructing otherwise. In fact, although some coding authorities support

the government's position, there are many leading coding authorities that direct coders to review

the entire medical record to determine the most specific ICD-9-CM code consistent with the

physician's diagnosis. See, e.g., Official 1CD-9-CM Guidelinesfor Coding and Reporting at 1.3;

AHA, Coding Clinic (First Quarter, 1994) at 17-18; AHA, Coding Clinic (Third Quarter, 1994)

at 10; F. Brown, 1CD-9-CMCoding Handbook With Answers (1994) at 34 (Exh. 10). These

authorities are discussed below.
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As a reimbursement proposition, the government's position is supported by the Second

Quarter, 1998 edition of the Coding Clinic which restricts coding to the treating physician's

diagnostic statements. According to this edition of the Coding Clinic, if a physician's diagnostic

statement merely states "pneumonia," then the coder must use 486 (Pneumonia, Organism

Unspecified). The Second Quarter, 1998 Coding Clinic also suggests that coders ask treating

physicians to supplement their diagnostic statement in the medical record if a more specific

diagnostic code would be supported by the medical records. 14 Of course, even though HCFA is

one of the Cooperating Parties for the Coding Clinic, that publication is not a statement of law or

binding regulation.

On the other hand, the regulatory definition of "principal diagnosis" indicates that coders

should "study" the medical record to determine the most specific code applicable to the

diagnosis. "Principal diagnosis" is defined as "the diagnosis established after study to be chiefly

responsible for causing the patient's admission to the hospital." 42 C.F.R. § 412.60(c)(1)

(emphasis added). The regulation does not, however, specify what is meant by "after study," but

that language appears to indicate, at least, that the medical record should be reviewed to

determine the proper diagnosis.

Other coding authorities more explicitly directed coders to go beyond the physician's

diagnostic statements to ascertain the most specific ICD-9-CM code supported by the entire

medical record. While coders were only to code pneumonia if the physician made a diagnosis of

pneumonia, coding authorities told coders to scrutinize the medical records to determine the most

specific pneumonia ICD-9-CM code. For instance, the government's Official ICD-9-CM

14 AHA, Coding Clinic, (Second Quarter, 1998) at 3-6.

re -x11 -Z 2!



300

Special Report to AHA on Inpatient Pneumonia Coding Prepared by Joner Day

Guidelines For Coding And Reporting advised coders to review the entire medical record to

select the most specific code possible, and directed coders not to use "unspecified" codes (such

as 486 and 482.9) unless a thorough review of the medical record fails to disclose a more specific

code for the diagnosis in question. Guidelines 1.2 and 1.3 of Official ICD-9-CM Guidelines For

Coding And Reporting provide in part:

* Guideline 1.2: "Diagnostic and procedure codes are to be used at their highest level of
specificity."

* Guideline 1.3: "Codes labeled 'otherwise specified' (NEC - not elsewhere classified) or
'unspecified' (NOS -not otherwise specified) are used only when neither the diagnostic
statement nor a thorough review of the medical record provides adequate information to
permit assignment of a more specific code."

Health Care Financing Administration, Official ICD-9-CM Guidelines For Coding And

Reporting (1997) (emphasis added). Guideline 1.2 creates a presumption against the use of

codes 486 and 482.9, and Guideline 1.3 directs coders not to use 486 and 482.9 unless a

"thorough review of the medical record" fails to provide adequate information to permit

assignment of a more specific code. In plain words, coders are directed to review thoroughly a

medical record to determine the most specific ICD-9-CM code to use. In short, a cryptic

diagnostic statement by a physician does not end the coder's obligation to review the medical

record and identify, where possible, a code at the "highest level of specificity." See id.

The Coding Clinic has repeated the instruction in Guideline 1.3 that an "unspecified"

code (such as ICD-9-CM codes 486 and 482.9) should not be used unless a "thorough review of

the medical record" fails to provide adequate information to support a more specific code. See,

e.g., January-February, 1986 (quoting Guideline 1.3); First Quarter, 1997 (same). The Third

Quarter, 1994 Coding Clinic addressed the issue of ICD-9-CM code selection in cases in which
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"[a] patient is discharged with the diagnosis of pneumonia; however, the physician's diagnostic

statement does not specify the organism." In response, the Coding Clinic stated:

Code assignment is always based on the physician's diagnostic
statement. If the physician has not specified the organism, then
code 486, Pneumonia unspecified, should be assigned. All code
assignments should be based upon the medical record
documentation; therefore, it is inappropriate to assume the
presence of an organism when the documentation cannot support
the code assignment.

* * *

As stated in the January-February, 1986 Coding Clinic and the
official coding guidelines (Guideline 1.3) unspecified codes '. . .
are used only when neither the diagnostic statement nor a thorough
review ofthe medical records provides adequate information to
permit assignment of a more specific code.' An unspecified code
should be assigned when the information at hand does not permit
either a more specific or 'other' code assignment.

Third Quarter, 1994 Coding Clinic (emphasis added). Though not free of ambiguity, this

guidance appears to advise coders that: (I) a physician's diagnostic statement of pneumonia is

required to code pneumonia; and (2) the coder must review medical record documentation to

determine which specific pneumonia code is appropriate.

