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MEDICARE QUALITY ASSURANCE

FRIDAY, FEBRUARY 22, 19%

U.S. SENATE,
SUBCOMMITTEE ON MEDICARE AND LONG-TERM CARE,
CoMMITTEE ON FINANCE, -
Washington, DC.
The hearing was convened, pursuant to notice, at 9:34 a.m., in
room SD-215, Dirksen Senate Office Building, Hon. John D. Rocke-
feller IV (chairman of the subcommittee), presiding.
Also present: Senators Chafee, Heinz, and Durenberger.
[The press release announcing the hearing follows:]

f{Press Release No. H-2, Feb. 15, 1891)

MEDICARE SUBCOMMITTEE TO HOLD HEARING ON MEDICARE QUALITY ASSURANCE;
Stupy ON IMPROVING QUALITY OF PHYSICIAN AND HosPITAL CARE TO BE Focus

WasHINGTON, DC—Senator John D. Rockefeller IV (D., West Virginia), Chairman,
announced Friday that the Subcommittee on Medicare and Long-Term Care will
hold a hearing to examine a study by the Institute of Medicine on methods of as-
sessing and assuring the quality of health care services under the Medicare pro-

- gram, and on recommendations to improve the current system.

The hearing is scheduled for Friday, February 22, 1991 at $:30 a.m. in Room SD-
215 of the Dirksen Senate Office Building.

The Institute of Medicine recommends that the current peer review organization
(PRO) system be modified to focus less on the control of utilization through the
review of individual cases and to place more emphasis on assuring quality through
measures of overall performance. .

“In the Omnibus Reconciliation Act of 1956, Congress called for a study to design
a strategy for quality review and assurance in Medicare. That study has now been
completed by the Institute of Medicine and merits our close review. Understanding
and improving the quality of care should be our highest priority within the Medi-
care program. This hearing will focus on the best approaches to achieving that
end,” Rockefeller said.

OPENING STATEMENT OF HON. JOHN D. ROCKEFELLER 1V, A U.S.
SENATOR FROM WEST VIRGINIA, CHAIRMAN OF THE SUBCOM-
MITTEE

Senator ROCKEFELLER. Good morning, everybody. We have our
usual outpouring of U.S. Senators here. People alert to every new
nuance in health care policy cannot wait to discuss quality and uti-
lization review or some such combination. In any event, there is a
number anyway who say they are going to come.

You know better than I that since 1965 the Medicare program
has been serving the medical needs of a lot of elderly Americans.
Through Medicare our Nation has promised to provide seniors
access to a very broad range of quality and cost-effective services.
The complex nature of that task requires us to review and occa-
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sionally to refine specific aspects of the program in order to keep
that promise.

As the purchasers of health care, we want to get the most value
for the dollar. That goes without saying. Value can be measured by
assessing the cost and quality of what we purchase. We, in govern-
ment, spend a great deal of time addressing the never-ending esca-
lation of cost and with good reason—Medicare being probably the
best example in government—and we have achieved some successes
and some not so successful results in this regard.

However, we do not, in our haste to simply assault cost contain-
ment, want to think about Medicare policies primarily in terms or
only in terms of their cost and their impact on the Federal deficit.
Although costs are incredibly important and will remain that—you
know, we are sinking in the cost of all of this and cannot sustain
the rate of our sinking at the Federal level—a very serious concern
to all of us must equally be developing systems that help us im-
prove quality in our present Medicare health care system.

Now that means we have to better understand what quality is,
which is easier said than done. We must be involved in helping doc-
tors and hospitals provide the kind of quality care that we want
under Medicaid.

This is going to be a difficult task because of the need to balance
utilization review with its positive effects on cost-containment with
its potentially negative effects on quality and provider coopera-
tion—a delicate balance but a very important one.

Recognizing the challenge before us, Congress in 1986 asked the
Institute of Medicine to review the systems currently in place in
Medicare for evaluating the quality of care and to provide us with
? strategy for improving quality of care under Medicare in the
uture.

The report of the IOM was delivered to Congress last year. It is
superb. It is not necessarily written in lay language. It has its aca-
demic aspects, but it is within the fine tradition of the IOM to ex-
plore every aspect of the issue and to present very clear, very con-
cise scholarly analysis of available data.

This morning we are going to look at this IOM report and get the
reaction of a variety of experts to the IOM Committee’s recommen-
dations. I really hope that these discussions will teach us and help
us focus on how to balance this automatic, never-ending drive of
government to contain costs, which is absolutely mandated by any
reasonable look at our current condition, and yet at the same time
somehow try to find a way to look at quality. We want to develop a
system that is user friendly, not only to Medicare consumers, but
also to providers who are shaking under the hassle factor. It is not
easy, but I think it has to be done and that is what this hearing is
about today.

Mr. Durenberger?

OPENING STATEMENT OF HON. DAVE DURENBERGER, A U.S.
SENATOR FROM MINNESOTA

Senator DURENBERGER. Hello, Mr. Chairman. I compliment you
on calling this hearing. I compliment the witnesses, I guess all of
them have been here before in the effort, as you say, to find a ra-
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tional approach to dealing with universal access, both you and they
have contributed a great deal.

The Institute of Medicine report is probably one of the more im-
portant contributions that is going to be made in the long term,
dealing with cost factors as it relates to access.

I have a full statement which I will ask to be made part of the
record. I will recognize in the statement that the Institute took a
look at what we are doing in Minnesota. In this regard, the state-
ment will also recognize what we are doing in an ongoing basis at
tl:jhe project called Minnesota Clinical Comparison and Assessment

roject.

The statement will reflect some of my thoughts on what we have
tried to do with peer review. It will also discuss that we have prob-
ably not appropriately financed the peer review process to reach
some of our objectives. I think the track that you are on with this
hearing is one we ought to be on, one we ought to stay on, and one
we should do everything we can to help the people that are in-
volved in this process do a better job of forming public policy.

Senator ROCKEFELLER. Great.

[The prepared statement of Senator Durenberger appears in the
appendix.]

Senator ROCKEFELLER. Our first witness is Dr. Gail Wilensky. I
am very proud that she is here. Dr. Wilensky, you know that I
speak well of you every single chance I possibly have to your sen-
iors, your juniors, and to the public in general. We look forward to
what you would have to say.

STATEMENT OF HON. GAIL R. WILENSKY, PH.D.,, ADMINISTRA-
TOR, HEALTH CARE FINANCING ADMINISTRATION, U.S. DE-
PARTMENT OF HEALTH AND HUMAN SERVICES

Dr. WiLensky. Thank you. Mr. Chairman and members of the
subcommittee, I am pleased to be here today to comment on the
In8§titute of Medicine’s report on assuring quality in the Medicare
program.

Tremendous improvement has been made in recent years in the
area of health care quality assurance. HCFA has been initiating
and supporting many projects to enhance health care quality. As a
result, we are ready to chart a new direction in monitoring and im-
proving quality within the Medicare program.

Peer review organizations are Medicare's principal vehicle for
monitoring the quality of health services provided to the elderly.
Over time PRO review will change from a case-by-case review of
medical records to a process that looks at the use and outcomes of
various types of care.

The IOM report affirms that we are headed in the right direc—
tion. Our goal is to move the PRO program beyond detection of in-
appropriate care to a comprehensive system of quality assurance.
PRO’s need to be better equipped to identify inappropriate patterns
of utilization and outcomes. They need to share such information
with the medical community to help correct inappropriate behavior
and improve medical practice.
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HCFA has undertaken several major activities that will provide
a framework for changing to a more progressive approach to qual-
ity review.

An important part of our effort to transform the peer review
process is the development of a uniform clinical data set. UCDS is
a state-of-the-art computer system which will permit us to gather,
develop, and analyze extensive clinical data. The UCDS will stand-
ardize the initial review process.

PRO’s will use the UCDS to abstract detailed clinical data from
medical records under review. The abstracted clinical data would
then be subjected to computerized quality screens in order to iden-
tify cases needing further review.

Based on our experience to date, several modifications have been
made to reduce abstracting time and to improve the screens which
prompt further medical review. We anticipate that all PRO’s will
be conducting review using the UCDS by late 1993.

Linking UCDS to currently available Medicare claims data will
allow PRO’s to evaluate patterns of care and patterns of outcome.
This large data base will also provide an abundance of information
to researchers in the medical community on the effectiveness of
various treatments and surgical procedures.

We have contracted with several PRO’s and academic medical
centers to develop the computer hardware and software to analyze
existing claims data and the emerging clinical data base.

PRO’s are also beginning to use a new method of quality analy-
sis. Several PRO’s participated in a project which involved comput-
er analysis of hospital utilization data by geographic area. This pcr-
mits PRO’s to detect variations in patient outcomes by procedure
and diagnosis, with an eye toward identifying “potential”’ quality
problems. PRO’s have also shared the results of geographic varia-
tion analysis with hospitals and physicians.

We are designing quality assessment tools to be used in non-insti-
tutional settings. Several PRO’s are involved in a project to charac-
terize patient risk factors, therapeutic interventions, and the effect
of care on the patient’s health.

In another project, PRO’s are developiug .1 approach to review
the quality of care in physicians’ offices u.tng available Medicare
claims information.

We are working with the Agency for Health Care Policy and Re-
search to determine how PRO’s could assist in the dissemination
and evaluation of practice guidelines.

Because HCFA has extensive Medicare data bases, we have also
entered into an agreement with the Agency to transfer special data
tapes for their use in outcomes research. .

We are developing a new protocol for PRO review of HMO serv-
ices. The current process does not produce the information needed
to evaluate individual HMO’s or the whole HMO program.

The proposed PRO review will use an improved sampling meth-
odology based on enrollees who receive HMO services. This will
allow the PRO and the individual HMO to better target problem
areas and emphasize problem resolution.

The direction of the IOM report parallels what we have been
working on for the last 4 years. We agree with the IOM report that
the current PRO review process needs to focus on medical review,
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on the effectiveness of care, and that additional quality and out-
comes research is needed.

We question, however, two of the IOM recommendations. The
IOM recommends that several new advisory councils should be cre-
ated. We recognize the need for scientific and technical guidance.
We have worked closely with quality experts in the development of
our new review process and we surely plan to continue doing so.

Additional administrative layers, however, would complicate and
disrupt the process we have made to date. Excessive oversight
would hamper our efforts to remain on the cutting edge of health
care quality assurance.

The IOM also recommends doubling the current PRO funding to
at least $600 million per year. We do not expect to need major
budgetary increases. It is also unrealistic to expect additional fund-
ing in light of our current financial constraints.

Mr. Chairman, we are challenged with ensuring the quality of
health care services delivered to Medicare beneficiaries. The IOM
report affirms my belief that we are on the right track in our effort
to improve the PRO program.

We have demonstrated that assuring quality care to Medicare
beneficiaries is one of our highest priorities. I look forward to work-
ing with the Congress, health care organizations and the PRO’s to
further refine our quality assurance program.

" Thank you. I would be happy to answer any questions you may
ave.

Senator RockerFeLLER. Thank you, Dr. Wilensky.
d_['Iihe prepared statement of Dr. Wilensky appears in the appen-

ix.

Senator RoCKEFELLER. Do you want to start off, Dave?

Oh, good morning, Senator Heinz. Did you have any comments
you wanted to make? This is a long time interest of yours.

OPENING STATEMENT OF HON. JOHN HEINZ, A U.S. SENATOR
FROM PENNSYLVANIA

Senator HeINz. I apologize for being late. I have two committees
meeﬁing simultaneously. I would like to make a brief comment, if I
might.

I welcome Dr. Wilensky back to our committee and to thank her
for the excellent job that she does. Nobody ever gets it perfectly,
but I do not know anybody who tries harder and is more able to
achieve that result than Gail Wilensky. If it is not perfect, it is not
for lack of skill or effort on her part. )

St}anator ROCKEFELLER. It is good coming here, is it not? [Laugh-
ter.

Dr. WIiLENsKY. It is my first year anniversary. Thank you.

Senator HEINz. So it is and you have our sympathy. [Laughter.]

I cannot resist, Mr. Chairman—and Gail Wilensky knows this
subject; we have talked about it; we corresponded on it; we have
become pen pals on it--it has to do with one aspect of quality as-
surance that we will get into later today. It is the Medicare Risk
HMO Program.

Whenever I think of that program I think of that television ad-
vertisement for a well-known hamburger outlet that went,



6

“Where’s the beef?”’ Where the Medicare Risk HMO program is
concerned, we have to ask the question, “where is the quality?”

Indeed, we are asking that of the entire Medicare program today.
Because in spite of tremendous efforts made by yourself, by Dave
Durenberger, and other members of this committee, we still hear
too many stories about the shortcomings in Medicare’s quality as-
surance.

Even though I think we have improved, we still have a long way
to go. Whether or not we are further ahead than where we were 25
years ago when this program began, I cannot say. But I do worry
that as hard as we try, we often seem to be staying in place and
that is detrimental to the 33 million Medicare beneficiaries, many
of whom are both old and alone.

We have today before us a very bold and comprehensive plan
from the Institute of Medicine. It sets forth a long-range strategy
for enhancing quality assurance under Medicare. I must say, it is
very appealing to focus on a long-term, comprehensive, almost last
word approach dealing with populations and demographics. Howev-
er, I would not want anyone to think that even if we all loved the
IOM proposal and put it into immediately, it would solve any of
the quality problems we have today.

One of those quality problems has been highlighted by a recent
draft GAO study on quality assurance in the Medicare HMO pro-
gram. This investigation, done at my request, examines PRO
review of both internal quality assurance programs of risk contract
HMO’s and the health care provided by those HMO's. To put it
briefly and bluntly, the study’s preliminary findings are very trou-
bling and should be deeply disturbing to every member of this com-
mittee.

I will have more to say about this later. But in brief, one of the
shockers in the report is that when serious deficiencies in the in-
ternal quality assurance program of an HMO were identified, the
PRO lacked the authority to enforce corrective action. I see several
heads going up and down in the audience signifying both know!-
edge and consent, I think.

Although information on problem programs was provided to the
Health Care Financing Administration by the PRO’s, in all but one
case HCFA failed to act on PRO recommendations. or so my infor-
mation indicates. If I am incorrect, I know Gail will set the record
straight. :

Mr. Chairman, I ask unanimous consent that the remainder of
my remarks be placed in the record at this point. :
d.[’Iihe prepared statement of Senator Heinz appears in the appen-

ix.

Senator HEINz. I do want to say again to be fair to Gail Wi-
lensky, and she knows I am her strong supporter, she inherited a
great many of these problems. She has been working diligently to
correct years of bureaucratic neglect. So I do not want her to take
any of my criticisms of HCFA, although it is the agency which she
runs, as criticism that is directed at her. It is not.

Serator ROCKEFELLER. I think she can handle it, Senator.

Senator HEINz. And you, and David, and me.

Senator RockerFeLLER. One of the things that you talk about is
the uniform clinical data set which can be used to monitor the
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quality of care. I would like to get you to talk a little more about
that. I would also like to get you to respond to concerns that it is
all in computer language and that we don’t have an English trans-
lation yet. I understand that it takes a long time for a person to
actually make use of it.

To follow up on this concept, I also understand that you have set
up certain practice guidelines to assess quality. I would like to
know more about those practice guidelines and how they were de-
veloped.

Dr. WiLENsKy. Okay. -

Let me explain a little about what the uniform clinical data set
is. USDS consists of both the data set and the algorithms which are
just computerized screens to go through to see whether you have
got a quality problem.

The notion of the uniform clinical data set was to improve what
we now do to identify a problem, which tends to be haphazard be-
cause of the way that it is structured. It is a case-by-case retrospec-
tive review by a nurse reviewer to see whether or not there is a
problem in the medical record.

All the constraints you have within the human mind of how
much information you can process, or what particular guidelines
may be written out, and then what the individual brings into the
process, is what determines whether or not the case goes on to a
second level of review. There is an enormous amount of variation
in terms of how well people can do the review and what it is that
they pick up.

The idea behind the uniform clinical data set is to have a stand-
ardized data set. Although there is really a larger number of data
elements, only a quarter or less would ever be abstracted from any
particular medical record. This forms the basis of the information.
Now you have, in addition to having a common type of a record to
look at, a data set, a set of instructions or procedures—algo-
rithms—to look to see whether or not there appear to be problems.

That is basically what we are up to—to get away from having an
after-the-fact, case-by-case review to having information put into a
computer system, abstracted from the medical record itself. Then a
set of these algorithms are applied to see whether or not it appears
that care was delivered in a way that makes sense.