As early as 1994, the Coding Clinic called upon coders to conduct a thorough review of

the medical records to identify the most specific pneumonia code. The First Quarter, 1994

edition of the Coding Clinic considered the question: "Is code 482.89, Other bacterial

pneumonia, the correct code assignment for a patient with pneumonia and a gram stain

identifying gram positive cocci?" The Coding Clinic responded:

No, code 482.89, Other bacterial pneumonia, Other specified
pneumonia, should not be assigned solely on the basis of a gram
stain. A sputum gram stain finding of gram-positive cocci is not
necessarily indicative of a bacterial pathogen and, therefore, should
not be coded as a specified cause of bacterial pneumonia without
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flurther chart documentation or definitive sputum cultures. If the

physician states that the patient had a bacterial pneumonia without
further specification, assign code 482.9, Bacterial pneumonia
unspecified. If the physician does not specify an etiology, code
486, Pneumonia, organism unspecified, should be assigned.

First Quarter, 1994 Coding Clinic (emphasis added). Thus, the Coding Clinic instructs coders

that the selection of a specific code corresponding to a particular bacterial pneumonia can be

based on further "chart documentation or definitive sputum cultures," sources which are

expressly not limited to "physician statements." The direction in the final two sentences of the

response, that coders should use "unspecified" codes of 482.9 and 486 where the physician fails

to specify the type of bacteria or etiology, apparently only applies to the situation where a more

particular code is not ascertainable from the medical record or a definitive sputum culture.

Authoritative texts also instructed coders to determine the ICD-9-CM code based on a

thorough review of the medical record to achieve greater specificity than provided in the

physician's diagnostic statement. As one leading text states in pertinent part:

The source document for coding and reporting diagnoses and procedures is the medical
record. Although discharge diagnoses are usually recorded on the face sheet or the

discharge summary of the record, further review of the medical record is needed to
ensure complete and accurate coding. Operations and procedures often are not listed on

the face sheet or are not described in sufficient detail, making a review of operative
reports, pathology reports, and other special reports imperative.

If there is enough information to make it likely that an additional diagnosis should be

reported, the physician should be consulted; no diagnosis should be added without the
approval of the physician.

[D]iagnoses are not always recorded with sufficient information for required specificity

in coding. A diagnosis of pneumonia may not indicate the organism responsible for the
infection; a review of diagnostic studies of the sputum may provide this information. A

diagnosis of fracture may indicate the bone but not the particular part of the bone,
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information necessary for accurate code assignment; the X-ray report will provide this
information. A diagnosis of myocardial infarction may not specify the wall affected; the
electrocardiogram report includes this information. It is appropriate to use medical
record information to provide more specificity in coding without obtaining concurrence
from the physician.

[The text then offers four examples] "that are often recorded with less-than-complete
information but can be coded more specifically by reference to diagnostic reports within
the medical record," [including:]

Diagnosis: Pneumonia 486
Laboratory Report: Klebsiella present in sputum 482.0

F. Brown, ICD-9-CM Coding Handbook With Answers (1997) at 33-34 (Exh. 1). According to

this text, while a coder may not determine a diagnosis without physician approval, a code may be

assigned for that diagnosis using "medical record information to provide more specificity in

coding without obtaining concurrence from the physiciam" 5

Therefore, according to this text, if a physician's diagnostic statement merely provides

"pnreumonia" or "bacterial pneumonia," a coder should review the entire medical record to

identify a more specific ICD-9-CM code for pneumonia. In the textbook's example, where the

physician's diagnostic statement simply stated "pneumonia" and a lab result indicated specific

bacteria, the coder was instructed to use the code corresponding to that specific bacteria. Both

the textbook's general guidance - and its specific example on pneumonia coding - directly

contradict the coding premise of the government's investigative theory.

5 Until September 1, 1995, a HCFA regulation required the admitting physician to attest that
the "narrative descriptions of the principal and secondary diagnoses and the major

-procedures performed are accurate and complete." 42 C.FR. 3 412.46 (1994). While the
regulation was in effect, if a coder believed that a more specific pneumonia code applied
than the code appearing on the attestation, it may have been appropriate to obtain a revised
attestation before finalizing the coding change. F. Brown, ICD-9-CM Coding Handbook
With Answers (1 994) at 34 (Exh. 10).
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The significant industry guidance that directed coders to supplement the physician's

diagnostic statement with a review of the entire medical record is not contradicted by any

Medicare rule or regulation. Indeed, there is no regulation that restricts diagnosis coding to the

physician statement Absent such a legal restriction, accurate coding requires the coder to review

and consider all available information in order to choose the most accurate code possible.

3. Coding Instructions Changed For Mixed Bacterial Pneumonia

Changes in the instructions regarding coding for mixed bacterial pneumonia also caused

confusion among many hospital coders. The Third Quarter, 1988 Coding Clinic provided

instructions regarding the coding of mixed bacterial pneumonia that were 'superseded" by the

Second Quarter, 1997 Coding Clinic. The Third Quarter, 1988 Coding Clinic stated that the

"diagnoses of gram-negative pneumonia, probable gram-negative pneumonia and mixed

bacterial pneumonia should be assigned to ICD-9-CM Code 482.8 (now 482.89], Pneumonia due

to other specified bacteria," resulting in DRG 79. Nine years later, the Second Quarter, 1997

Coding Clinic reversed this 1988 instruction as to mixed bacterial pneumonia, and advised that

code 482.9 (Bacterial Pneumonia Unspecified), which results in DRG 89. should be used when

the diagnosis cannot be determined with any greater specificity than mixed bacterial pneumonia.

The Coding Clinic noted that "[t]his advice supersedes advice published in Coding Clinic, Third

Quarter 1988, page I t" Second Quarter, 1997 Coding Clinic.

A government challenge to the coding of mixed bacterial pneumonia cases prior to the

second quarter of 1997 reasonably can be defended on the grounds that coders were following

express instructions then in effect. Even after the second quarter of 1997, it is unreasonable to
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expect that all hospital coders immediately learned of the change in coding convention as

expressed in the Coding Clinic, and that publication is neither a law nor a Medicare requirement.

E. Many Coding Errors Do Not Have Reimbursement Consequences

Depending on the facts, a hospital may also have defenses available that coding errors

identified by the government did not result in billing errors. A number of different pneumonia

ICD-9-CM codes lead to DRO 79. Accordingly, even if the government has identified an error

in ICD-9-CM coding, the provider should still review the medical record to determine whether

the coding error actually resulted in an incorrect payment.

For example, the government has challenged many hospitals' usage of ICD-9-CM 482.89

(Pneumonia, Other Specified Bacteria) in cases when the hospital could legitimately have

assigned code 482.83 (Pneumonia, Other Gram-Negative Bacteria). Both 482.89 and 482.83

result in DRG 79 reimbursement. Therefore, the alleged coding error did not lead inevitably to

an increase in reimbursement to the hospital.

The Third Quarter, 1988 Coding Clinic set out a number of clinical factors that support a

diagnosis of gram-negative pneumonia:

The findings in a debilitated, chronically ill, or aged patient that
suggest a complicating gram-negative pneumonia include: (I)
worsening cough, dyspnea, reduction of oxygen level, (2) fever,
(3) purulent sputum, (4) patchy infiltration on chest x-ray (in
addition to those previously noted densities caused by a primary
underlying disease), and (5) elevated leukocyte count or a normal
count in aged and debilitated patients.... Gram negative
pneumonia usually appears as a complication of anesthesia,
surgery . . ., trauma, or various chronic illnesses, such as cardiac
failure, advanced carcinoma, uremia, or alcoholism. Gram-
negative pneumonia is a common complication of COPD and
immunosuppressive states.
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Third Quarter, 1988 Coding Clinic; see also L. Tierney, M.D., S. McPhee, M.D. & M.

Papadakis, M.D., Current Medical Diagnosis & Treatment (1997) at Table 9-8. Where these

clinical factors are present and suggest a gram-negative pneumonia, hospitals can take the

position that using ICD-9-CM code 482.89, even if inaccurate, did not result in increased

payment because the ICD-9-CM code for gram-negative pneumonia [482.83] is also assigned to

DRG 79.

One reason that some coders used 482.89 instead of 482.83 to code gram-negative

pneumonia cases may have been confusion engendered by the Third Quarter, 1988 Coding Clinic

and a 1992 redesignation of pneumonia ICD-9-CM codes. As noted above, the Third Quarter,

1988 Coding Clinic instructed coders to assign the ICD-9-CM code for pneumonia due to other

specified bacteria, which is now 482.89, to gram-negative pneumonia cases. In 1988, code 482.8

was the code for pneumonia due to other specified bacteria. On October 1, 1992, the ICD-9-CM

codes were restructured, and former code 482.8 was divided into four new codes including:

482.83 (Pneumonia, Other Gram-Negative Bacteria) and 482.89 (Pneumonia, Other Specified

Bacteria). Thus, after October 1, 1992, pneumonia due to unspecified gram-negative pneumonia

should have been coded to 482.83. Because the Third Quarter, 1988 Coding Clinic stated that

gram-negative pneumonia should be assigned to the then-existing code for pneumonia due to

other specified bacteria, some coders after 1992 used 482.89, persisting in using the code for

other specified bacterial pneumonia. Such coders were apparently unaware that newly created

482.83 had been created for unspecified gram-negative pneumonia, and could have employed

that code. Hospitals under investigation for alleged excessive usage of 482.89 should determine
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whether coders believed this code was the code to use for cases of probable gram-negative

pneumonia.

F. Significance of Physician Attestation

Until September I, 1995, hospitals were required to obtain a signed attestation from the

attending physician certifying the principal diagnosis, secondary diagnoses and the names of any

major procedures performed. The attestation provided:

I certify that the narrative descriptions of the principal and
secondary diagnoses and the major procedures performed are
accurate and complete to the best of my knowledge.

42 C.F.R. § 412.46 (1994). HCFA explained this requirement as a protective mechanism to

ensure the validity of the data on each claim. During the time the regulation was in effect,

HCFA 'believed that the physician was in the best position to attest to th[at] information." See

60 Fed. Reg. 45778, 45807 (1995). Thus, HCFA believed, if the physician attested to the data

included in the hospital claim, the accuracy of that claim could be accepted.

In an effort to reduce the administrative burden on physicians, HCFA eliminated the

requirement that a physician attest to the validity of each individual hospital claim submitted.

See 60 Fed. Reg. at 45779. Many hospitals, however, continued to obtain signed physician

attestations similar to those formerly required by regulation with each Medicare claim submitted.

Depending on the facts and circumstances, the signed physician attestations may provide

some hospitals with a defense, at least as to certain challenged claims. If the attending physician

attested to the validity of a diagnosis or ICD-9-CM code set forth on a face sheet before the

claim is submitted for payment, the attestation provides ample support for the hospital's coding

and would undermine any notion that the hospital violated the FCA.
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G. Reasonable Reliance Upon Advice of Consultants

It is eminently reasonable for healthcare providers to seek guidance from qualified

consultants to help prepare, review and submit claims to Medicare on behalf of the provider.