You asked a number of questions. One of the things I think it is
very important for people to understand is the uniform clinical
data set—both the data elements and how the abstraction is done.
What these algorithms are is an evolving process.

We have in the past couple of years, as we have developed the
UCDS and used it on a pilot basis—we are about to end our phase
one of this pilot phase—made a number of changes. We have found
that there are certain things that were more complicated than
were necessary—data elements that did not need to be there, some
of the algorithms needed to be refined.

We anticipate that at the end of phase one, which formally ends
in June—Ilots of evaluation and assessment goes on in that period—
that there may well be changes made in all areas. And further-
more, the UCDS will cortinue to evolve. There seems to be some
notion that there is a fixed-in-concrete data set and there is a fixed-
in-concrete set of these algorithms.
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But in fact, we view UCDS—and other people need to view

—as a process that will evolve as we learn more. We certain-

ly are far from perfection now. We have a system that allows us to

modify what is going on. _

Senator ROCKEFELLER. So the time it takes for the nurse to
review the chart could diminish?

Dr. WiLENskY. It actually, at least initially, is going to increase,
although we think that will change. Right now in this pilot phase
the abstraction, in putting in all the information and being able to
see if there is a problem, takes closer to 60 minutes instead of the
30 minutes in a manual review.

We think that this will decline both because we will learn how to
make it more efficient and the people and the process of getting it
done will be made more efficient. But mainly it will be a much
more satisfactory way to see if there is a problem. This will be a
more systematic way of reviewing records and seeing whether or
not there appear to be problems, rather than relying only on what
an individual person might be able to pick up.

So at the moment it is taking longer. I do not know whether it
will be 30 minutes or not. That is really not our goal. Our goal has
been to move from this after-the-fact, case-by-case review which
was too idiosyncratic based on the individual review, to a way of
reviewing that is much more focused on the outcome of care and
on the patterns of care. We can have a consistency that making use
of modern computing facilities allows.

Let me respond to one other question that you raised which is:
How did we develop the data elements and the algorithms?

Again, saying it is a process that ‘“‘developed” is only slightly
wrong in the sense that it connotes a past term. It is: How are we
developing this and who have we brought in?

There was initially a task force. In fact, there were a series of
panels early on that the IOM convened for us to look at a number
of issues relating to how to go about doing this business.

The actual data set was put together by groups of individuals
made up both of the PRO'’s and academic medical community. The
algorithms were also developed by the PRO’s and the academic
medical centers.

As we have been going through this pilot process, we have basi-
cally invited anybody who wanted to come in and assess what is
going on to look at both the data and to look at the algorithms. We
have had a fair amount of involvement by academic clinicians and
by biostatistician.

The AMA has been very active. John Kelly, from the quality pro-
gram of the"”AMA, has been very much involved in this process and
will, especially as we end phase one, become very much involved.

We have indicated that as this phase one period is coming to a
close and we will have the results. We will make sure that the re-
search community knows that they are available. Basically, any
and all parts that people would like to look at are available and
will continue to be available. It is all in the public domain—the
software, the hardware, and the results.

At the moment, the algorithms are computer language; if you
are not into looking at algorithm talk you would probably have a



9

little difficulty understanding them. They will be available in the
so-called English version this summer.

We have groups that are working on that for us. We certainly do
not deny the need fr~ having the algorithms in a way that folks
that do not understai.d how algorithms are written would under-
stand the clinical implications. But we do expect that we will have
the English version available soon. .

Obviously, a lot of the members of the research community, in-
cluding the clinical community, are perfectly comfortable in look-
ing at the alourithm patterns. It has been part of the work going
on in the res..irch community in clinical medicine for a long time.

Senator ROCKEFELLER. Okay. Dr. Wilensky, thank you. )

I am going to get back to the practice guideline part of my ques-
tion in my second round.

Dr. WiLENsKY. All right. I forgot about that.

Senator ROCKEFELLER. Dave?

Senator DURENBERGER. Thank you, Mr. Chairman.

Gail, at the risk of getting another 5-minute response——

Dr. WiLENsKY. He asked a lot of questions.

Senator DURENBERGER. I agree with everything else they said
about you, but it is the only area that I would say together we need
to work on. [Laughter.]

This is really a tough area—the quality, the outcomes, the inter-
relationships. What the IOM hsas done has offered up a definition
of quality which is very broad and everybody can agree with.

What you have just illustrated is how difficult it is to implement
it.

I would like to go back to where both of my colleagues were in
their earlier comments—and maybe a little bit of frustration that
all four of us have had because we have been working together on
this now for many, many years in one way or another—and in
part, it has touched on when you said your two objections to the
IOM study were (1) they suggested these additional advisory coun-
cils; and (2) they were asking for an unrealistic amount of money
for the Peer Review process.

I must begin by making an observation that if those continue to
be our hang-ups in this process then maybe we ought to deal with
and resolve the whole issue of: How should we organize—those of
us who are on the governmental end of this—how should we orga-
nize to achieve a national objective of having an institutionalized
means of determining what is quality health care in this country?

Last year when Phil Goodman was my Robert Wood Johnson
fellow he made this very complicated looking form which got
passed out last year. It is called the, “Inside the Beltway Impact of
AHCPR,” which is just one small little agency working on out-
comes.

But it is a good illustration of how aifficult it is to be Gail Wi-
lensky or how difficult it is to be anybody in this process trying to
deal with quality of health care in the specific clinical setting.

If it is possible for you to go back and examine your two objec-
tions and state for the subcommittee how we ought to institutional-
ly organize to deal with the whole issue of quality and outcomes, 1
would appreciate your doing that.
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I happen to think that the Peer Review organizations are an es-
sential part of this process. But I also see value in what PROPAC
has done on their part of the process, what PPRC has done on their
part or what AHCPR is going to be doing.

I do not see any problem with having some advice and some con-
tributions to getting to the end of this. But I must say that if 1
were you I would be really frustrated by being surrounded by all of
these institutionalized contributions. Is there a better way to orga-
nize to accomplish this?

Dr. WiLeNsky. Well, let me explain what the objection was. It is
much more specific than the generic objection about having adviso-
ry groups and other groups.

The specific objection was to a very layered structure of groups
that would review and respond to what HCFA and the PRO’s were
doing. There are at least two or three different formal groups that
were being proposed by IOM.

HCFA and AHCPR have an exceedingly good working relation-
ship. You are very right—what they are doing interacts very much
with what we are doing. They are looking at the outcomes work.
We need to incorporate the outcomes work and the practice guide-
lines into the PRO process. We have had a lot of conversations
about how to make sure we work together. We give them data.
They use the data in order to do outcomes research.

We have had, and will have in the future, a number of advisory
groups coming in to advise us. We will probably have a formal
TAG—a Technical Advisory Group—to come in to respond to what
we are doing.

Our concern was that two or three additional administrative
structures above what already exist seemed too unbalanced to be
helpful. It just is hard to respond in that formalized of a structure.
W=~ think that there are ways to do exactly what the IOM wanted.

we have probably at any one time four or five contracts with the
IOM giving us technical advice. But they do not have to be a for-
malized, in place, immutable group. They come to us and suggest,
or we go to them and ask for assistance. In addition, we put togeth-
er technical advisory groups, or we convene meetings of people to
come in.

This process seems to do what is clearly necessary, which is to
have all sorts of input from the scientific and research community,
but to do it in a way that allows us to respond.

I do not have any objection to the 10-year plan that is laid out by
IOM, except for a very practical problem. We have got to have
quality all the time. We cannot wait 10 years to get to where we
want to go. We are proposing that the UCDS get incorporated into
}‘hﬁ fourth scope of work, which is going to start coming out in the
all.

Now something is going to happen in the fall when we start re-
newing contracts, because the old contracts start coming off the
board. So either we go back with our old way or we go in and start
doing some new work. We are an operations group; we are not a
research group. I have probably more sympathy than any other
HCFA administrator having come out of the research world.

It is not the direction of what IOM is proposing that we have any
problem with. All the way through what they are proposing, we
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are in absolute agreement. There are just some very specifics that
we think either are not necessary or in some cases are not helpful.

1 guess at any moment in time I would like more money for
almost everything we do. But I honestly believe we can convert to
this new system that looks at outcomes; and we will be spending a
little more, but not a whole lot mare. I just do not find it very real-
istic to say, double the amount of money you have for this activity.
I am not the Appropriations Committee and I am not going to hold
my breath until the Appropriations Committee does it.

Senator DURENBERGER. Thanks.

Senator ROCKEFELLER. Senator Heinz?

We welcome Senator Chafee, also.

Senator CHAFEE. Welcome, Dr. Wilensky.

Senator ROCKEFELLER. Senator Heinz?

Senator HeiNnz. Mr. Chairman, I just want to agree with what
Dave Durenberger said at the outset. There is something that both
Gail Wilensky and Dave Durenberger have to work on. [Laughter.]

With that uncharitable comment, I will prove that the two of you
are not alone.

Galil, I am going to direct the following question to what I take to
be, if not the central, at least to me the most important recommen-
dation in the IOM study, to restructure the PRO program. In par-
ticular, I am concerned with the local or regional PRO’s—
MQRO’s—which are supposed to obtain information on patient and
population based outcomes and practitioner and provider processes
of care—to analyze that data, use that data to make judgments
about provider performance, feed that data back into internal QA
programs of those providers as well as report it, and then where
necessary carry out quality interventions and technical assistance
to internal quality assurance programs.

What I interpret that to mean—in just slightly different, if no
less clear language—is that IOM is proposing that we move over
the next decade to a prospective, population-based analysis that
sholuld identify quality problems more accurately and more consist-
ently.

Theoretically, I think it is true that if you focus on outcomes, you
are going to learn things about the entire delivery of health care
that we clearly do not know now. But | do question whether we
will ever be able—I hope I am wrong—to make meaningful com-
parisons between providers on the various measures of quality and,
therefore, whether the IOM model it will be helpful.

In particular, I am concerned that if you are looking at the indi-
vidua. provider—be it a hospital or a doctor—the total number of
cases may be too small.to have any statistical significance or validi-
ty. This 1s a particular problem when the data are appropriately
segregated, as I anticipate they must be, by diagnosis—we current-
ly have around 400 DRG's——and then further subdivided at a mini-
mum for health status to take into account the fact that somebody
with one diagnosis at age 21 has a different health risk than some-
body with the same diagnosis at age 82; and then further, of
course, subdivided by whoever the provider happens to be—a hospi-
tal or an individual practitioner.

As I recollect my elementary statistics, you Fave to have a fairly
large number for any one of those provider-adjusted, diagnostically-
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related, health status-adjusted groups for it to be meaningful in
comparison to anything else. It is the so-called “N,” that if it is too
low, you do not have statistical confidence.

So my question is: Is what I have just described as a layman a
concern that we should have about the IOM study? Has anybody
simulated this particular kind of model to find out how many data
points you would actually get on a provider basis in the year—hy-
pothetically, let us say in the year 2000—if we could do everything
IOM said we ought to do by the year 2000? Would we have statisti-
cally meaningful data that would lead to the next step, which is
obviously doing something useful when you have the data?

Senator HEINz. I think that is the yellow light. I just proved the
point that Dave Durenberger and you are not alone. [Laughter.]

Dr. WiLENsKY. This is complicated. This is hard to do in a five
word ansver.

Senator RockKEFELLER. Take your time in answering.

Dr. WiLENSkY. We will have enough data to answer some of
those questions because there are a lot of Medicare beneficiaries.
For some things, data points are not going to be a problem because
even if you have a relatively rare diagnosis, you have 33 million

people, or 34 million, to look at.

- Senator HEINZ. Remember, the idea is to check up on individual
providers—that is, to say, hospitals or practitioners. So the first
thing that happens to the 33 million is they are divided by the
number of hospitals or the number of physicians and those become
very small numbers, indeed, to start with.

Dr. WILENSKY. Let me share a little about how we are able to
help ourselves in this world. What the IOM is suggesting is what
we are going to be starting in April of 1992 and phasing in by April
of 1993. The uniform clinical data set is our first step to achieving
outcomes oriented patterns of care analysis.

You are absolutely correct that if you want to know if an individ-
ual physician or an individual hospital is behaving in an appropri-
ate way you need to look at what that individual physician and
hospital is doing. But the issue of what is appropriate needs to be
based on an outcomes of care analysis.

So it is the standard that we have set first. What we can really
use all of this data in the UCDS for is making use of the internally
generated data that HCFA has or could have to look at whether
individuals with certain kinds of symptoms and diagncsis have pat-
terns of care.

Senator Heinz. Gail, what you say is incontestable. Let me stop
you there and say that I agree with you entirely.

Just to conclude the discussion, because at least if I cannot con-
trol myself, I can keep others from making the same mistake I do.

Let me just conclude by saying that there is no question that un-
derstanding outcomes on the overall population it is absolutely crit-
ical to designing processes and standards of practice that result in
better health care and quality.

I was taking aim, not at that proposition, but that what I under-
stood to be the centerpiece of the IOM recommendation, which is
this: The current system of PRO review is case-by-case oriented, is
adversarial, is ineffective, does not result in process and system
changes.
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Dr. WiLENsKY. Right. That is correct.

Senator HEiNzZ. And what IOM has recommended is over time
that that case-by-case review be replaced by what I will call for
want of a better term, a population-based outcomes analysis.

Dr. WiLENsKY. Outcomes and patterns.

Senator HeiNz. I am simply questioning the premise that you
can on a provider-by-provider basis ever substitute that for the
case-by-case analysis because the statistical relevance of what you
end up with is maybe in question.

Mr. Chairman, what I might suggest is that, maybe one of our
other witnesses will address that, but I think maybe we need some
kind of analysis either from IOM or from some other analysis as to
whether on the provider basis—after you get through dividing into
the 33 million Medicare population, all the providers, and all the
DRG's, and all the health status adjustments, and times the
number of people go through a provider-—you get anything that is
statistically relevant.

If the number is under 53 or whatever some statistician will tell
us and we will know that that is something of a blind alley in prac-
tice even though theoretically it is correct.

Dr. WiLENsKY. Right.

Senator RockerELLER. Gail, if you would like to respond to that,
please do.

Dr. WiLENsKY. The issue is, when you have a standard you then
can look to see whether you appear to have a problem.

There are going to be some cases where you are going to have
problems because there is a lot of variation in predicting your out-
come. You are clearly going to need at some point to go back and
to review the standard against care that is given.

The point of setting a standard is to get an initial screen. Does a
problem exit? If you have observed patterns of care by an individ-
ual physician over a number of patients that do not fit with what
you know about outcomes, you have a feedback mechanism.

The answer to whether any one physician will have a statistical-
ly significantly sample for pneumonia or appendicitis or whatever
to look at how he does individually, is maybe or maybe not.

But you can clearly look at the patterns of care either for the
specific diagnosis or for the individual overall and feed back infor-
mation—if you do something to a patient that has the following
kind of symptoms, our analysis suggests this is what is likely to
happen and this is what is not likely to happen.

So it is really a way of reorienting, which is again, we think,
very consistent with what we are proposing now with this uniform
clinical data set. We will move to a more uniform way to provide
feedback to the individual physician and to identify patterns of
care.

It is not going to remove the need at some point to have more of
a specific look, but it is a first cut at whether or not you have prob-
lems. UCDS will allow us do so much more consistently and reli-
ably and focus on outcomes and not process.

I think IOM agrees that the general strategies that we are pro-
posing and they are recommending will do the same things. The
issues that you raised are true but they are not always as damag-



14

ing as they might scem. I would be glad to give you more of a re-
sponse in writing if you would like in a non-technical way.

[The information follows:]

Whether or not a practitioner delivers a statistically significant number of specif-
ic procedures should not matter in analyzing and monitoring practice patterns and
outcomes of care. The main objective is to determine which practitioners behave dif-
ferently from an established standard, either for an individual procedure or as a
trend in their practice behavior. Deviations from an established standard in an indi-
vidual case or, more importantly, identification of trends that deviate from the
standard only gives us a first level cut at determining whether a quality problem
exist. From there, it is important to proceed with a more in-depth review.

The Uniform Clinical Data Set will give the Peer Review Organizations the abili-
ty to identify patterns of care and outcomes. This will allow them to measure prac-
tice patterns and outcomes against standards of care. When problems are identified,
the PRO’s will then be better able to feed back information to practitioners in order
to change practice behavior.