The complex and ever-changing web of rules relating to Medicare claims submission all but

demands that even the most sophisticated hospitals seek specialized expertise. The use of such

consultants in many cases arises from a hospital's desire both to comply with the Medicare

billing rules and to ensure that the hospital receives all the reimbursement to which it is entitled

for patient care. Indeed, those charged with managing a hospital have fiduciary duties to ensure

the hospital receives the fMll payment to which it is entitled, in addition to their obligations to

follow the law.

A hospital's good faith reliance on the advice of an expert coding consultant may afford a

defense to a FCA violation. 6 The FCA imposes liability on one who "knowingly" presented or

caused to be presented a false or fraudulent claim for payment See 31 U.S.C. § 3729(a). A

hospital that engaged a qualified expert billing consultant to assist in coding, to ensure that

inpatient claims were accurately presented and properly submitted, can argue that it did not

"knowingly" submit a false claim, even if the government now attacks the claim as mis-coded.

Hospitals can press that good faith reliance on a qualified consultant demonstrates a lack of

fraudulent intent On the other hand, the reliance on a consultant defense would not be available

where a hospital knowingly relied upon dubious advice. See United States v. Lorenzo, 768 F.

6 Cases outside the healthcare context hold that reasonable reliance on consultants is a defense
to fraud or other culpable conduct. See, e.g., Sammons v. Commissioner, 838 F.2d 330, 337
(9th Cir. 1988); Wehri v. Security Bank of Hebron, 212 B.R. 963 (D.N.D. 1997); Vaughan v.
Murray, 116 BIR 473 (E.D. Va. 1990); Ewing v. Commrissioner, 91 T.C. 396,423-24
(1988).
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Supp. 1127, 1132 (E.D. Pa. 1991) (provider liable under FCA, where provider knew that

consultant's advice was based on incomplete portrayal of the facts).

Although there are thus many factual issues to consider in preparing a defense based on

"good faith reliance," the defense should be available where a provider relied in good faith on a

qualified consultant.

111. AFFIRMATIVE COMPLIANCE MEASURES

By now, most hospitals have implemented a compliance program. Whether pursuant to a

hospital's formal compliance program or otherwise, there are a number of affirmative

compliance measures that hospitals should consider in connection with pneumonia coding.

These measures include: (I) reviewing current pneumonia coding practices; (2) conducting a

self-review of past pneumonia cases; and (3) making refimds to Medicare in the event the

hospital concludes it was overpaid for pneumonia cases. While these compliance measures are

discussed here in the context of pneumonia, they also provide a basis for hospitals to review

other areas of government inquiry that pose a risk of coding error, such as septicemia (DRG

416).

Each of the topics discussed below warrants a more complete discussion and analysis that

is beyond the scope of this document. Only the key considerations and basic points are

addressed here. Hospitals should confer with qualified counsel for legal advice, and should read

the discussion below to help them identify issues.to discuss with their counsel.

A. Review Current Coding Practices and Operations

In light of the attention the government's Pneumonia Coding Project has received and the

clarifications to pneumonia coding conventions set forth in the Second Quarter, 1997 and Second

Quarter, 1998 editions of the Coding Clinic, the government now expects hospitals to be coding
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pneumonia cases based solely on the physician's written diagnostic statement (which the

physician may supplement based on coder inquiry). Similarly, the government now expects

hospital coders to distinguish correctly 482.89 (Pneumonia, Other Specified Bacteria) from 482.9

(Bacterial Pneumonia Unspecified), and to make the other fine distinctions among the ICD-9-

CM pneumonia codes.

Accordingly, hospitals should consider undertaking compliance measures to ensure and

document that their coders have a good understanding of current pneumonia coding standards.

This can be accomplished through inservice training, evaluation by qualified outside consultants,

or having compliance department personnel discuss pneumonia coding with the medical records

staff to ensure that the coders feel confident. Education of the medical staff is also beneficial so

that their diagnostic statements can be as accurate as possible.

As an additional measure, hospitals should consider monitoring and auditing for a period

of time all claims coded with 482.83 or 482.89, or with DRG 79. Such monitoring will validate

and document that the coders have a competent grasp of current pneumonia coding standards.

As noted, this review of current coding measures need not be limited to pneumonia.

Although the educational message can be diluted if hospitals attempt to squeeze too many

different topics into the inservice training, hospitals may wish to select other difficult to code

conditions that can create a potential for allegations of 'upcoding," such as diagnostic codes

relating to DRGs 416 (septicemia), 296 (nutritional and miscellaneous metabolic disorders) and

127 (heart failure and shock).
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B. Evaluate Whether Self-Review Of Past Coding Is Warranted

Hospitals may wish to evaluate whether a review of their past pneumonia coding

practices is warranted. An important component of compliance is to correct past instances of

regulatory noncompliance that are known to the hospital. Indeed, ifaMedicare provider knows

that it has received overpayments by Medicare, it may be required to disclose the overpayment to

the fiscal intermediary. The Medicare Fraud and Abuse Statute prohibits the knowing failure to

disclose the 'occurrence of any event affecting [one's] initial or continued right to ...[a)

payment... with intent fraudulently to secure such... payment...either-in greater amount than is

due or when no such...payment is authorized." 42 U.S.C. § 1320a-7b(a)(3). Though the statute

is awkwardly worded, the government has interpreted it to mean that it is a felony for a

healthcare provider to fail to disclose an overpayment from a federal health program even if the

provider was not the cause of the overpayment. See HHS-OIG Compliance Program Guidance

for Hospitals, 63 Fed. Reg. 8987, 8998 (Feb.23, 1998). As noted, the statute only applies where

a provider has "knowledge' that it has been overpaid.