Senator HEINz. My time expired along time ago. Thank you.

Senator ROCKEFELLER. Senator Chafee?

Senator CHAFEE. Thank you, Mr. Chairman. I apologize for being
a little late.

Perhaps you have covered this. Indeed the prior question dealt
with socme of it. If you have covered it before, please be brief.

I hear from providers at home, and I guess we all do about the
PRO in our area, as you do, and unfortunately what we hear
mostly is complaints. I suppose that is typical in political life,
where pecple rarely call us to say what a super job we are doing.

Dr. WiLENsKY. Rarely.

Senator CHAFEE. I suppose you do not get many praising letters
either. But you deserve them as do we. [Laughter.]

The complaint always is that the PRO is intrusive. Is there any
way to avoid this adversarial relationship? '

Dr. WiLENskY. Well, I think there are some things that we can
do. Physicians do not like the PRO’s. That is for sure.

Senator CHAFEE. Well, that is for sure.

Dr. WILENsKY. | mean I get lots and lots of negative comments.

By moving away from the case-by-case record review to a point
where we are looking at patterns of care and outcomes of care and
feeding back information to the physician community, we have
some evidence of success. Some of the work that Jack Wennberg
has done with the physician communities in New Hampshire and
Maine showed that behavior could be modified when you share in-
formation such as what you are doing is way out of line with what
the rest of the physician community does for somebody with a par-
ticular diagnosis or illness; or, if you were to go ahead and do a
particular procedure on someone with those symptoms, we can
show you that 80 percent of the time you are going to get a lousy
outcome. There are some times when feedback alone will work.

That kind of information, which is the direction that we want to
move to with the use of UCDS ought to make it less adversarial.

We also have to be honest though and say none of us are really
crazy about having somebcdy else looking over our shoulder. At
some point, both in terms of quality and in terms of being fiscally
prudent managers, given the role of the government as both protec-
tor and financier, some element of that is going to get in.
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So I think we can make it better but it is not going to be com-
pletely zero.

Senator CHAFEE. In other words outline to the doctor how other
doctors are handling a patient through a course of procedures and
with different providers.

Dr. WiLENSKY. Right.

Senator CHAFEE. It seems to me it is going to be quite expensive
for the PRO. We are talking added money.

Dr. WiLENskY. We are not. Right now we are not talking less
money. What we are proposing to do will include some changes in
what the PRO’s currently do. Right now a lot of what the PRO’s do
is not worth a whole lot. So part of the changes will be to have the
PRO’s do things that count and have them not do things that do
not give very much payoff.

There will also be computerized systems. One of the things that
computers do well is move lots of information around relatively
cheaply. So it is possible to do a lot of this. I mean it is not cheap
and it is certainly not being done to save money.

Senator CHAFEE. Let me ask you another question. One of the
findings they made in the IOM study was that the PRO program
focused on finding poor care and trying to correct problems and
impose sanctions, but does not recognize good performance or
reward providers who render high quality care. How could the
PRO’s reward a provider? Send them a nice letter or give them a
gold star?

Dr. WiLENskY. The first part of the phrase 1 do not have any
problem with. I think there has been some inappropriate focus in
the PRO’s and we can do that part better.

I think what you want to do is make better information available
to physicians so they know what happens if they do something. It
is part of the whole problem we have had in this country of engag:-
ing in a lot of medical care with very little scientific basis behind
it. It is why what we are trying to do with reforming the PRO’s,
and the whole emphasis on outcomes and policy guidelines that the
Public Health Service is working on, are so integrally related.

We need to give feedback to physmans about what works. We
need to alert hospitals about physicians who perform well and who
do not perform well, so that we can try to have constant education.
It is going to change all the time because our information changes
and because the physicians practicing also will change.

Senator CHAFEE. Thank you.

Mr. Chairman, I would just like to ask one question. Am I cor-
rect in believing that the Medicare program in this fiscal year we
arehi‘;n, Parts A and B will spend $116 billion? Does that sound
right?

Dr. WiLENSKY. It is over $100 billion.

Senator CHAFEE. My figures show $116 billion.

Dr. WILENSKY. Yes.

Senator CHAFEE. That is a whopping program.

Dr. WILENSKY. Yes.

Senator CHAFEE. Even from somebody from Washington. It bog-
gles the mind.

Dr. WILENSKY. Projected to grow at 10 percent next year too.
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Senator CHAFEE. The more we can do to monitor this growth the
better. I commend you, Mr. Chairman, for having this hearing. 1
know it is on the IOM report. But it is an oversight hearing. I am
just glad we are doing it because if you look at the Federal budget
and increasing programs, Medicare is where the dollars are and
sometimes people forget.

Sometimes the elderly suggest that, “Well, the Medicare pro-
gram is paid for by the beneficiaries.” That may be under Part A,
but take a look at Part B. It is coming out of the General Treas-
ury—75 percent of it. It behooves us to pay a lot of attention to it
and we appreciate the attention you are giving to it, Dr. Wilensky.

Senator RockEFELLER. Gail, I would like to go on but we cannot.
We just have too many other witnesses. I have got eight questions I
want to send you.

Dr. WILENSKY. Fine.

Senator ROCKEFELLER. | assume others do also.

Dr. WiLENSKY. I would be glad to respond them.

Senator ROCKEFELLER. So I enormously appreciate your being
here in this incredibly complicated job that you do so well. Thank
you very much.

[The questions appear in the «ppendix.]
~ Senator ROCKEFELLER. Dr. Paul Griner is one of the fathers of
the IOM study; currently he is professor of medicine and general
director of the Strong Memorial Hospital in Rochester.

Dr. Griner, you will be testifying on behalf of IOM?

Dr. GrINER. That is correct, Senator.

Senator ROCKEFELLER. Please proceed, sir.

STATEMENT OF PAUL GRINER, PROFESSOR OF MEDICINE AND
GENERAL DIRECTOR, STRONG MEMORIAL HOSPITAL, ROCHES-
TER, NY -

Mr. GRrRINER. Thank you.

I am Paul Griner. I am the Samuel E. Durand, professor of medi- -
cine at the University of Rochester; and the general director of the
University’s Strong Memorial Hospital. With me is Kathleen Lohr,
the deputy director of the Division of Health Care Services at the
Institute of Medicine. Kathleen was the director of the study whose
report we are discussing today.

I served on the Institute of Medicine’s Study Committee on Qual-
ity Assurance in the Medicare program. That study, as you know,
was requssted by the Congress, called for an ambitious and far-
reaching strategic plan for assessing and assuring the quality of
medical care for the elderly during the next decade.

I do appreciate the opportunity to speak to you today about some
of our major conclusions and recommendations.

Senator ROCKEFELLER. Dr. Griner, you know that I have the 5-
minute light on. If you have a long speech we can enter it into the
record. Right now, I would like to get you to boil it down.

Dr. GRrINER. I will be within 5 minutes.

Senator RockeFELLER. Okay. My apologies to you.

Dr. GRINER. Let me summarize the major points of this study.
First, the quality of medical care for beneficiaries, although ade-
quate, can be improved.
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Second, the current system is not very effective. It focuses exces-
sively on detecting poor hospital care, slights issues of under use
and problems that occur in nonhospital settings, lacks proof that it
makes any difference for the elderly, and intrudes on the doctor/
patient relationship. Because it lacks coordination among multiple
oversight functions, it is wasteful of resources.

Third, there are three broad categories of problems regarding
quality of care—overuse, underuse of needed service’s and poor
technical and interpersonal performance by practitioners in insti-
tutions.

We cannot say how much each of these three kinds of problems
exist. We also cannot say which of them is likely to be the most
important. Thus, the quality assurance program must be prepared
to find and deal with all three kinds of issues.

Fourth, a small number of practitioners and providers account
for a large proportion of serious quality problems. So we do need
strong mechanisms to deal with this small fraction of the provider
community. Average everyday practice, however, is not immune
from quality deficiencies and a successful quality assurance pro-
gram, both finds the so-called bad apples but also works to raise
the level of practice of all practitioners and identifies problems in
health care systems that must be addressed to promote quality.

Finally, it nurtures the best instincts and conduct of health care
professionals who serve the elderly and indeed all of us.

Fifth, we need to know more about the nature, extent, and inten-
sity of quality care problems and the potential burdens of harm
they pose for the elderly. Perhaps our greatest deficit is in seeing
viable solutions. We need to understand better how to change the
behaviors and patterns of care of practitioners and how various ap-
proaches to financing, reimbursement and organization of services
promote or constrain quality.

Sixth, no definition of quality of care guides the Medicare Peer

Review Organization program today. Even more telling is that the
Medicare program itself has no direct mandate to measure, assure
or improve the quality of care given to the elderly or more impor-
tantly the health of the elderly.
- Seventh, the Institute of Medicine defined quality of care as the
degree to which health services for individuals and populations in-
crease the likelihood of desired health outcomes and are consistent
with current professional knowledge. We believe this statement
provides a firm basis for quality assurance in Medicare.

Let me now return to highf;ght the implications of these find-
ings. We made ten major recommendations. Two of them propose
expanding the mission of the Medicare program to be responsible
aﬂid alccountable for quality of care for, and thus the health of the
elderly.

The third recommendation focuses on the needs for research in
areas of clinical evaluation, such as quality of care, outcomes and
effectiveness.

A fourth calls for expanded capacity building and training for
health professionals in the concepts and skills of quality assurance
and research.

In a fifth recommendation we call for rebuilding and restructur-
ing the current PRO program into a Medicare program to assure
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quality, and then two related recommendations regarding imple-
mentation of that new effort.

Finally, three recommendations concerning public oversight, ac-
countability and evaluation of the new program.

In all likelihood not all of these can be acted on immediately or
simultaneously. We believe, therefore, your first priority should be
to consider and act upon the IOM’s definition of quality of care and
its call to expand the mission of the Medicare program to embrace
that definition.

Such an expanded mission would aim to improve the quality of
health care for Medicare enrollees by strengthening the ability of
health care organizations and practitioners to assess and improve
their own performance and by identifying and overcoming system
and policy barriers to achieving good quality of care.

The corollary of this, the comprehensive system of quality assur-
ance for Medicare, would include tools to help providers improve
the health of the elderly and to help them monitor their own per-
formance on behalf of Medicare beneficiaries.

Therefore, a new program like the one we described in our report
to you must concentrate on improving communication between doc-
tors and patients and on broadening its concerns for the health and
well being of the elderly. Over the longer term it might also be a
prototype for quality assurance systems that could serve other
parts of our society as well.

Finally, it is hard to see how we can get where we want to go if
we do not invest in the people, the systems and research needed to
pursue the broad quality agenda set forth in our report.

Therefore, I think that great weight must be placed on our rec-
ommendations for extended research and capacity building. _

I would be happy to answer any questions, Senators. And on
behalf of the Institute of Medicine, we appreciate once again the
opportunity to present our views and recommendations.

enator ROCKEFELLER. Thank you, Dr. Griner.

[The prepared statement of Dr. Griner appears in the appendix.]

Senator ROCKEFELLER. It is an extraordinary work—Volume I,
Volume II, and more. I do not know how you did it. It is incredible.
Reports are published, some people read them, others do not, but
there is an extraordinary amount of thought and work that goes
into every one of these. I really congratulate you for your effort.

Basically, you would feel that the current system is not very ef-
fective since it focuses so heavily on hospital care and the overuse
and underuse of procedures. The nonhospital settings, as you indi-
cated, intrude on the doctor/patient relationship. I think you sug-
gest that what we have now concentrates on picking out bad apples
and is not very active in terms of raising the level of practice of all
practitioners. That would be a fair characterization?

Dr. GrINER. That is correct.

Senator ROCKEFELLER. As I understand, you are not recommend-
ing starting over with a new quality assurance mechanism. Rather,
you 1are recommending that we build on the PRO program already
in place.

If that is true, obviously because of your dissatisfaction with cur-
rent procedures, you want to see elements of that current system
changed. I would ask then: What would you change? What would
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you keep? Do you think that the Medicare progre.n to assure qual-
ity the QualPAC is absolutely necessary? Or could we accomplish
the same goals through an enhanced role for the PRO’s? What
about PROPAC and what about PPRC? Do you think they could
have a role in any of this, if somehow they were expanded from
their present position?

Now that is a bunch of questions but you can answer them.

Dr. GRINER. Let me perhaps, Senator, focus on the first question
that we would consider to be most critical, and that is the broaden-
ing of the responsibilities relative to the Medicare program and our
recommendation of the need for congressional oversight.

If one looks at issues of quality, the determinants of quality go
far beyond simply the measurement of physician performance in
the hospital setting. Issues of quality bear on the extent to which
the financing of health care services or the organization of those
services are orchestrated, in addition to how they are provided.

There are positive incentives and there are perverse incentives
in our current system of health care. We do not believe that cur-
rent oversight is sufficiently broadly focused to be able to give us
the information needed to identify key areas where quality can be
improved. For example, to what extent are problems of access to
health care services, either through organizational issues or financ-
ing issues, factors contributing to under-utilizatien of health serv-
ices.

We also know that over-utilization of services is in part related
to reimbursement incentives. '

This reinforces the point that Dr. Wilensky made a little earli-
er—namely, the need for a population based approach to the as-
sessment of quality, one that goes beyond individual physicians and
goes beyond individual settings such as hospitals or clinics. It per-
tains to our first recommendation of the need for broad oversight
of all the elements that impact on quality of care and the need as
we see it for Congress to have that direct responsibility.

Our recommendation of the creation of a Program Advisory Com-
mission addresses this concern. We are not wedded to that particu-
lar name or to that particular commission. -

Senator RoCKEFELLER. No, ] understand that. 1 accept that.

But you do not recommend scrapping the PRO. So that there
must be some parts would wish to get rid of and some parts which
you wish to make stronger. That is what I was trying to get at.

Dr. GRINER. | am sorry, Senator. You are quite right.

We do not recommend scrapping the PRO. We do recommend
fundamental revision of the current program. It needs to extend
beyond hospital settings. It needs to have a greater level of science
applied to the methods used to measure quality.

We do have some concerns aborit the plans to implement, early
on, the uniform clinical data set and perhaps if time permits, we
could discuss that concern.

Senator RocKEFELLER. Well, give me a sense of that now.

Dr. GRINER. There are a host of factors that we feel need to be
considered prior to the implementation of a systematic computer-
based approach to the measurement of quality. They have to do
with the need for better markers of outcome, including functional
status and quality of life.



20

These are outcomes that occur, and can be measured, and should
be measured well after hospitalization. They require direct access
to the patient through surveys, either telephone or mail surveys.
Such markers must be incorporated into the data base.

We also need to recognize that data must be obtained across set-
tings. We must be sure that hospitals and other facilities providers
have the wherewithal to generate and evaluate information bear-
ing on quality. We need to recognize and anticipate long-term di-
rections in the recording of medical information, for example, the
use of computerized records and what that implies for the genera-
tion of a uniform data set.

And finally, we need to be addressing the issue of confidentiality,
and the need to have a set of measurement tools that are generic
in nature and apply to all patients, not just Medicare recipients.
Otherwise, we will have duplication of very expensive systems.

So while we support the need for a more systematic approach
and one that will look at patterns of practice among providers
rather than individual case review, we do think that there is a con-
siderable amount of work that needs to be done and pre-tested
before wide implementation,”

Senator RockereELLER. Okay. I cut you off from the continuation
of your answer on the earlier part. But my time is out. I will go
now to Senator Durenberger.

Senator DURENBERGER. | have two questions, Doctor. The first is:
Your suggestion for the first step in this process is to adopt the
- IOM reports definition of quality. The question is: How does that
act standing alone change the way Medicare will approach the
issue of quality?

Dr. GrINER. If I understand your question, Senator, my response
would be that in order to address this more comprehensive defini-
tion of quality we really need to get a handle on the entire system
of health care and all of the factors in that system that impact one
way or another on quality.

So it goes beyond just an assessment of patients who are already
in the system, to include those that who do not have access for one
reason or another or who are not utilizing services even though
they do have access.

In order to achieve all of that one needs a community-based ap-
proach to the health of the elderly, not a specific—a physician-
based or a hospital-based set of measurement tools.

Senator DURENBERGER. The second question I have for you refers
to the term, capacity building. What is capacity building as used in
the IOM study; and what is the most efficient way for us to imple-
ment your suggestions on capacity building?

Dr.-GRrRINER. By our definition, Senator, capacity building relates
to two fundamental elements of infrastructure. One has to do with
manpower; the other with information content and, the recording
and analysis of data.

The data infrastructure issue relates to the comments I made
just a bit ago to Senator Rockefeller. We believe an enormous
amount of additional work needs to be developed prior to imple-
mentation of such a broad data base.

Manpower is another major issue. There are far too few people
with health services research skills who can adequately evaluate
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and improve the state-of-the-art of the tools that we must use. We
need to train not only those who are actually generating informa-
tion, but those who will be applying that information in the field to
achieve more systematic and scientific oversight.

Currently, we have estimated that less than three-hundredths of
1 percent of the total health care budget is assigned to this capac-
ity building function. And while we are not anticipating an in-
crease in those funds, under times of fiscal constraint, we do sug-
gest that it is critically important that the funds not be reduced.

As regards to the question of how Congress might facilitate ca-
pacity building, the suggestion has been made that we look at ex-
isting organizations in Federal agencies and perhaps reshape some
of their missions or add to their mission.

For example, the Bureau of Health Manpower of the Health
Services Resources and Administration might be a vehicle for ex-
panding educational programs or sponsoring programs. In addition,
Congress might develop incentives for academic medical centers to
develop or expand graduate programs that would focus on the edu-
- cational needs of people in the field.

Senator DURENBERGER. Thank you.

Senator ROCKEFELLER. Senator Heinz?

Senator HEiNz. Mr. Chairman, just one key question for Dr.
Griner, who I assume heard my discussion and exchange with Dr.
Wilensky. I want to be clear that I do not question the importance
of outcome-related research for at least two very important pur-
poses and which research we have not done.

Purpose number one is so that we can do a better training of
medical professionals. Purpose number two is that when a provid-
er, be it an institutional or an individual provider, is identified as
needing help, the appropriate body be in a position to help that
provider. You can really only do that effectively with outcomes re-
search. It is clearly true that most physicians and hospitals are ex-
tremely well-motivated. If you can show them how to get a better
result, they will not be unhappy. They will be delighted.

As I understand it the IOM proposal, anticipates over the long
term—10 years from now—moving from the case-by-case kind of
review that we now have under the PRO system to an outcome-ori-
ented discipline and management information system. Under such
a model, is it statistically possible to get actionable .management
information, if you will, either for the institution or for the provid-
er or for some outside body when you take the Medicare popula-
tion, divide it by the number of providers and then further divide
that by the number of DRG’s, and again by whatever-it takes to
have comparable demographic groups?

I will tell you why I ask. Each year, due to some legislation that
we wrote in this committee, the HCFA hospital mortality data are
released. Small mushroom shaped clouds form over individual hos-
pitals at least until the air clears. Mortality is a very important
health outcome. I cannot think of a more important one. And we
have good statistics on who lives and dies. And yet even the release
of hospital mortality data has proven to be a somewhat controver-
sial annual exercise.

So my question is: Can you really get the kinds of good numbers
you need to make this system ultimately actionable on a provider
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basis‘.f’ And have you done any kind of an analysis to support that
point’ :

Dr. GrRINER. Thank you, Senator.

I do believe that it is possible, through systematic evaluation of
patterns of practice at a local level, to get the kind of information
that highlight a possible quality problem. Such evaluations provide
a first level assessment that may require additional work to sepa-
rate issues of quality from outcomes that have no bearing on qual-
ity.
In my hospital we have a systematic approach to the evaluation
of patterns of practice among all of our clinical services. Almost
without exception, we find opportunities froi.x those evaluations to
improve our care. In some cases it is because tixe quality is poor;
and in some cases we have a systems problem. So my answer is,
yes.
Now having said as much, it is critically important that the
markers of quality be sufficiently sensitive and specific to be able
to point us in the direction of a quality problem as opposed to any
number of other factors that may determine the outcome of care.

That gets back to the point that was made earlier of the need for
a very thoughtful approach to the incorporation of all of the varia-
bles that need to be considered before implementing a system that
achieves its objectives.

Senator HeiNz. The second part of my question was whether
there is an analysis that supports that encouraging conclusion, a
numerical or statistical kind of simulation, if you will.

Dr. GrINER. Thank you.

Let me take a page out of the book of industry in this country
and suggest that the terrific accomplishments that have occurred
through the application of methods of continuous quality improve-
ment, can be applied to the field c¢f health care——

Senator HEINZ. Remember, I come out of just such an industry
which in a day turns out a millicn sample units of what is sup-
posed to be an identical product.

Dr. GRINER. Yes, Senator.

The point I was trying to make was that industry has shown us
the ability to improve quality at a cost that is affordable. There is
no industry in the country more critically in need of these two
goals simultaneously than the health care industry.

Senator HEINz. My time has expired. I want to take a contrary
point of view. The contrary point of view is not my point of view. It
is that of many experts who have looked at crucial industries in
this country, such as steel and automobiles, textiles, semi-conduc-
tors.

It turns out the United States is probably last in most of the in-
dustries in the ability to do good quality assurance, which is unfor-
tunately one of the reasons people buy products that are not Amer-
ican made.

Secondly, one of the other tremendous problems American indus-
try has is that we are apparently relatively incapable of integrat-
ing what is called engineering, marketing and research all at the
same time. Concurrent engineering it is called. It is because, much
like the medical profession, engineering schools in this country
only teach engineering. They do not teach integration with manu-
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facturing, with production, with marketing, with styling, with fuel
economy.

So if you say, “Gee, American industry can do it, so can we,” |
am really worried about you.

Dr. GrRINER. Well, sir, I come from Rochester, NY, the home of
Xerox. The Xerox Corp. has recently won the Baldridge Award for
its outstanding accomplishments in quality and cost control. We
are learning from Xerox about opportunities that we have within
our health system to «chieve both outcomes. I am convinced that
we will be able to do that.

Senator HEINzZ. I hope you are right.

Senator RockereLLER. Thank you, Senator Heinz.

Senator Chafee?

Senator CHAFEE. Dr. Griner, in one of your comments you said
that the PRO’s were focusing on the in-patient setting. And my
question is: To what extent is the PRO review occurring now in
out-patient settings? Could you give some thoughts as to how you
could shift some of the focus from the in-patient to the out-patient
setting, and how to shift from a case-by-case to outcomes?

Dr. GRINER. We expect that more and more complex and sophis-
ticated health care will be deiivered outside of the traditional hos-
pital setting; in free standing and diagnostic treatment centers, in
office practice; in long care facilities, and increasingly in the home
setting. It is true that the tools we currently have available for as-
sessing quality have been designed and limited principally to the
hospital setting.

One element of our report was the caveat that greater attention
be developed to the design and implementation of quality assess-
ment methods, a cross settings, and particularly in those settings
that do not currently have such tools in place. Easier said than
done. But in part related to the issues that we brought up earlier
about the need for careful attention to the data base infrastructure
in ways that would permit us to attract patients across settings
and not limit ourselves to the black box of the hospital.

Senator CHAFEE. That is so-called ‘‘outcomes research?”

Dr. GRINER. In part. Although I would say that—we strongly sup-
port the view that no amount of outcomes research alone will give
us the comprehensive view of quality that we need to have.

We will still be focusing heavily on process issues. There needs to
be a balance between the assessment of the process of care as well
as its outcomes. In some cases processes can be poor, but outcome
excellent or vice versa. We will miss the problem if we focus on
only one measure.

Senator CHAFEE. Let me ask you a question. If somebody is a
good doctor for 40 and 50 and 55-year-olds, would that doctor be a
good doctor for people who are 70 and 80-year-olds? I guess what |
am really asking is: Are gerentologists much better with the elder-
ly? And is that a subspecialty?

Dr. GRINER. Yes and no, sir, depending on who one asks the ques-
tion of. Most of us who are in what we would refer to as about pri-
matry care disciplines—internal medicine and family practice—
would suggest that since the majority of our patients are over 65
then we should be, if we are not, focusing on these needs of the
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elderly and expanding our skills to be certain that we are provid-
ing the level of care necessary for the Medicare population.

Most of us would take exception to the requirement or to the
suggestion that specific——

Senator CHAFEE. That did not come from me. That is a question.

Dr. GRINER. Yes.

Senator CHAFEE. I am asking,

Dr. GRINER. No, I am referring to comments throughout the
health care world that suggest that in order for elderly patients to
receive proper care they must be cared for by geriatricians. We
think that is a fairly narrow perspective.

Senator CHAFEE. Is that a recognized subspecialty, gerontology?

Dr. GRINER. Yes, it is; and with appropriate Board certification.

Senator CHAFEE. The theory is that they would deal with individ-
uals over a certain age?

Dr. GRINER. I am not sure there is an age cutoff. There are some
geriatric care problems that occur in young people. But generally
the focus is on improving the functional status of people that are
either aged or chronically infirmed or both.

Senator CHAFEE. Okay. Thank you very much, Mr. Chairman.
This is clearly a complicated area.

One of the points you were making earlier about training a
whole group of people to evaluate quality of care—and I think you
call it in your statement ‘‘expanded capacity building and training
for health professionals in the concepts and skills of quality assur-
ance and research”’—would they have to be M.D.s?

Dr. GRINER. No. In fact, probably most of them would not be. We
would hope that they would be limiting their interests to the
health field. But the whole area of health services research is one
that calls on research skills that may not require an M.D. People
with Ph.D.s or Master’s Degrees in public health, or health care re-
search would be included.

Senator CHAFEE. Thank you.

Senator ROCKEFELLER. Dr. Griner, without starting another line
of questions, I want to pretend like I am adding on to what Senator
Chafee said when he mentioned outcomes research.

The AHCPR, I would have to think, even though it does not
answer all questions, as you indicated, is one of the most important
agencies in the Federal Government at this point this new agency
is absolutely and totally unknown by the entire Western World
that it even exists.

What I mean is it is funded, and probably underfunded, I guess,
out of physician payment reform to help us determine what is ap-
propriate care, what is necessary care, what ought to be the stand-
ard of practice throughout 7,000 medical codes, et cetera. It has an
enormous responsibility. It contracts with physicians to assist in
these tasks.

It is run by, I think, an excellent person who is not yet fully ap-
.. pointed. I think this must be something of a moral problem not
oniy-for him, but for the Agency. One could argue that AHCPR is
the most 1uiportant and perhaps the most exciting venture going
on in health care &s far as the government is concerned right now.
Its activities could have eiicrmous consequences on both the cost of
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cgge and the quality of care—the very issues we are hearing about
today.

My question of you is: In your opinion, are they going at it in the
right way? For example, f,assume when doctors go to medical
school they learn a lot. They start practice. They then run into all
kinds of situations and they learn a lot more. But they must also
forget part of what they learned in medical school. It is the whole
question of concentric circles.

For example, a student in the sophomore year of college, because
of a long summer vacation, which we insist on giving in this coun-
try, will have forgotten up to half of what he knew when he enters
his junior year. That phenomenon cannot be limited to students at
universities. It probably is a phenomenon with doctors too.

This is a long way of saying that one of the things I worry about
in AHCPR is that t%ey will end up codifying what it is that doctors
feel at the present time and will not develop a more rigorous, disci-
plined, or challenged result. In fact, that they may not b2 being
challenged sufficiently, now.

Now if I were to mention the name Dr. Lawrence Weed in this
room, every single physician would get up and flee from the room
and never return. But it is interesting that there are a number of
people who say that his criticisms of what is going on and his ap-
proach to what constitutes necessary and unnecessary care has
some useful aspects. He has his defenders.

My question to you is: What is your position, either with your
physician or your {OM hat, it does not make any difference to me,
on how the Agency is proceeding? Who is watching what it is
doing, to whom it is accountable? Are they exercising that account-
ability? What is the feeling in the physician community about
what it is that they are coming up with? Do you think it is going to
make a significant difference in the practice of medicine?

Dr. GrRINER. Thank you, Senator. Let me try to take each of these
in sequence.

First of all, we believe that Congress should receive a pat on the
back for having established the Agency. It is the first time that
wide recognition has existed of the need to parallel basic biomedi-
cal research with the approach that will help us to apply know!-
edge from research in a more discriminating way. :

The Agency has, we hope, a bright future. It is also funded at
levels that permit a much more comprehensive approach to re-
ls)e?rch and development and capacity building than ever existed

efore.

We do feel—that it is important for the Agency to have defini-
tive leadershiﬁ as soon as possible. Funding is available, but de-
fined approaches, prioritization, laying out the strategic plan, de-
veloping a broader mission than currently exists, all need to be
done in ways that will help to advance the goals that we are all
referring to this morning. Those goals are being constrained by the
lack of definitive leadership.

We also feel that it is important—and I do speak for the IOM in
this regard—that we make sure that the focus of the Agency goes
beyond simply the development of standards of medical practice, as
important as they are. In addition studies are necessary that look
at the totality of health care, its organization, its financing, and
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how it impacts on the quality of care and the quality of life, not
only of Medicare recipients, but of the public at large.

Senater RoCKEFELLER. Okay. I will not pursue that. Frankly, I
have a number of questions I want to send you also. I would like to
have you expand a little bit more on these last questions. You did
not really zero in on some of them. I would like to have more of
your views on them.

Dr. GRINER. ]| would be pleased to.

Senator RockKEFELLER. Because their procedures are set, once
they have set up the way they are going to proceed, it will be hard
to change. What happens is that in the initial phase of existence
the Agency will formulate its approach to these issues. If there is a
mistake made or there is not enough broadness of view in these
early stages we are going to be paying for it for a long time.

Dr. GRINER. We quite agree.

Senator RockerrLLER. So I will follow up with some other ques-
tions.

Dave?

Senator DURENBERGER. | just want to thank yvou for asking that.
I have no questions, Mr. Chairman.

Senator RocKEFELLER. Okay.

Dr. Griner, thanks very, very much.

Dr. GriINER. Thank you, Senator.

Senator RocKEFELLER. You have come a long way and | appreci-
ate it. We will be following up with questions.

It is interesting. For those of you who would be interested, the
President just had a press conference. He said, "“Iraq must with-
draw by noon tomorrow to avoid a ground war.” He also said that
he very much appreciates the Soviet effort.

Next we have a panel consisting of Dr. Thomas Dehn, immediate
past president of the American Medical Peer Review Association;
Dr. Wolford, who comes from Louisville and represents the AHA;
Dr. Robert McAfee, who is vice-chairman of the board of trustees of
the American Medical Association, from Portland, ME; and Dr.
Robert Kane, Minnesota chair in long-term care and aging, School
of Public Health, University of Minnesota, the home of Dave
Durenberger.

I do not know who is meant to begin, but I suppose I should start
with Dr. Dehn, since | mentioned him first.

STATEMENT OF THOMAS G. DEHN, M.D., IMMEDIATE PAST PRESI-
DENT, AMERICAN MEDICAL PEER REVIEW ASSOCIATION, MIL-
WAUKEE, WI
Dr. Deun. Thank you, Mr. Chairman. I am Tom Dehn. I am a

radiologist in practice in Milwaukee, WI; and as mentioned, the im-

mediate past president of AMPRA. I have been involved in

AMPRA's efforts to take-a second look at the PR? program from

the trenches. They tend to do that to immediate past presidents. It

is sort of a thankless job just before I go out to pasture.

Let me mention that I have a written statement that I find rela-
tively boring and would ask that you enter that into the record so
that I will have the opportunity to make some relatively spontane-
ous comments.
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Senator RocKErFELLER. We will certainly do that.

Dr. DEdaN. Thank you.

This IOM Report, as we have reviewed it, in the trenches, we
find, really has a great deal of merit. The salient feature, we can
boil it down from our perspective, is that it recognizes the integrity
of the infrastructure of the PRO Program across the country, and
yet recognizes that the mission may no longer be relevant.

In deference to the work that genator Durenberger did as the
father of the PRO legislation 1 would have to say that the PRO
Program is still doing its job, but that the world has changed. We
just want to applaud this group as affording us the opportunity to
do some midcourse corrections.

With that in mind, concurrent with the effort by the IOM, both
HCFA—and it is rare that I compliment HCFA—but both HCFA
and the individual PRO’s undertook simultaneous efforts to really
do an examination of conscience. Are we really doing a job that is
relevant to the changing health care system?

Your initial comments in the opening of this session really laid
the ground work for some of the comments that I am going to
make. | would like to report to you on our interim work that we
have done thus far in what we call our “NuPRO Task Force,”” what
NuPRO should be like relevant to the changing health care system;
and 1 will show you some of the things, if I might.