In some cases, past regulatory noncompliance may not necessarily be known, but there

may be indications of one kind or another indicating past regulatory noncompliance. If the

indications are great enough, then hospitals may feel they are on "inquiry notice" sufficient to

warrant a further self-review. Obviously, the particular facts and circumstances will determine

whether a self-review is warranted.

Another reason to determine whether a self-review is warranted is to anticipate a possible

*goverunent investigation of pneumonia coding. A hospital that conducts a self-review of

pneumonia coding- (or other coding), determines that it has been overpaid, and refunds an
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overpayment, ought to be viewed more favorably by the government than an otherwise similarly

situated hospital that did not take such compliance measures. 17 Some hospitals and their

attorneys, however, report that they did not appear to have received more lenient treatment due

to their self-reporting. Indeed, in some instances, internal reviews and disclosures may have

provoked investigations that might not otherwise have occurred. The government should be held

to its assurances of lenience and should be more accommodating with providers hito have taken

such affirmative compliance measures, as a matter of fairness and sound public policy.

Following an assessment of current coding practices, a hospital may find a self-review of

past coding is warranted. If the hospital's coders do not understand well the intricacies of

pneumonia coding and have been at the hospital for some time, there is a possibility of prior

inaccurate coding.

In addition, hospitals may wish to compare their utilization of DRG 79 and ICD-9-CM

codes 482.83 and 482.89 against national, regional or state norms. Hospitals whose past usage

of such codes substantially exceeded national norms may be subject to government investigation,

and may wish to conduct a sclf-review. Many state hospital associations, consulting firms, and

Peer Review Organizations have readily accessible information about state and national DRG

utilization averages, which can be used by hospitals for compliance comparisons in their state or

region. Utilization studies should also consider changes in code utilization from year to year. A

significant increase or decrease in the use of a given code may indicate that further review is

necessary.

17 See HHS-OIG Compliance Program Guidance for Hospitals, 63 Fed. Reg. 8987, 8998 (Feb.
23, 1998); see also DOJ Guidelines at 4.
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A review of the historic coding process may also indicate that a self-review is warranted.

For instance, some hospitals may discover that in the past they outsourced the coding function to

a consultant or otherwise relied upon the input or advice of an outside consultant To the extent

the consultant had an incentive under the compensation arrangement to maximize reimbursement

without a corresponding financial incentive to identify overpayments, the consultant's advice

may have been tainted. Obviously, not all consultants paid on a contingency basis provided

faulty advice. Moreover, some consultants have considerable experience and enjoy excellent

reputations for high quality work, and their use would not raise concerns. Depending on the

facts and circumstances, however, the past use (or non-use) of consultants is a factor to consider

in determining whether a self-review is warranted.

Hospitals that used in-house resources to code may also conclude from investigating the

historic coding process that a self-review is warranted. Coders may disclose, for example, that

they believe that they or their peers did not understand how to code pneumonia cases correctly or

that their manner of coding did not conform to the government's current position on coding.

Again, depending on the particular facts and circumstances, a hospital may conclude that it

should conduct a self-review.

C. Performing A Self-Review

Once it is determined that a self-review of past pneumonia coding is warranted, there are

a number of issues that must be considered before such a review is undertaken. For example,

should the review be privileged? Who should review the charts? What is the scope of the

review? What is the proper standard for reviewing charts? A hospital that launches a self-

review without first addressing these issues may incur considerable time and expense later
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redoing or fixing an improperly conducted self-review. In addition, a poor experience

conducting a pneumonia self-review could have the unfortunate effect of deterring an institution

from undertaking important self-reviews in the future.

1. Privileged and Non-Privileged Reviews

An initial issue to consider is whether the self-review should be performed under the

direction of legal counsel. Of course, self-reviews can be done without the assistance of counsel,

and many compliance reviews are routine business operations that do not involve legal counsel.

Many hospitals conduct non-privileged "compliance reviews" as part of their compliance

program and may decide to review their pneumonia coding as part of that process. Further,

reviews done with the expectation that the results will be disclosed to the government (e.g.,

reviews mandated by a corporate integrity agreement) are not likely to be privileged, even if

done under the direction of counsel.

In the context of a pneumonia coding self-review, engaging legal counsel can add

additional protections that may be advisable. Since pneumonia coding is an active area of

enforcement, pneumonia self-reviews directed by counsel - unlike routine compliance reviews

conducted in the ordinary course of business - would seemingly be protected under both the

attorney-client privilege and attorney work product doctrine. As the Supreme Court has noted,

the purpose of the attorney-client privilege is to encourage individuals to communicate with and

provide information to an entity's lawyer, so the lawyer can provide the best possible legal

advice. See Upjohn Co. v. United States, 449 U.S. 383, 390 (1981). Communications with

internal legal resources, such as the General Counsel's office, are also afforded the protections of
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the attorney-client privilege as long as the lawyers can demonstrate that they were acting as

attorneys and not as business advisers. "8

2. Identifying The Review Team

After determining whether the self-review will be conducted on a privileged basis,

hospitals must decide who will conduct the review. Should it be performed using internal

resources or external resources? Issues of expense and professional competence are obviously

relevant. The use of hospital employees may pose some problems if the reviewers are too close

to the individuals who did the original coding or set historic coding practices. Even where such a

concern is not justified, some hospitals prefer to use an outside consultant rather than internal

resources in the belief that the findings of the self-review would have greater credibility if

investigated by the government. When the review is being conducted under the direction of

counsel, the attorneys need to engage and give instruction to either the internal or external

reviewer.