This first graph represents the alarming statistics that we are all
too familiar with. In fact, this shows that records indicate the $116
billion that was earlier mentioned, represents the increased costs of
health care as a measure of our gross national product.

I think that the next several graphs will very directly answer
some of the questions of the earlier data. The problem here is that
if the PRO's did what they so far can do best, absolutely perfectly,
they would be able to trim up inefficiencies in the system.

Now if this represents graphically the two greatest complaints
that society has about health care—that is, that the overall cost is
too high—and that the costs of health care are rising too rapidly, if
the PRO did exactly what it is supposed to do now—that is turn
out all the inefficiencies in the system—and we make an assump-
tion that the inefficiencies were not a lot greater in 1950 than they
are in 1990, then what we would have is just a readjustment of the
overall problem.

We would adjust it down a little bit. But it really would not meet
what now seems to be, and appropriately so, the most dramatic
complaint and criticisms about the health care industry—first that
the costs are too high—we would only have adjusted that a small
amount—and that the costs are rising too rapidly.

So when I was asked to chair our NuPRO Task Force I said to
our boys in the trenches, knowing- what you know now, how would
you do it differently, but keep within the mandate and the con-
ztr('laigts and the reality of our changing health care system? So we

id that.

We analyzed the costs of health care and the elements that go in.
And as far as the Medicare program is concerned, we really cannot
do much with the enrollee unless he already tackled the means test
from some other aspect of the overall beneficiary group and I do
not think we are at this point.
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The benefits package to date has been left really untouched. And
I would like to come back to that in a second.

Utilization in unit cost under the Part A program has been ad-
dressed early on during the introduction of the Medicare program
by the PRO’s and by the HSA’s in total unit cost, both of which
were judged to be relatively ineffective. ,

Now if you remember the history of the PRO Program, it was
introduced simultaneously with the introduction of the PPS pro-
gram. The prospective payment made utilization unit cost irrele-
vant. But the PRO Program was meant to oversee the performance
of the PPS Program. I think we are doing that reasonably well,
and so our mandate really begins to change.

Costs are increasing in the ambulatory sector under Part B, and
clearly I have heard comments that the PRO role ought to be ex-
panded beyond facility based review and into the ambulatory set-
ting, as appropriate.

Now what government has done is that on the Part B you have
taken a look at a freeze of the price side and have introduced re-
source-based relative value scale. And on the volume side, Medi-
care volume performance standards. You can beat those into the
ground.

What is key is, what we svee, whether we all like this or not, is
that somewhere along the line we have to address—and 1 suspect
to mid-decade—may I continue?

Senator RoCKEFELLER. Go ahead.

Dr. DenN [continuing]. Address universal coverage. It would
seem that it will have to happen. Now that is a political issue. But
if that reality comes to be, then the costs in this system will be so
high that the role of the PRO program could very well change to
something considerably different, the per diem considerably differ-
ent from what we are doing now, again using that infrastructure.

Utilizing UCDS—and again it is a complicated system that needs
a lot of work, but it has promise—and outcome measures, what we
can do is this. And this I find really interesting.

This graph helps define what I think are the three roles of the
emerging PRO Program. And if you agree or do not agree, please
feel free to ask. If we say that this represents—and this speaks to
Senator Heinz's questions—if this represents a distribution of
health care—and this being numbers of encounters—and this is
some measure of efficiency, either cost or health status upon dis-
charge, some measure of efficiency better on this side than on this
side, what we have been doing in the PRO Program is beating up
on marginal practitioners that are relatively inefficient and we
have been trying to make them better; and we have not done a
very good job.

That is mandate number one. That is what we have been doing. |
think it was appropriate in the early stages. We did not really
know what PPg was going to do to the system; and I think that
good public policy despite the fact that it is unsavory to find bad
practitioners and to beat up on them, I think that public policy will
require that we continue to do that at some level. You may dis-
agree.

What is exciting, however, I think, is the fact that if we are able
to use UCDS or some system, whereby we manipulate large sets of
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data, we can in Milwaukee or in Minnesota or in West Virginia do
a distribution curve and find out what these practitioners are
doing. What are they doing?

We can analyze this and take this information back to these doc-
tors and make them better. We have not done that before. I think
we would have better success, if we tried this, in making good doc-
tors better than lousy doctors pretty good. We just have not been
very successful at that.

Now that I think is relevant. But what is even more interesting
is with regard to the variable health care costs, the one that we
have not really begun to address is the benefits package. If you
really want to change that curve significantly we need, I think, to
attack the benefits package.

The way we can do that—again, I hope—-is to be able to take a
look at this distribution and say this works and we ought not to
cover this. So an adequate evaluation of patterns of care, of ele-
ments of care, can be returned to those who define a benefits pack-
age and say, our data indicates that does not work—that multiplier
does not work and I do not think we ought to cover it.

So in terms of an emerging, changing health care system what
the PRO program can do is, continue to be vigilant, take what we
are doing now, and hopefully make it better.

The third aspect, which I think will have impact on cost, is—tell
you what does not work and not cover it. This is all buried in the
IOM Report if you take a look pretty critically at it. And my testi-
mony, as [ indicated earlier, sort of edges up on the same thing.
But if I can really demonstrate graphically what the IOM report
means to me and simultaneously what a PRO Program has done
individually, this is really what it is.

If you agree, I guess what we would like to request from your
committee and from the Health Care Financing Administration is,
in that next scope of work, that technically we would like to dis-
cuss, some support for capacity building so that we can gain the
ability within the PRQ Program to do this, because we cannot do it
now. We do not have that expertise.

That is going to mean, I think, that the Health Care Financing
Administration must be less proscriptive about what we are going
to do for the next several years. I think it is really pretty exciting.

Senator RockefreLLerR. Thank you, Dr. Dehn, very much. We
could do individual questions, but I think we would be better to go
through the panel. ~

[The prepared statement of Dr. Dehn appears in the appendix.]

Senator RockEeFELLER. Dr. Kane, would you be willing to go next?

STATEMENT OF ROBERT L. KANE, M.D., MINNESOTA CHAIR IN
LONG-TERM CARE AND AGING, SCHOOL OF PUBLIC HEALTH,
UNIVERSITY OF MINNESOTA, MINNEAPOLIS, MN

Dr. KANE. Thank you, Mr. Chairman. My name is Robert Kane. 1
am a professor at the University of Minnesota School of Public
Health. Although I was a member of the Institute of Medicine
Committee on Assuring Quality Under Medicare, | am speaking
today as a researcher who has applied some of the principles out-
lined in that report to work in Minnesota and nationally.

44-401 0 - 91 - 2
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The IOM report calls for a redirection of effort away from a pre-
occupation with the structure and process of care to a more bal-
anced prospective that places greater emphasis on the outcomes of
care. Ideally, if we could fairly and accurately assess the outcomes
of care and attribute them to the roles of various providers of care
involved, we would be in a position to encourage some and discour-
age others. The task is, however, very complex. In a world where
many different persons and groups are involved in delivering care
to any patient, establishing these causal pathways is not easy. The
good news is that in many cases, it may not be necessary. Rather
than attempting to micro-manage care, the government—or other
payers—may be able to monitor only those providers that show a
consistent pattern of performance less than expected. To create
reasonable bases from which to generate expectations requires
large data sets and continual monitoring. This was the task as-
signed to the newly constituted PRO’'s—or MQRO’s—in the IOM
report.

}I)n Minnesota we have taken this idea and put it to work in a
slightly different context. Rather than looking to a formal system
of mandated review, the several medical societies and hospital or-
ganizations in the State have formed a cooperative venture called
the Minnesota Clinical Comparison and Assessment Project
(MCCAP).

MCCAP is distinct because it is an ongoing program committed
to improving care by using the patterns of community practice
rather than relying on data generated in academic centers. It relies
on a working partnership between the practicing community and
the university. It depends on the active cooperation of the hospitals
and the physicians. It uses information about both the clinical ac-
tions taken in the hospital and their consequences as reflected in
both the hospital record and from specially conducted interviews
with patients at specified times after their discharge from the hos-
pital. The outcomes assessed then cover both clinically specific
items and more general measures of their overall functioning and
satisfaction with the care they received.

Under this program, several conditions are selected each year for
study. A panel of clinicians is constituted to develop guidelines for
the management of each condition selected. The panels also identi-
f% the parameters by which one might judge successful outcomes if
the right steps had been taken. In addition to the condition-specific
outcomes, more general measures of functioning and discomfort are
used as well as items addressing the patients’ ability to perform so-
cially important roles. We also inquire about satisfaction with ele-
merits of care received in the hospital.

The criteria embodied in the guidelines are assembled into an ab-
stracting form used to assess the care delivered as reflected in the
medical record. Additional items are added to the record abstract
to examine the severity of the patient’s condition and other factors
that may have influenced the outcomes of care such as other dis-
eases the patignt was suffering from.

At a time after discharge designated by each clinical panel, inter-
viewers contact the patient by telephone to administer a brief
interview addressing salient points about the outcomes of and satis-
faction with care.
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The information collected in this manner can be used for a
number ‘of important purposes. Used in the aggregate, this data
can address the important question of the relationship between
what is done and the results of that care. Once the relationship be-
tween appropriateness and outcomes is established, one can return
to the same data set to see if, when the right thing was done by
different physicians, the result was equally satisfactory.

Thus far, five conditions are being studied. The conditions were
chosen to cover different types of patients and to represent fre-
quently occurring treatments. The plan is to collect data on each
condition for a period of at least 1 year. Another 6 months is
needed to complete the followups. Thus analyzed results will not be
available until about 2 years after the process begins. After a
period of organized feedback through general conferences about the
overall results and specific feedback on their results to individual
hospitals and assistance with the development of needed education-
al interventions, a second cycle of data will be collected on the
original topics to look for evidence of impact.

Successfully carrying this type of monitoring and analysis is a
large task. MCCAP has been able to attract the voluntary coopera-
tion of most of the hospitals in Minnesota. Virtually all of the met-
ropolitan hospitals and a large proportion of the rural hospitals are
participating.

MCCAP has been from its inception a professionally driven
project. The underlying concept has been that it is better to take
the responsibility for data collection and thus have a strong hand
in shaping it than to wait until some outside force imposes it.
Much of the financial support for the program comes from the hos-
pitals and physician organizations, although some funds have been
raised from foundations, including the Pew Charitable Trusts and
the Bush Foundation. Because it is run by the hospitals and physi-
cians, the program enjoys a high level of credibility and has been
able to obtain high levels of cooperation.

Let me briefly note two other projects that also address issues
raised by the IOM report but on a more national scale. The princi-
ples of the IOM report are already being applied, at least on an ex-
perimental basis, by one unit within HCFA. With support from the
Agency for Health Care Policy and Research, HCFA's Office of Re-
search and Demonstrations has contracted with the University of
Minnesota School of Public Health to develop and test a mecha-
nism to systematically obtain outcome information on Medicare pa-
tients discharged from hospitals with selected diagnoses. Four diag-
noses were identified by a specially convened advisory group for
study initially, two of which will be used in pilot tests. National ex-
perts in each area will assist in developing criteria for outcomes
and inclusionary criteria as well as modifying factors. The system
will be tested on a national sample of Medicare patients using a
combination of medical record abstraction and telephone and in-
person interviews.

Another study, funded jointly by the DHHS Assistant Secretary
for Planning and Evaluation and HCFA is looking specifically at
the outcomes of post-hospital care. This study covers over 2,600
Medicare discharges from 51 hospitals in three cities. Each live dis-
charge with one of five URG’s was interviewed at discharge and

-
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again at 6 weeks, 6 months, and 12 months after discharge. The
purpose of the study is to understand who gets what kinds of post-
acute care and what difference this care actually makes. In this
case, we are trying to separate the effects of hospital and post-hos-
pital care to pay special attention to the impact of the latter,
whereas in the earlier studies we were emphasizing the former.

All of this work suggests that it is possible to collect data on the
outcomes of hospital care and to relate that information to what is
done to patients. The IOM report has charted the future for quality
assurance. The necessary tools are already in hand and we are be-
coming more sophisticated in using them all the time.

Thank you.

Senator RockeErFeLLER. Thank you, br. Kane.

Dr. McAfee?

STATEMENT OF ROBERT E. McAFEE, M.D., VICE CHAIRMAN,
BOARD OF TRUSTEES, AMERICAN MEDICAL ASSOCIATION,
PORTLAND, ME

Dr. McAFree. Thank you, Mr. Chairman, Senator Durenberger.
My name is Robert McAfee. I am a practicing general surgeon in
Portland, Maine; and am Vice Chairman of the Board of Trustees
of the American Medical Association.

" First of all, on behalf of this panel, representing the States of
Wisconsin, Minnesota and Maine, I would like to thank you for the
opportunity to make a lovely southern trip this morning. I appreci-
ate it.

Senator RoCKEFELLER. Do you know my first cousin, who is prac-
ticing medicine in Portland, ME?

Dr. McAFkE. I sure do. He is a delightful addition to our State
and our community. You would be terribly proud to see him care
for his patients.

Senator RockerFELLER. Good. Thank you.

Dr. McAFEE. On behalf of the AMA, Mr. Chairman, I want to ex-
press our appreciation for this opportunity to appedr before the
subcommittee to provide our views on the Institute of Medicine's
Report, ‘“Medicare: A Strategy for Quality Assurance.” Quality
medical and health care, as well as assurance for quality, are criti-
cal issues for physicians and the AMA.

Overall, the health and medical care that Americans, including
the elderly receive, is of unparalleled high quality. In its report the
IOM makes the statement, “The nation is generally perceived to
have a solid, admirable base of good quality health care; and the
elderly are usually satisfied with the quality of care they, them-
selves receive.”

The AMA is proud of its leadership in the development and im-
plementation of measures and policies that are effective in helping
guarantee and improve such quality. As physicians we do strive to
always improve our ability to provide the highest quality medical
care for our patients. "

We are pleased to say that there are portions of the recommen-
dations in the IOM report with which we agree wholeheartedly.
But we must also report to you, however, that the AMA cannot
support the overall conclusion of the IOM study that states, “Sig-
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nificant problems exist in quality of care in our present approaches
as to quality assurance. They are sufficient to justify a major redi-
rection for quality assurance in this country, and in particular a
more comprehensive strategy for quality assurance in Medicare.”

Quality assurance is an evolving science and such a major redi-
rection, which would include the creation of yet another Federal
agency to oversee quality of the Medicare program, would be a
wasteful use of resources. It is clear that government resources are
not limitless. It would be far more appropriate and cost effective
for any additional resources to be directed to providing existing
Peer Review Organizations (the PRO’s) with the resources neces-
sary to help them concentrate more on educational and quality
programs, as Tom Dehn has pointed out this morning, and by in-
creasing support for the activities of the Agency for Health Care
Policy and Research.

Let me at this juncture thank the committee again for its role in
helping create that agency. Dr. Clinton has performed marvelously
as the Director of that particular agency. In my personal vision, he
has done everything just right. His relationship with the private
sector, with physician organizations, has been superb. There has
been no attempt to duplicate what is going on in our sector, and we
are made aware of plans contemplated by the agency. I think to
this date the agency has been extremely well administered.

Although this hearing is not specifically addressing issues relat-
ing to peer review organizations, the AMA would like to provide
for the record of the subcommittee a number of changes which we
recommend in the PRO Program.

First, let me point out that the AMA and medicine have taken a
lead role in the development of practice parameters consistent with
the IOM Recommendation No. 9 supporting the development of
clinical practice guidelines and standards of care. Today over 30
physician organizations are developing practice parameters. And in
addition to the rapidly expanding activities of the National Medical
Specialty Societies and others, the Agency for Health Care Policy
]Research is also charged with the development of practice guide-
ines.

The AMA's primary objective for parameters is to ensure that
they are properly developed and implemented so that patients re-
ceive only appropriate, effective and necessary medical care. To ac-
complish this goal, the AMA’s efforts are being directed primarily
toward working cooperatively with other physician organizations to
facilitate their efforts to develop practice parameters.

I have with me today and I will leave with the committee our
current catalog on practice parameters, of which there are over
1,000 in this book; our quarterly publication on new developments;
and our attributes which help organizations develop those particu-
lar parameters.

We think that appropriately developed parameters can increase
the appropriateness of clinical care. For example, the guidelines on
cardiac pacemakers that were produced by the American College of
Cardiology and the American Heart Association have reduced un-
certainty that surrounded the appropriate use of cardiac pacemak-
ers and have reduced the use of these pacemakers by approximate-
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11)5')8285 percent in the Medicare population from the years 1984 to

In addition, the American Society of Anesthesiology, developing
standards on intra-operative monitoring which have reduced hy-
poxic injury, in one State, Massachusetts, from an average of six
injuries to an average of one injury per year, can point to a re-
markable accomplishment. These examples indicate that practice
palrameters can be very effective in improving the quality of medi-
cal care.

The most significant recent activity in parameters is the estab-
lishment of the AMA specialty society Practice Parameter Partner-
ship and the Practice Parameters Forum, which provide an open
and participatory process for representation of all of organized
medicine.

Let me say, and in our statement, that each recommendation is
addressed. Our major concerns are in 3, 4 and 5, with which we
strongly disagree. The rest of the recommendations we would es-
sentially endorse.

Finally, I would remind you, Mr. Chairman, that the AMA is a
parent organization of the Joint Commission on Accreditation of
Health Care Organizations. And as the IOM report notes, the Joint
Commission’s agenda for change and continuous quality assurance
programs are important initiatives to ensure the quality of care
that patients receive in accredited institutions.

Our involvement in this private, voluntary activity reflects physi-
cian commitment to assure that the needs of our patients are met.
We are proud of our work and of our co-sponsoring organizations,
including the AHA who is here to testify with us today.

In conclusion, Mr. Chairman, the AMA supports the goals of im-
proved quality care_and quality assurances identified by the IOM
report. Physicians will support such initiatives when they are con-
vinced that the goal is legitimate, the process is fair, and the pa-
tient’s best interests is the focus. Physicians do adapt their practice
when presented with credible information in a nonadversarial con-
text. -

In that regard, it. has been a professional delight for me to be as-
sociated with the Maine Medical Assessment Project. Since its in-
ception over 10 years ago, when I was fortunate enough to be Presi-
dent of the State Medical Association, at the beginning of that
study, I remain proud of its achievements. It is as successful now as
it was during its beginnings. I am totally convinced that when pre-
sented with credible information, physicians modify their behavior
appropriately.

With this in mind, we urge this committee to provide oversight
so that those goals can be met to the benefit of Medicare patients
through the existing quality assurance mechanisms.

Thank you, Mr. Chairman.

Senator RoCKEFELLER. Thank you, Dr. McAfee.

[The prepared statement of Dr. McAfee appears in the appendix.)

Senator ROCKEFELLER. Mr. Wolford, I made you a doctor when I
introduced you.

Mr. Wovrrorp. I accept all honorary degrees. But I was willing to
accept that one today as well.
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STATEMENT OF G. RODNEY WOLFORD, PRESIDENT AND CHIEF
EXECUTIVE OFFICER, ALLIANT HEALTH SYSTEM, LOUISVILLE,

KY

Mr. WoLrorp. Thank you, Mr. Chairman, for the opportunity to
provide my testimony on this very important issue. As you indicat-
ed, I am Rod Wolford. I am the president and CEO of Alliant
Health System in Louisville, KY. And on behalf of the American
Hospital Association, I wish to give support to the Institute of Med-
icine strategy for quality assurance.

In these times of ever increasing health care costs as is demon-
strated on the charts that we just saw bold changes are required;
and there are not many agencies or individuals that are prepared
to step up to the plate to make bold changes. Instead they want to
make incremental changes which usually results in very little
change over the long pull. '

The Institute of Medicine’s recommendations represent a bold, a
refreshing, and a creative proposal that has the opportunity to
stimulate improvement and quality, not only for Medicare recipi-
ents, but for all Americans because health care policy is increasing-
ly driven by the policies established by Medicare.

Most importantly the data accumulated and disseminated on
quality through this strategy will result in first improved account-
ability on the part of all providers; second, a better informed con-
sumer, which is very important for the third component that I be-
lieve will have the most significant change; and that is that I think
it will ultimately lead to a new level of constructive competition
based on quality and value that we do not see today.

Representing the experiences from my own organization, Alliant
Health System, and paraphrasing a popular country song, I main-
tain we have been “looking for quality in all the wrong places.”

While the PRO’s are an improvement over the old PSRO’s, the
PRO is an inspection model. It seeks the errors and the offenders
and hassles many of the innocent in the process. Unfortunately, in-
spection and penalties do not focus on the overall clinical process
and outcome. Therefore, a sustained and long-term improvement in
the outcome is sketchy and erratic at best.

Nearly 4 years ago Alliant, with its three hospitals in Louisville,
charted a course of creating our own internal revolution by chang-
ing its policies, its behaviors and its culture, both of itself and its
own organization and attempting to change the culture of its medi-
cal staff to view and improve quality in a different way, in a way
we never had done before.

Our view of quality, much like the Institute of Medicine's report
and of the quality gurus such as Edward Demming believes inspec-
tion to detect errors and variations, to then punish the offenders, is
an unproductive means of quality improvement. Instead, we believe
the development of clinical processes or protocols to then be used
to measure and reduce treatment variation will result in continu-
ous process improvement and ultimately improve the outcome on a
sustained and repeatable basis.

To date, Alliant has developed and defined on their own volition
clinical processes for over 140 different diagnosis. Remarkable im-
provements heve occurred in utilization, outcome, resource con-
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sumption. All of those areas are very important for what we are
talking about today. But we are only at the beginning of where we
can go.

The IOM strategy, if fully implemented, would promote this type
of effort and behavior in most health care settings. That is a revo-
lution. I am sure there will be nay sayers and doubters to the Insti-
tute of Medicine’s strategy, but I encourage your adoption of the
report with the caveat that some of the bureaucratic burden that is
expressed in the multi layers in that report be examined very care-
fully so that we do not overdo it in that particular area, and that
adequate resources be invested in research and in implementation
to assure the success of the strategy’s long-term implementation.
Because I believe with that long-term implementation we will see
dramatic changes in the quality and the value of services to Medi-
care recipients.

Thank you.

Senator RockerkLLER. Thank you very much, Mr. Wolford. I ap-
preciate that.
d_[’Iihe prepared statement of Mr. Wolford appears in the appen-

ix.

Senator RocKEFELLER. Let me just kind of scatter fire some ques-
tions -here. Maybe I will start with you, Dr. Kane, if you do not
mind. In regards to your MCCAP, how long has it been going?
What have you reviewed so far? What have you seen in the way of
practice style changes? Just give me a better sense of it.

Dr. KANE. The program began approximately a year ago. It took
about 8 months to develop the first set of guidelines. The first two
topics that were dealt with were hip replacements and cholecystec-
tomies. Actually, four guideline panels were launched simulta-
neously and it is important to appreciate that the guideline ap-
proach that is being used in Minnesota is not so much reinventing
the guidelines, because good work is being done by the AMA and a
number of other organizations to really bring together the best
knowledge we have in each of those fields.

What the guideline process does essentially is buy in the physi-
cians. It involves them in developing and agreeing to in advance a
set of practice principles that they are going to live by. The first
results are, in fact, changes in physician behavior simply by widely
distributing in advance of beginning to monitor the quality after
careful review by virtually all of the physicians who would be af-
fected within the State of Minnesota. We began to see a change in
that behavior.

The second change that we noted immediately was that some of
the guidelines, particularly the ones that addressed the outcomes of
care, required specifically that one know how the patient was doing
before the crisis that led to his or her hospitalization. That that
kind of information on functional status is poorly recorded in the
medical record.

We were able to recruit the nurses in each of the hospitals to
now systematically collect information at both admission and dis-
charge on the patient’s functional status, some of the key symp-
tomatology, with regard to pain and other forms of discomfort that
would be particularly relevant to assess whether the patient, in
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fact, benefited from the very procedure whose outcomes we wanted
to measure.

Even before we have finished one round of data collection we are
seeing major changes in the way that the health care system is re-
sponding to these kinds of problems and beginning to implement
creative solutions in advance of even the data coming out.

We began officially collecting data on a prospective group of all
admissions for elective hip replacements and elective cholecystecto-
mies in December 1990. We are really just early into the phase of
actually systematically collecting that data, and will begin the sys-
tematic follow-ups on the outcomes in approximately June of this
year. We decided that 6 months is the appropriate follow-up for hip
procedures, which is the first condition.

We will be following up cholecystectomies in about a month be-
cause even since the development of the guidelines we have en-
countered a whole new technological breakthrough with regard to
cholecystectomies, namely the laparoscopic cholecystectomy, where
one can now almost admit a patient in and discharge him on the
same day for what used to be a fairly major operation.

This system provides a monitoring device to, in fact, look at the
outcomes and the effectiveness of that care for an evolving technol-
ogy, while the process is being developed and tested in a general
population.

Senator RockEFELLER. Was the motivation that lead you to start
the MCCAP a dissatisfaction with the PRO system?

Dr. KANE. No, I think that would be unfair to say that it was
dissatisfaction.

The PRO system is unfortunately seen as being marginal to the
major concerns of what we are concerned with with regard to qual-
ity of care.

hSenoator RoCKEFELLER. In other words, you would agree with that
chart:

Dr. KaANE. I think that Dr. Dehn has laid it out exactly right. I
think, in fact, it is that shift not only in name, but in function from
the PRO to the MCRO, represents a concept that moves away from
an adversarial or even a conflicting system of quality.

I think this whole panel is saying that there are two major syn-
ergistic movements. One is the internal quality control that needs
to go on and should be expected to go on within each of the organi-
zations or institutions. That is the continuous improvement we
have talked about. The other is an oversight function which should
not be a micro-management function, but rather an oversight func-
tion which assures that if, indeed, the continuous quality improve-
ment is going on, it will, in fact, result in better patient outcomes.

Important questions were raised earlier—the question about the
statistical size of the samples needed to test those effects. We have
statistical abilities to aggregate across conditions so that one can
look for patterns of effect, correcting for the effects of each of the
conditions and for the patient characteristics.

What is exciting about programs like MCCAP and some of the
work that has been going on with the Maine Medical Association
and in other parts of the country as sort of demonstration s'tes, is
the demonstration that, even now with the present level of our
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knowledge and technology, it is feasible to do exactly the kinds of
proirams that the IOM report was calling for. ‘

This is not a science fiction report about some decade hence. We
can begin to launch much of that work right now and are doing
just that.

Senator ROCKEFELLER. Let me follow up. In your written testimo-
ny you indicated that there was a need for external monitoring.

Dr. KANE. Yes.

Senator RockerFELLER. The concern of this whole hearing is the
tension that exists between cost containment or utilization and
quality. In terms of yonir group, how is that handled? In a more
general sense, how do you think that monitoring can be done?

Actually, let me as’: another question. Who makes up the panel
of the folks that do this for your program? I assume they are physi-
cians. There must be others. Do they work with the hospital admin-
istrators as they do thiz? Describe the degree of coordination which
minimizes confroniation and which maximizes the incentive for all
to participate in your program?

People are not necessarily trained in outcomes research, I would
not think. How is that instinct or that intellectual pursuit built
into your panel? Then will you go on to tell me how it monitors
itself or is monitored.

Dr. KANE. It is important to appreciate that the MCCAP Pro-
gram is a cooperative venture. One of the things I have learned in
the 5 years I gave been in Minnesota is that coalitions are possible
there, that may not always be possible in other parts of the coun-
try. Indeed, this is truly a collaborative process. The groups spon-
soring and participating in the program represent the hospitals,
hospital administrators, various health professionals—nurses and
physicians primarily, but other depending on the condition that is
involved—and the university, both researchers and physicians.

We have been able essentially to extract the best ﬁnowledge from
each of those disciplines as it pertains to the problem. This sort of
collaboration results in a positive approach, including getting the
best out of administrators about how to approach the situation.

Senator ROCKEFELLER. But monitoring implies, or I think it im-
plies anyway, that you have to keep an eye open because the hospi-
tal administrators, nurses, and physicians are all working together.
They are all in the same unit. Monitoring implies that there has to
be some other kind of outside viewpoint.

Dr. KANE. You make an important point here. I want to try and
separate two parts of that issue. One is, monitoring does implg
oversight. By collecting the data in one agency or one unit whic
happens to be sponsored by these organizations, we nonetheless
provide data about the whole range of activities across virtually
the entire State. So that one can monitor from a larger body that is
refresentative of the participants.

do not think monitoring necessarily has to be enforced from
above or from without in order to be effective. On the other hand,
were we to have the MQRO’s that the IOM calls for, then the mon-
itoring function that is currently being done by MCCAP could be
done by an MQRO. )

Now it is important to appreciate that under the current scope of
work a PRO would not be able to do the kind of work that MCCAP
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is doing. MCCAP essentially filled a void that was not being filled
by any other organization. But it would not necessarily need to
exist if one had this other kind of organization.

On the other hand, the great strength of MCCAP is that it is
sponsored by physicians and medical organizations. It enjoys a
level of cooperation that would be very hard to obtain from an ex-
ternal agency. When we discovered, for example, that certain criti-
cal pieces of information were not readily available in the medical
record, we were able to prevail upon the nurses and the physicians
to provide that information so that we could supplement the medi-
cal record and have the kind of data that we needed to really
assess the outcomes.

Were we to depend on the medical record, for example, we would
be in the status of the old joke about, “Will you be able to play the
piano after the operation?”’ Well, if you do not know whether you
C(f)‘;,ld play it before you cannot judge your piano playing skills
after.

We do not have that kind of base line information about func-
tioning in most medical records in this country.

Senator RocKEFELLER. As you view AHCPR, how good do you
think they will be? What is the quality of their work? Do you agree
with the broadness of their discipline as they set their pattern for
work? Do you have any concern about them?

Dr. KANE. I am first of all very encouraged by what I have seen
in the early days of AHCPR. And it is early days still for the orga-
nization. We have.all pointed to the tentative nature, even of the
leadership of the organization. I think they have done magnificent-
ly well for the short period of time they have been in business.

On the other hand, it is important to recognize that this kind of
activity has several very critical components. One of the things we
talk about in quality of care is the difference between assessment
and assurance. And indeed, the task of AHCPR is to assure, which
presupposes first that we have to be able to assess.

The guideline work and other kinds of things basically speak to
developing criteria by which we can assess whether good things are
happening; and, indeed, the emphasis on outcomes and effective-
ness speaks to be able to monitor whether those things are really
being achieved.

That only gets us to the necessary, but not the sufficient stage.
The next big job is, in fatt, to begin to change the actual patterns
of behavior among the large numbers of practitioners from the in-
dividual physician level all the way up to the medical corporation
level that we have heard some testimony about this morning. I
think that is going to be a very difficult task.

Senator RoCKEFELLER. I am interested in that. Let me say to all
of you, let's suppose that AHCPR is set up perfectly and that the
wori. of concentric circles that I am worried alout is all nonsense,
and that it really does lay out what constitutes appropriateness,
necessary, et cetera, how do you see the process by which it will, in
fact, actually effect what happens in physicians’ offices and hospi-
tal wards?

Dr. KANE. There are several steps that need to be taken; and I
think the AHCPR has responded to some of them very well.
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One of the important ones Dr. McAfee has spoken about is the
need to involve the critical players at the beginning. You cannot
impose quality from without; they have to be a part of the process.
If you are not part of the solution, you are likely to be part of the
problem. That, indeed, is very true here.

AHCPR has reached out very effectively to try and bring in as
many participating organizations as possible.

Senator ROCKEFELLER. Are patients represented?

Dr. KANE. They are indirectly. Dr. Clinton has spoken on several
occusions about his efforts to involve patient organizations, like the
AARP and others in the process. Certainly their opinions, at least,
have been sought. They are not represented on the specific panels
that are writing the guidelines.

Senator RockeFELLER. Do you think that is a deficiency?

Dr. KaNE. No.

We need to provide a mechanism for assessing the patient input,
but it is unrealistic to ask patients to write specific clinical guide-
lines about the technical aspects of management. The patients
really have the most to say about the defining outcome states.
There we have effectively involved patients in a variety of different
levels, in a number of different projects.

Senator RockerFeLLER. Would any other of you care to comment
" on any cf the points that I have raised? -

Dr. DeEnN. If I might, Senator.

The comment that Bob just made about involving the benefici-
ary, the patients in this case, in a measure of outcome is really
critical. The professionals can take care of the process—how to per-
form a cholecystectomy, how to perform any kind of surgical proce-
dure, how to treat a diabetic.

But ultimately the outcome is relatively subjective. You really
have to find out what the public, what your beneficiary, what your
end user of the system wants out of the system. They define the
outcomes. Now there are some very objective outcomes, but there
are an equal number of subjective outcomes. The involvement in
the beneficiary community in defining those outcomes gives us the
endpoint. It lets us know whether we are successful.