The review team should include individuals with expertise in coding, auditing, and the

relevant clinical issues. A single coder, nurse or physician may have all the necessary skill sets,

but in some instances it may be preferable to have a team conduct the review.

3. Setting The Review Parameters

Before commencing the review, the review team should discuss and agree upon the

parameters of the review. The parameters of the review should be recorded in a work plan that

clearly identifies the codes to be reviewed, the standards to be applied by the reviewers, the time

I Some courts, however, have noted difficulty in determining whether an in-house attorney is
providing (privileged) legal advice or whether the attorney is providing business or
operational advice (which would not be privileged). See, e.g., United States Postal Service
v. Phelps Dodge Refining Corp., 852 F. Supp. 156, 160 (E.D.N.Y. 1994).

OrA- coo0 -.. CO - -- 3'
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period under scrutiny, sampling and extrapolation plans, fact gathering beyond medical record

reviews, and the format of the final report.

The work plan should clearly identify the coding standards that the reviewers win apply.

As discussed above, coding guidance has not been consistent as to whether coding may be based

on a review of the entire medical record to determine the most specific pneumonia code or

whether coding must be based solely on the physician's written diagnostic statement which may

not have the necessary specificity to allow for coding for the patient's actual pneumonia

pathogen. Since pneumonia coding conventions have changed over time, the reviewers should

apply the correct standards for the time period in question. Otherwise, the self-review would be

either too lenient or too harsh. Guidance on pneumonia coding from the local PRO and Fl

should also be considered to assist in determining the standards for review. Both PRO and Fl

general communications and memoranda, and specific communications to the hospital (e.g.,

correspondence and results of audits and reviews) should be considered.

The work plan should also identify the time frame for review. As a general rule, HCFA's

Hospital Manual suggests that in the absence of fraud, hospitals are liable for recoupment of

Medicare overpayments within four years of the payment determination. See Hospital Manual §

488. This is not to say that all self-reviews should go back four years, but that period has a

reasonable basis in the regulations, A hospital's particular facts and circumstances may point to

a particular time frame to review, such as a time period determined by changes in hospital

operations or personnel, the presence of particular coding consultants, or sudden shifts in the

frequency of DRG 79 or particular ICD-9-CM codes.

Feur 200 -
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Sampling and extrapolation decisions should be made before the commencement of a

self-review. Thc hospital's reviewers should determine whether they will be reviewing all cases

under review, or just review a sample that will be projected over a wider universe of claims.

While situations vary, it may make sense to review initially a probe sample to determine whether

a full review is necessary.

The work plan should also identify the facts to be gathered beyond the medical records.

Hospitals should consider interviewing coders, those involved in the hiring and management of

coding consultants, as well as others who may have relevant knowledge within the hospital.

These individuals' accounts of how pneumonia cases were coded may help determine the nature

of any disclosure to be made and will also help a hospital understand its potential vulnerability.

If attomeys are hired to provide legal advice and direct these interviews, the attomey-client

privilege and work product doctrine protections will be available. Conducting interviews and

taking notes of such interviews outside of a privileged context can unnecessarily result in the

creation of inculpatory evidence and may require disclosure of sensitive information. Consider

also whether employecs arc more willing to be candid where their statements arc not subject to

the privilege. Beyond the coder interviews, prior consulting advice and prior PRO audits (if any)

should be reviewed.

Finally, consultants or in-house personnel preparing reports should be cautioned against

reaching legal conclusions, such as whether the hospital committed "fraud," or violated the FCA.

Whether the hospital committed fraud or violated the FCA are legal conclusions, not factual

findings. Internal review reports should focus on objective facts and analysis (e.g., does the

medical record and/or physician's diagnostic statement support the code selected or another code

FA,-.- MA I
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leading to the same DRG payment?). Needlessly stating in a report that the hospital may have

violated the FCA, without full consideration of all facts and potential defenses, can be unfairly

prejudicial to a hospital. Similarly, recommendations for employee discipline or legal claims

against previous consultants are generally inadvisable in such reports.

D. Disclosing and Refunding Overpayments to Medicare

If a hospital determines, following a self-review, that it has been overpaid, there are a

number of means by which the hospital may disclose the overpayment. Repayments related to

the correction of mistakes, absent fraud and or intentional misconduct, can and should be made

promptly to the entity responsible for claims processing and payment (i.e., the fiscal intermediary

in the case of Medicare). Repayments under these circumstances can be made without the

involvement of law enforcement agencies. Such a disclosure should identify the claims for

which the refund is being made or at least the relevant time period. If the refund was calculated

based on a projection of the review of a sample of claims, then the methodology for making the

calculation should be disclosed as well. The disclosure should also discuss the training,

monitoring and other affirmative compliance measures being undertaken to ensure accurate

pneumonia coding in the future and/or identify reasons why the hospital believes there is no

basis for continuing concern regarding pneumonia coding.