You asked earlier how we would actualize this. The patterns that
have been developed, the guidelines that have been developed,
under the tutelage of the AHCPR can be translated into the proc-
ess by which you achieve the outcomes that you desire. So that si-
multanecusly you are developing outcomes that you would like to
see, along with the development of process by which you can reach
those outcomes, and then recognizing that there are a varied way
to achieve the outcoines.

You then test which is the more efficient way to do that, and you
can do that with some analog of the PRO Program as we see it
now. That is how I see it, going from the blue sky that we are talk-
ing in the room, through a CAP Program and the kind of experi-
mentation that they are doing there, in the trenches by the PRO’s.

Senator RoOCKEFELLER. The reason I pursue that—and Dr.
McAfee, please join in on this—referring to my cousin who is a
physician in Portland, he says that one of the things he is now
doing is that he sits together, side-by-side so to speak, with his pa-
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tient, facing a computer screen. There is sort of a symbolism in-
volved in that.

In other words, in the interviewing of the patient and trying to
find out what might be wrong, he feels at least very strongly that
it is important to understand that the patient can be enormously
helpful to the doctor. Often however the way interviews are set
up—the doctor here and the patient here looking at each other—
the doctor does not get sufficient information from a patient and
outcomes might be affected.

So that in a sense he works jointly with them. Let me give you
an example: a fellow has something that hurts in his stomach, the
doctor punches up something on the computer and the computer
screen gives a whole list of questions—does this hurt, does that
hurt. The patient and the doctor together go through it together.

In fact, as a result of this process the patient can take home a
computer printout of what they have just been discussing and can
at dinner sit with his family and review it. Often the patient’s
spouse or the patient’s son or the patient’s father will say, “Now
look, I have noticed for the last 6 months that you have been doing
this,” which had not occurred to the patient.

In other words, the body of knowledge grows as the patient be-
comes involved, so to speak, in the diagnosis or whatever you want
to call it. That is what I mean when I ask about patient being in-
volved. I am trying to stretch the process. Getting back to what I
referred to earlier, is AHCPR attempting to codify the way things
are done. Do you understand my points?

Yes, sir?

Dr. McAFEkE. I think you have identified the important point. We
did, as part of our Maine medical project, a small outcome study—
100 patients having had prostatectomy, randomly selected. And by
any parameter, as professionals looking at the quality of care, it
was a superb group. The utilization, the relief of symptoms, the
blood loss, the absence of complications, would stack up against
anybody’s series any place. They look marvelous. We asked the
urologist, and to a person, they said this was the greatest operation
I ever did. It was perfect.

We then followed this up for 18 months by having an independ-
ent third party visit with those patients in their home, with their
families, assessing the efficacy of that pa.ticular procedure. We
found that in some areas up to half the patients said, I wish I
never had that operation.”

Senator RockereLLER. Could you repeat that? Half of the pa-
tients what?

Dr. McAFEE. Said that, ‘I wish I had not had that operation at
this particular time.”

Now what the professionals were assessing and what we have
looked at as quality issues were obviously not the issues of out-
come, of quality of life, et cetera, that are so critically important to
patients, to all of us.

As a consequence of that study we have then gone back, through
Jack Wennberg and others, have now initiated a nationwide study
that the American Academy of Urology is doing prospectively to
determine which is a better operation and when should it be done.
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More importantly, the informed consent package now put togeth-
er for patients indicating those, let's say, with prostatectomy, with
minimal symptoms, maximum symptoms and how they match
their life style and at what point should surgery be considered is a
much more informative process. It is informative not just to pa-
tients but to the physicians themselves who had not appreciated
until one looks in depth at these outcomes and quality of life issues
how o.ae should properly select timing and procedure.

So I think you are on the right track. It certainly is part of what

we need to do and continue to follow up. That is why I think some
of the parameters that the Agency is looking at to gegin with are
not the high tech things in terms of sophisticated technology, but
are pain management, are stress incontinence, are urinary inconti-
nence. We are going to be looking at bed sores. I mean things that
are critically important in terms of patient care, patient disability,
and ultimately significant cost issues. But they are not the flashy
coronary by-pass or prostatectomy or carotid end arthrectomies
that have gotten the press in the past.
- Dr. KANE. Senator, you make a very important point that I just
want to underline. It is very important that we build into our qual-
ity standards patient expectations. I think what you are really
speaking to is our need to develop more sophisticated mechanisms.
The computer example that you give is a lovely one of how we can,
in fact, encourage patients to be more active and productive par-
ticipants in the whole process of not only defining how care is
given, but what we expect from that care.

Senator ROCKEFELLER. Also, in narrowing the range from which
one selects what the problem might be.

Dr. KANE. Very much so.

Senator ROCKEFELLER. A mutual process, so to speak.

Dr. KANE. Yes.

On the other hand, we need to recognize that we have made
some rather impressive strides in a fairly short time. I mean it was
certainly well within my professional career when it was consid-
ered virtually unthinkable to look beyond the walls of the hospital
to talk about the outcomes of care.

Basically, if you managed to get rolled out or walk out of the hos-
pital with a reasonable respiratory rate, that was considered a suc-
cessful discharge. We are now at a stage where we are beginning to
systematically follow patients at points up to 6 months or a year
after the hospitalization to find out not only whether the patient is
still alive, but how she’/he is functioning, how she/he has readapt-
ed to her/his basic social roles, what kinds of symptoms; and, in
fact, how would she/he now reassesses the experience, as has just
been pointed out.

We are talking small steps, but I think we are taking the right
steps in very important directions.

Now the other part of the answer, I think, to your original ques-
tion—what forces shape what the health profession does—there are
two major forces that drive the health system in this country. Basi-
cally, it is the rules we have for what we pay for; and the rules we
have for what we regulate. -

What we have right now in this country is a lack of synchrony.
Essentially we are here talking about wonderful ideas about how to
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do that. In fact, your cousin is not getting paid much for spending
all that time sitting down in front of the computer discussing
things for patients. .

Senator RocKEFELLER. He points that out to me on occasion.

Dr. KANE. We have a payment system that is not compatible
with either spending time with patients or for rewarding people
who produce better outcomes more than people who produce poorer
outcomes.

Senator ROCKEFELLER. Actually, it is interesting, one of your
other charts, the RBRVS, is a classic example of what you are
speaking about. He is a family practitioner. Let us say he sits down
and spends an hour narrowing the range of options as the comput-
er keeps spitting out more questions and both patient and the phy-
sician try to hone in on the problem. This activity is highly cogni-
tive. That's why it is important to have physicians getting reim-
bursed on the basis of time involved in this very long process.

Particularly if you begin to fundamentally affect not only the di-
agnosis but the outcomes of the whole system. I mean it really is
imJ)ortant that physicians be reimbursed for what is often the most
tedious but most important part of their job.

That was a speech; that was not a question.

Dr. KANE. Just think for a moment, if we had a system that in
fact paid physicians on the basis of their outcomes. All of the con-
cerns we have about weeding out the bad apples would suddenly
now be driven out essentially by economics.

If indeed you got paid more l{)r a successful outcome and you got
charged for a bad outcome, I suspect we would need far fewer regu-
lations and we would have a very different kind of environment.

Senator RockerFeLLER. Can [ just ask you all a broad question? It
is sort of philosophical. Here we have $116 billion in Medicare and
close to $50 billion in Medicaid. By the year 2000 they say that
spending under Social Security wilFbe surpassed by Medicare. In
other words, cost broke State Governments, broke Federal Govern-
ments, both have enormous deficits. It is really important.

You just cannot escape from it. In fact, I think as I said in
Miami, at the American Medical Association meeting, I think cost
containment is almost the credibility badge, the litmus test, or the
gateway through which you have to walk in order to talk about
universal access to health care. You have to pass the cost contain-
ment test. It has to be credible.

The reason for this hearing is that that is only part of the story,
and that Medicare has to be about better quality of health care. So
that you really have an exquisite tension which is virtually impos-
sible to resolve. You cannot have better quality, I would assume,
without having more costs. Dr. McAfee I know that you do not like
some of these new national monitoring groups being suggested by
IOM; and I can understand that.

In fact the worse thing you can say in Washington is let us ap-
point another monitoring group. It almost takes everything else
that you might have to say on the subject and makes it irrelevant
because people just dismiss you.

On the other hand, you go have to monitor. There does have to
be internal and external discinline. That is the way most of the
rest of the world of work and .ndustry, et cetera, works. So how do
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you address philosophically the question of the tension between
quality of care and the need for it, more emphasis on it—outcomes
research and all of that—on the one hand, and on the other hand
driving down the cost of everything?

Dr. DEHN. Mr. Chairman, I will give it a bit of a try. This is a
personal opinion, and not representing AMPRA.

Senator RocKEFELLER. No, no. You do not have to.

Dr. DEnN. Thank you.

It is my feeling that ultimately we are going to have to engage in
a process not unlike what that is going on in Minnesota, not unlike
what is envisioned by a PRO Program, that leads to not necessarily
a monitoring of quality, believe it or not, but a definition of a basic
health care plan.

That basic health care plan probably would be significantly less
comprehensive than that which we see covered by Medicare today
and that society would probablK be asked to determine whether
they valued care beyond that which was defined in a basic health
care program. This is a social issue; it is not a medical issue.

You are probably familiar with the early efforts by the State of
Oregon to assess the society in Oregon as to where they wanted
limited resources to be allocated. Interestingly, there were relative-
ly few health professionals involved in that. ?i‘hat suits me person-
ally just fine.

ecause right now as you saw aptly identified, we are really get-
ting a mixed signal. We want all the health care in the world and
we do not want to pay for it. What we need to do is to organize
society to bring the debate on what constitutes a basic health care
system into the public arena, give us a straight message, and we
can do the job.

Above and beyond that should—and again this is a personal
opinion—be the responsibility of the individual beneficiary recipi-
ent.

Mr. WoLForp. Mr. Chairman, I will go second here.

There is a strong inference given by a lot of people that quality
costs more money. I do not believe that is true. I do not believe
that you can always say that if you have higher quality it has to
cost more. As we f‘\,ave seen that in some of the products that we
have received from foreign lands and so on, the productivity and
the costs that go into those products of higher quality than what
we can produce has beat the pants off of us in many of our indus-
tries.

I maintain that quality reduces the unnecessary va:.ation of
which they have done wonderful jobs in Minnesota and Maine and
other locations of doing that. It reduces the waste in the system if
you have a Frocess by which you can identify the necessary proc-
esses to build the product and reduce that variation, reduce the
waste going into it.

That is a different management philosophy than we have grown
up with in the United States. It 1s different than we have been
trained in our schools, regardless of what schools they are. We are
making some changes in that at this point in time, but it is differ-
ent.

That means that the management culture, whether it be the
physicians or whether it be the hospital administrators or the
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others have to change in order to adapt themselves to looking at
quality in a different way, that quality does not necessarily cost
more.

So that requires investment. It requires investment in the infra-
structure in which we evaluate, assess or monitor quality, because
we cannot do it the way we had been doing it before if we want to
achieve different results. It requires investments in information
technology that you mentioned a moment ago, something that we
are probably lacking very much in the medical field now. Because
the algorithms, the processes, and all of the different iterations
that can take place in medicine can be quantified and developed
into information technology that can be very useful in quality.

So all of that requires investment and we should not be afraid to
make that investment if we wish to have a different level of qual-
ity. .

Dr. McAFEe. Mr. Chairman?

Senator RocKEFELLER. Yes, Doctor.

Dr. McAFEE. Professionals-respond to good, credible data. Forgive
me if I say data because in New England we reserve the term
‘“data” to refer to our female offspring, as in our son and daughter.

Good data; as specific as it can be to that institution, to that pop-
ulation base, to that region, or if possible to that individual, if
given in an environment of true science rather than without any
punition of taking away of credentials or impacting on your licen-
sure board or removing your liability insurance or not paying you,
but just to identify you as somebody who may be an outlier, and
you for the first time appreciating that what you have been so very
proud of doing is now, when measured against the activities of your
peers, indicates perhaps overutilization of an operation, a therapeu-
tic maneuver of some sort. '

The single greatest motivating force I have found in my part of
the world with physicians has nothing to do with your credentials
and your pocketbook and this sort of thing, but it is the mere fact
that you may lose the mutual trust and respect of your peer by
continuing to practice what you think is appropriate medicine.
That, 99.9 percent of the time, affects behavior change for the
better and is done in an environment without those in the periph-
ery trying to influence that change.

So the creation of that data, the sharing of that data, the speci-
ficity of that data, and whether that is to be through the Uniform
Clinical Data Set, whether it is through feedback of information
such as Tom had mentioned, in whatever form, I think it is the key
to continuing to implement good and better quality, and monitor-
in%\ that quality down the line.

he wisest investment Maine ever made was the creation of the
Maine Health Information Center; and the Maine Medical Associa-
tion put up $10,000 at a time when their total budget was not
much greater than that to pay for collecting data. We now have
uarterly hospital discharge, 100 percent hospital discharge, data
that we have had for 11 years now. We can see trends. It is the
ideal monitoring system for in-patient care; and we are trying to
modify this to some of the outpatient care.

Senator RockerFeLLER. You have all been very generous. I want

to ask one more sort of gencral, philosophical question and I would
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like to hear your comments. But let me say before that, that I am
going to sena each of you a number of questions that I wanted to
ask but did not.

gl;he questions appear in the appendix.)

nator ROCKEFELLER. One of the things, Dr. McAfee, that my
cousin also tells me is that a lot or a goodly number of his age
group—and he is in the thirties—are getting out of medicine. They
are physicians and they are getting out. Theg' want out because of
this hostile climate of which you speak, the hassle factor, which is
now part of the English language.

You look at our current situation, and in a sense you could
almost say, it can only get worse because we have been going alon
in this country assuming that whatever was needed would be pai
for, that whatever new technology was made available was the
right of every single American. Every single American uses it and
costs go up.

We are coming to a point where the cost of health care is virtual-
l]‘; unsustainable by at least the Federal Government. So you have
this ridiculous situation where Congress in the last 10 days of a 2-
year session or of a l-year session will in its Reconciliation Bill cast
about in the last few moments looking for $2 to $3 billion to cut or
$4 to $5 billion to cut, and they go after the opthamalogist or the
anesthesiologist. They just cut arbitrarily. We cut arbitrarily. No
science. It is desperation.

We cannot sustain the increased cost of Medicare. We cannot do
it. Even as we do it is still going to go up every year. When we talk
about cutting Medicare, of course, it is never cutting Medicare in
absolute terms; it is cutting the rate of growth. People think it is
cutting Medicare. The intensity over this issue is so much stronger
in the last 5 or 6 years. Obviously, we understand the reason why.

On the other hand, you have outcomes research and you have
the IOM report, new groups to monitor, and different States trying
different things. There is tremendous pressure on a physician. Pa-
tients are becoming more knowledgeable; consumers, generally, are
becominﬁ more knowledgeable.

The whole question of liability reform, tort reform, which I think
is absolutely fundamental. A physician faces his patient, and the
patient is not a patient but a potential litigant. The whole philoso-
phy, in a sense, the souring of the relationship, taking away what
1t was meant to be, what it was when physician went into the prac-
tice. :

My question is: Can we go through this process, all of us—public
people, physicians, other private sector people—in a spirit of
comedy, understanding that in a sense we all have to give some-
thing up, that we all have to change our ways of behaving. Certain-
ly we do in Congress. We have been outrageous, really, just hand-
ing out money nonstop and then all of a sudden jerking it away
without thinkmfg.

Presumably if we ever get to the point where there is full access
to care and there is no more uncompensated care, doctors and hos-
pitals will benefit from that. So they would need at that point,
probably, to give something back. The consumer is going to have to
give something up. If there are more MRI's in San.Francisco than
there are in all of Canada that says there is something basically
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wrong with our systems. Our consumers are going to either give up
first dollar coverage or are going to have to pay a certain percent-
age of co-insurance. They have to understand they have to limit
their own demand for medicine. This is their patient responsibility.

Everybody gets hurt in this process. Hospitals are closing. We
have hospitals in West Virginia which I fight to keep cpen that
have only 20 percent occupancy of their beds; and yet they are sole
community hospitals. There is nothing else. There is nothing else
in the area. So everyone has to sacrifice.

Do you think that there is a possibility that we can go through
this agony over the next 5 or 6 years as we try to recreate, retune,
or redirect and yet control costs and improve quality, and work to-
gether?