If the hospital's pneumonia coding conduct potentially involved fraud or FCA violations,

however, it may be appropriate or prudent to disclose to the local United States Attorney's Office

and to the 0IG, either under the OIG's formal Self-Disclosure Protocol or otherwise. Qualified

counsel can advise hospitals on the 'who, what, when and how" of such self-disclosures.

1.February 2061 7TV
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IV. CONCLUSION

The government is devoting considerable resources to its Pneumonia Coding Project.

Both civil and criminal pneumonia coding investigations are underway. Depending on particular

facts and circumstances, hospitals may have a number of defenses to FCA allegations, and

should confer with qualified counsel. Hospitals may be able to contest the coding standards and

approaches applied by the government or develop defenses from the particular facts within the

hospital. In addition, there are a number of affirmative compliance measures that hospitals may

wish to consider implementing before any government inquiry begins. Prompt repayment of any

determined overpayments, however, should always be made by the hospital.

rewnausy Sm, 'I
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In October 1999, the Department of Justice advised York Hospital, York, Pennsylvania,
that it had decided to decline prosecution of a case involving allegations of inappropriate
billings from the emergency department. The case originated as a qui tam action by a
former emergency department physician. A nuisance settlement in the amount of
$5,000.00 was entered into with the physician. The DOJ and hospital entered into a
settlement agreement and agreed to a voluntary dismissal.

This decision followed an investigation by DOJ lasting approximately a year-and-
a-half; with the full cooperation of the hospital, and included the review of 204
emergency'department patient records, submission of additional information
regarding the emergency department physicians and residents, a tour of the
hospital to observe its supervision, coding and billing processes, and the
opportunity to interview any of the hospital's employees.

The investigation was conducted by the DOJ with investigators and auditors from
the Office of the Inspector General.

In May 2000 the OIG subpoenaed an additional 180 medical records of emergency
department patients pursuant to its authority under the Civil Money Penalties Law. York
Hospital again cooperated fully with the OIG and provided all documents and
information requested.

In September 2000 the OIG advised the hospital that it had made a preliminary
determination that the hospital could be subject to civil monetary penalties of
$910,000.00, an assessment of$28,575.00 and program exclusion. Thiswas based on 91
alleged false claims, 75 of which were from the very same records that had previously
been provided to the DOJ as part of the case they declined to pursue.

In December 2000 the hospital provided extensive additional information to the OIG
substantiating the billings in all but nine of the cases. Those nine appear to be situations
attnrbutable to routine clerical error. There is nothing in the records to suggest York
Hospital had knowingly submitted false or fraudulent claims.

Between March 2001 and June 2001 the hospital has been in negotiation with the OIG in
an attempt to resolve differences. The OIG's claim is premised on the alleged
inadequacy of the documentation as opposed to the reckless submission of a false or
fraudulent claim, the essence of what is required to impose a CMP. The OIG has rejected
York's offer to pay $100,000.00 (absent any recognition of wrongdoing) to avoid further
litigation, and rejected any internal hospital compliance program other than a hospital-
wide Corporate Integrity Agreement developed by the OIG.

Unless the hospital capitulated to the OIG, the OIG threatened to bring a CMP action that
could result in huge money penalties, exclusion from the Medicare program, and other
punitive sanctions.

-
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On June 11, 2001 the OIG rejected the hospital's request to meet with the acting
Inspector General and the OIG's chief legal counsel.

On June 15, 2001 the OIG served Notice of Final Determination in the amount of
$726,938.00 based solely on the extrapolation of 67 claims of alleged inadequate
documentation. These same 67 claims were included within the 204 records originally
audited and declined for prosecution by the DOJ.

On August 9, 2001 the hospital filed its request for a hearing with an administrative law
judge of the Departmental Appeals Board to contest the proposed imposition of a civil
monetary penalty and assessment.
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ARCKM ~~~~Some tough questions are In order from Congress to government
REFFMIG ~~~Investigators In light of deeply disturbing events at Woods Memorial

Hospital in Tennessee, reported In this newspaper and elsewhere.

us ~~~~~Both media reports and local accounts by health officials Indicate
heavy-handed government agents needlessly frightened, intimidated
and bullied hospital staff as they searched for evidence of Medicare
fraud.

The 37 egents from several different government agencies, including
the Health and Human Services Office of Inspector General and the
Federal Bureau of Investigation, raided the hospital, home health
fadilities and two warehouses in Etowah, TN.

EDUCATION &
nCONERENCES While they took away files as part of their investigation, the agents

stomped through the hospital wearing handguns and bulletproof
cOMMuNcrB vests. Agents entered the dialysis center treatement area wearing no

HETALTH ES protective clothing that guards patients against infection.

STATISTICS & Mo one disputes the government's right to get records relevant to an
DATA investigation. But handguns In a hospital? Did the federal

CODING government really believe Its agentowere In Immediate danger of
INFORMATION bodily Injury or death? Did the agents expect to be met by gun-toting

PUBLICATIONS & billing clerks or armed nurses?
NEWS
ADVERTISING & Tennessee hospital offidals have every reason to be upset with these
MEDIA meSs cowboy-tactics. Besides unfairly tarnishing a hospital's reputation and

SmONSOrsIP pendangering patient care, these antics fly in the face of a ivil,
oPPNSOR~rSesP cooperative relationship between hospitals and the government over

Medicare's billing mess.
ONLINE STORE

The government's own guidelines for evenhanded enforcement of the
False Claims Act In Medicare billing probes should prevent just this
sort of behavior. If it cannot, Congress should adt to make sure these
tactics are not repeated.

The nation's hospitals know the Importance of public trust and
confidence. But trust and confidence works both ways. Raiding a
community hospital as If it were a criminal hideout Is Inexcusable.
For-starters, the agendes responsible should apologize to the
hospital staff, Its patients and the community and return the needed
patient records as soon as possible.

This article first appeared In the April 12 1999 Issue of AHA News

http://www.healthforuoLoom/hfpub/asp/ArticleDisplay.aspPlubD-2&hArticleID=4805&Keyword-rid8/21/Ol



325

H6i4At Fdrum: Publications & News: Article Display Page I of 2

::~~~~~~~~~~~~~~~~~~~~~~~~~~~~~~I

Here. AOUT S C~s,1U5 ='.3A HOrS

Article Archive

Agents acted recklessly in raid on TN hoapital,
AVWES &WS reports claim

AE1R=.EXIT5 Government fraud investigators have come under fire for the way
they conducted a search of a rural Tennessee hospital In February.

i TACH. Local media reports and some health care officials say the conduct of
some agents endangered patients' lives.

On Feb. 24, 37 agents from several different government agencies,
Including the Office of the Inspector General and the Federal Bureau
of Investigations, raided a hospital, home health facilities and two
warehouses owned by the Woods Memorial Hospital District, Etowah,
TN, and took away files as part of a Medicare fraud Investigation.

EDUCATION a Among the potentially dangerous conduct cited by local media and
coeipEREcEs others, agents reportedly entered a dialysis area during a treatment
COMMUNITY session without wearing protective dothing that guards patients
HEALTH against Infections.
xINITITIES

STATIsTIcS & If the government Is allowed to do this, then this country Is In
DATA trouble," said Craig Becker, president of the Tennessee Hospital
rODING Association.

DIN6OINFORMATION
AHA Chief Washington Counsel Mary Grealy said no one disputes the

PUSuCATIONS a government's right to get records needed to conduct an
NEWs Investigation.

ADVRllTIsING
NEDIA T However, she asked, 'unless you are concerned about patients being
SPoNsoRsHIP in Immediate danger of bodily Injury or death, do you need to have
oppoaiu~rrsss 40 armed agents descending upon a hospital to obtain billings or
oasa, sior records?'

Judy Holtz, spokeswoman for the Office of the Inspector General,
contirmed there Is an Investigation about alleged Medicare fraud and
that the Investigation Is In Its early stages.

'Got In and get out'

When a search is necessary, Holtz said, agents complete it as quiddky
and efficiently as possible.

"First and foremost, It Is done to be as least disruptive as possible, to
treat people with respect and to do what you need to do, and get In
and get out,' she said. "My understanding is that that's what was
done.'

htp:l/www.herithfonuLora/hpubs/asp/ArticiDisplay.asp?Pubb>=2&ArticleiD=4793&Keyword=raid8d21/01
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The U.S. attorney's office for the Eastern District of Tennessee
wouldn't confirm or deny that a Investigation Is under way, and
declined to comment on the search.

Hospital officials said they plan to cooperate with the investigation.

'We're asking them to let us know what else we can do, said Alvin
Hoover, Woods Memorial Hospital District's assistant administrator.
'We feel that at the end of this Investigation, we'll be exonerated.'

This article first appeared In the April 5 1999 issue of AHA News

CapyHight 02Do0 Hieth For,. All right. resevd.
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desl tighad-lipHu d after raS d te D se Pa eo
ADE110090.0_ facilities

CFederal Investigaton arvned wlth search wamnts March 19 s iddthe offces of several Columbia/ HCA Healthcare fadilltes and doctors
rs £ assoliated wlih Columbea In El Pbso, TX, and removed reconrds and

i mcus documents.

^ Dhw~~~~Oficials from the FBI, the Internal Revenue Service, the Depoartment
^ ~~~~~~of Health and Human Services, and the Defense Department's
_ ~~~~~~~~riminal Investigation Service canried out the searches.

_ i ~~~~~~~olumbia of lidals released a brief pubic statement confirming the
raids and statng that the company had not been Informed of the
allegations underlying the search warrants.

OO4JCATZOI
CONFeRENCES Company officials stated they believed the scope of the Investigation

Is limited to the El Paso facilities.
co"Wauwo
HeaLTH
naMATVrEs ludy Holtz, spokeswoman for the Office of the Inspector General at
STATISTICS A, the Department of Health and Human Services confirmed that the
DATA searches were limited to the El Paso market and Involved 'potential

federal violations.'

Otherwise, federal officials were tight-lipped about the scope and
PVUSICATIONS a focus of the Investigation.

ADVERTISI Holtz said she was not even aware of whether the Investigation
amED KM Involved Medicare or Medicaid, despite the Involvement of Health and

Human Services.

L, STRE The Department of Defense's Involvement has raised speculation that
the Investigation could Involve Champus Insurance for military
personnel.

In cases In which search warrents are used, Investigators must prove
to a judge that there Is probable cause to believe evidence Is
contained In the place to be searched, Holtz sald.

This artide first appeared In the March 24 1997 issue of AHA News

httpcAvwwJieaithfonmuLom m/llsubsasp/ArticleDisplay.asp?PubtD-2&Autic AD-S222&Keywod-raid2l1 /01
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