I know it is a naive question, but I think it is maybe the most
important. :

Dr. McAFEE. I do not think there is any question that we are
going to do it, that it is going to evolve into a system that I think
we are all going to be proud of at the end of that process.

I think the key, Senator, as it has been in the past and I know is
well-known to you, that if we can maintain the mutual trust and
respect that we have for each other, that the profession has for
- government and those saddled with the responsibility of providing
in the public sector, if we continue to respect the professions and
their role, and meeting their needs; and if we both collectively can
continue to respect the needs of patients and not deny patients
access and resources because of inappropriate cost decisions, then I
think we will have done what we want to do.

In regard to the profession itself, yes, we see young people some-
what despondent about having finally arrived and beginning prac-
tice and it is not what they wanted it to be. But I submit to you
that some of those physicians probably should not have gone to
medical school in the first place, because they are being despondent
about the wrong reasons.

The practice of medicine still is a marvelous, marvelous profes-
sion. The positives of it you do not see and hear because you do not
have the opportunity to on a daily basis, as we in the profession do.
And until you have the opportunity to operate on that young adult
trauma victim who is dying before your eyes and finally grasp that
splenic artery between your thumb and forefinger at 2:00 in the
morning and know at that moment that you have given that kid 50
more years of life, simply by doing what you are doing at that
point, regardless of what financing or where you are, et cetera,
occurs, I submit to you that still is the single greatest natural high
that one individual can feel for another on the face of this earth.

That is why you go to medical school; and that is why we are
doctors. We will solve these other problems in some other fashion.

Dr. KANE. Senator, let me perhaps provide a slightly more pessi-
mistic view of what I think is happening here. Your description of
the American population is very accurate. America is like a fat
person who goes on a series of binge diets and keeps gaining weight
all the time. That is what we have done with our health care
system.
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We keep looking for magic bullets. We have tried the banana
diet, and the grapefruit diet, and we have been taking some pills
for it, and we find out we are still gaining weight all the time.

I think if we are going to really change the way that we behave
we need to change fundamental behaviors. In a society where con-
sumerism is the national pastime it is very difficult to anticipate
any type of way to get out of the trap of people expecting more and
more from the medical care system.

The major medical journals now have news releases on a weekly
basis to inform the public about the latest medical breakthrough
based on the last three cases. These reports encourage patients to
demand that kind of care from their doctors. That situation is not
likely to lead to active cost containment.

We need to find some very strong discipline. I think Dr. McAfee
is absolutely right when he describes the wonderful sensation of op-
erating on a trauma patient. But one of the realities of medicine
today is that the probability of benefit is inversely related to the
duration of the event. We do much better on trauma than we do
with chronic disease.

This is a country that is facing an epidemic of chronic disease.
Most of the doctors practicing medicine in this country today will
work less with splenic arteries than they will with 85-year-old
people in intensive care units hooked up to 14 machines.

If we are going to begin to look for ways to control our almost
insatiable appetite for medicine, it has to be by resetting the appes-
tats of the average person. We need to have very frank discussions
about what we truly expect from the medical care system.

We are in some cases buying minutes of life at a very, very high
price. At the same time we are neglecting literally thousands of_
ggople who are in dire need of care, because they are uninsured or

cause they are in long-term care facilities that are not providing
a reasonable quality of life. -

I certainly do not need to tell the Chairman of the Pepper Com-
mission those problems. You have dealt with them eloquently. But
it seems to me that we need to grapple with that basic redistribu-
tion.-We need to find ways to give the physician who is delivering
primary care to the 75-year-old person the same sense of satisfac-
tion that the surgeon gets when he repairs the spleen of the
trauma victim.

We do not have a mechanism to do that. That is why developing
data on outcomes and the differences that doctors can make be-
comes so important. Right now most of the physicians who are
practicing primary care get no system of systematic feedback about
the difference they make as physicians. .

That lack is one reason they are driven to doing more and more
ﬂrocedures because you get immediate gratification from that. That

ind of a resetting of the environment of practice by providing rea-
sonable information that can involve patients can mean both pa-
tients and physicians active participants in understanding the al-
ternative scenarios for different kinds of outcomes that are possible
by different kinds of procedures.

Good information can begin to reset this whole pattern that we
have developed. It is going to take something much more substan-
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tial than just forming panels of experts to write guidelines to
simply change that whole situation.

Dr. DeEHN. Senator, as I understand your question, it was less
with regard to the process than are we going to survive the process;
and what impact will that process have.

My thoughts on the issue are that the quality that makes us
uniquely human is our ability to reflect on our own behavior. As a
profession we are engaged in reflecting on our own behavior. That
is really exciting. It may be a little painful and a lot of work for us.

But for young students, young practitioners, to be a part of a
very critical moment in the practice of medicine, the opportunity
to take a very critical look at yourself, and the opportunity to use
that information to make changes that are for the betterment of
you or your profession, while it may sound like fluff, is a very, very
exciting opportunity.

I think that young students, my son included, who I encouraged
to go into medicine, will grab that challenge and do a lot better job
than we have done with it in the last several years. I am optimis-
tic.

Mr. WoLrorp. Well, I guess I will fill in the last here. I am opti-
mistic, but pessimistic at the same time. I will balanced in that and
say that I believe that the American people have the will to make
changes. But many times we see structural gridlock because of self-
interests—self-interests that both built the very, very good medical
system that we have today; and that self-interest coming back to
haunt us and not wanting to change.

All we have to do is take a sampling at one of these subcommit-
tees on health care issues and see the diversity of opinion and the
host of people who will come in to render that opinion as to why
they should get more of the pool of money that is out there, at this
time a very massive amount. And sometimes it is reflective of a
shark-feeding frenzy on that massive pool of money. It is very diffi-
cult to change that.

So I think if we are to change the health care system, we cannot
look at it in just simply incremental changes. We are going to have
to take a look at some of the structural aspects of the system to
determine what do we need to fundamentally change in order to
mak;a it a modification of where we are today to achieve a better
result.

Senator RockerELLER. | really appreciate all four of you, your
- openness, and your honesty. You have been very helpful to ime.
This topic is endlessly complicated but ultimately important. I
really appreciate your being here.

With that, we will adjourn the hearing.

[Whereupon, the hearing was adjourned at 12:24 p.m.}
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ADDITIONAL MATERIAL SUBMITTED

PREPARED STATEMENT OF THOMAS G. DEHN

Mr. Chairman and members of the Committee, I am Thomas G. Dehn, M.D,, Im-
mediate Past President of the American Medical Peer Review Association (AMPRA)
and a practicing radiologist in Milwaukee, Wisconsin. I am also Chairman of the
AMPRA NuPRO Task Force, an initiative within the Association to develop our
own recommendations regarding the future of the PRO program. On behalf of the
pnysician directed medical review organizations which comprise AMPRA’'s member-
ship, including the federally designated_Peer Review Organizations (PROs), I am
pleased to have this opportunity to present AMPRA's views on the Institute of Med-
icine (IOM) study e: . titled, “'‘Medicare: A Strategy for Quality Assurance.”

Mr. Chairman, in a historical sense, the release of the IOM report has come at a
particularly é)ropitious time. Major health care policy debate and action regarding
the form and substance of Medicare quality assurance activities has occurred ap-
proximately once a decade. In 1965, at the start of the Medicare program, conditions
of participation were stipulated ﬁoverning institutional quality assurance responsi-
bilities. In 1974, the Professional Standard Review Organization (PSRO) program
was established at the urging of Senator Wallace Bennett. In 1982, Senators Duren-
berger and Baucus led a successful effort to establish the Utilization and Quality
Control Peer Review Organization (PRO} program. Today, with the IOM report as
the catalyst, we are once again debating the overall goals and objectives of a Feder-
al oversight program responsible for assuring the quality of care received by Medi-
care beneficiaries. The IOM report has stimulated all of us to think with greater
clarity and purpose about ultimate goals for sucn a program and the best methods
to achieve them. AMPRA is a willing participant in this important policy discus-
sion. We welcome this hearing today not as protectors of the status quo but as con-
tributors to new ways of thinking about Medicare quality aseurance activities. Our
comments will focus in particular on the appropriate role fo. external review orga-
nizations.

PRO PROGRAM: WHERE WE HAVE BEEN

Mr. Chairman, before commenting specifically on the IOM report and presentin
the Committee with some of AMPRA's specific recommendations for the future,
think it important to briefly review the short history of the PRO program. In this
regard, | only wish to point out that the desiﬂm of the PRO program, since its incep-
tion, has been a reflection by Congress and the Health Care Financing Administra-
tion (HCFA) of concerns regarding the potential risks to quality of care and to cost
containment that may arise from the incentives of the Medicure prospective pay-
ment system (PPS) for hospital services. PRO review has been specifically tailored
to address such PPS concerns as: inappropriate admissions, premature discharges,
and DRG coding manipulation. -

In retrospect, we should not be surprised that PRO objectives were so clearly tied
to PPS oversight. PPS was a largely untested hospital payment system which raised
many concerns within the Medicare beneficiary community reiarding the impact on
patient care. Seen from this perspective, the PRO program has met many of the
original objectives set for it. Quality of care in hospitals, as PROs have observed and
the recent RAND DRG Study on the Impact of DRGs on Quality of Care validates,
has not deteriorated but has actually improved as a result of the PPS system. Insta-
bility at discharge has increased as a result of PPS, but this problem 18 more a re-
flection of the limited Medicare benefit structure for post acute care treatment than

(5D
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a responsibility of the hospital to provide non acute care services. Admission rates
for hospitals have declined even though the economic incentives of PPS reward in-
creased admissions. A study from Project Hope concludes that a major causal factor
for this drop in admissions is the fact that hospitals now screen al{ their Medicare
admissions to prevent retrospective denials of hospital payment from the PRO.

y point, Mr. Chairman, is that the PRO program has been guided by a narrow
and limited, albeit understandable, set of objectives. These objectives have been to
oversee the introduction of the PPS system and to project some level of confidence
to Congress and the public that quality of care has not been compromised. The origi-
nal PRO statutory objective, articulated by Senators Durenberger and Baucus, to
empower local review organizations to innovate and to focus their activities on a
broad range of quality and utilization objectives gave way to succeedingly prescribed
PRO Scopes of Work, both in terms of the cases to be selected and the method by
which review would be performed. As | have commented before this Committee on
previous occasions, PROs are limited to a “‘snapshot” look at Medicare services. As
we near the first decade anniversary of the implementation of PPS and with the
broad success of PPS in terms of introducing incentives for hospital efficiency, it is
now an appropriate time to move beyond this solitary focus and begin to pursue a
more ambitious agenda. It is with this understanding in mind. that I turn now to a
discussion of the IOM report.

THE IOM REPORT

At the outset, Mr. Chairman, let me t: ke this opportunity to compliment the IOM
Committee and staff on a thoughtful and innovative report. The 1O0M Committee
took seriously its charge to outline a long term strategy for Medicare quality assur-
ance and set a direction for the future that we can steer by in the years ahead. It is
a very ambitious and difficult course that the IOM has chartered but let me state
with confidence that it is a course that the PRO community can follow with enthusi-
asm.

AMPRA is particularly appreciative of the report’s conclusion that now is not the
time to start over but to strike a balance between new emphases and responsibilities
for Medicare quality assurance activities and retaining elements of the current
system. Not surprisingly, AMPRA agrees with one of the report’s conclusions that
the current PRO program provides a valuable infrastructure of committed quality
assurance professionals that will be needed even as the roles and functions of local
review organizations change significantly in the days ahead.

To briefly summarize our position. Mr. Chairman, AMPRA is supportive of many
of the conclusions and recommendations of the 10M study. We support the study’s
strong call for the development of a comprehensive database on patient care out-
comes The PRO community would like to be in the position in the future of linking
more empirical evidence of medical effectiveness with the promulgation and dis-
semination by the PRO of more explicit process of care standards. We support the
IOM strategy to feedback information to providers and patients to help inform clini-
cal decision making as a preferable aliernative to regulatory oversight and the im-
position of sanctions and penalties. The study’s emphasis on continuous improve-
ment as a means to shift provider behavior to a higher performance standard is
laudable. It is true that too much time and too many resources have been expended
in the PRO program chasing a relatively few provider outliers in the system. We
are in agreement that identifying and rewarding provider performance needs to be
encouraged in any Medicare quality assurance system. AMPRA fully supports the
need to assure quality of care in all care settings and the call for additionaﬁunding
to reach this goal. As previously mentioned, too much of the present PRO focus is
on oversight of PPS at a time when services and technology are being dramatically
shifted to the ambulatory setting. These and other recommendations of the IOM
study are applauded by AMPRA, and as an Association we are committed to their
implementation. The challenge is now to translate bold thematic goals and objec-
tives into programmatic specifics. The PRO community is committed to assisting
HCFA in realizing this difficult transition because we believe the end result will be
a more efficient and eftective external review system.

AMPRA'’s stated goal in embracing IOM's new direction is to rid the perception if
not the reality that PROs are nothing more than government policing and enforce-
ment aﬁencies. We must begin to create state level review organizations that are
first and foremost valuable information and education resource centers for both pro-
viders and consumers at large. In spirit and mission we must begin to think of our-
selves as patient advocacy organizations understanding that the ultimate goal of
peer review activities is to improve the quality of care for beneficiaries. At the same
time, we must be true to our calling to improve provider/practitioner practice be-
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havior through a peer review process that protects the confidentiality of peer delib-
erations.

To realize this shift of focus in Medicare quality assurance activities, nothing less
than a change in culture and attitude must govern the relationships between PROs,
providers, beneficiaries, and the government. Trust and cooperation must replace
suspicion and penalty as the guiding principles between all parties, not the least of
which is the relationship between HCFA and its PRO contractors. New lines of com-
munication and new methods of communicating with all parties must be developed
to handle the new kind of information that will be demanded i the future.

As the IOM report expressed, another critical element of success in the future
will be the willingness and ability of all participants to build new skills and capac-
ity. While clinical judgment will remain an important ingredient in quality of care
evaluation, much of our work in the future will be guided by epidemiologic science,
clinical decision analysis, information science, and statistics. Major resouic+s must
be devoted to training of individuals at all levels in the Medicare quality assurance
system, including hospital, PRO, and HCFA staff.

Mr. Chairman, while AMPRA is in strong report of the report’s basic recommen-
dations, we do wish to take issue with a couple of the report’s conclusions and ad-
dress two perceptions occasioned by the report’s release. Let me elaborate.

The report concluded that PRO review to date has been a hindrance to the goal of
self-monitoring and internal organization improvement. While we agree that too
much of PRO review has been characterized by a regulatory and inspection model,
approaches that need to be deemphasized in the future, we believe, nonetheless,
that the primary impact of the PRO program to date has been to provide incentives
for hospitals and other providers under review to invest in developing their own in-
ternal systems of quality and utilization management. The PRO community has ob-
served a pronounced increase in such institutional activity since the introduction of
PRO review. We are disappointed that the report did not explore more thoroughly
this sentinel impact of PRO review. AMPRA does not believe, as the report itself
concluded, that it is time to relinquish PRO authority to sanction or penalize; these
interventions can be needed stimulants to positive changes in behavior when other
appeals to the provider community have not worked.

he IOM report also concluded that the PRO program is ovarly attentive to utili-
zation and cost containment issues at the expense of quality of care. AMPRA would
be the first to acknowledge that over time the scope of work essigned to Federally
designated PROs has changed in important ways. While quality of care issues did
take a back seat in the first PRO scope of work, PROs now forus a great deal of
time and effort on activities geared to monitoring and improving the quality of care.
The development of generic quality screens for use in the second contract cycl?, and
the development of HCFA's mandated quality intervention plan in the current con-
tract cycle give evidence of the change in emphasis from utilization review to qual-
ity review.

Philosophically, we also believe that quality and utilization are inextricably
linked. For example. good surgical outcomes in terms of mortality and morbidity
rates in patients for whom the surgical procedure was not medically required cer-
tainly would give a distorted view of the quality of care provided to the patients in
question. In addition, we believe that considerable efficiencies are possible when a
single entity concurrently reviews care for both medical necessity and quality.

As I noted earlier, AMPRA is also concerned about two perceptions that might be
occasioned by the report. The first of these is that external peer review should be
abandoned in favor of data analysis, practice guideline dissemination, and providing
feedback to providers, all of which is intended to improve outcomes. While many
PROs are actively involved in all of these activities, AMPRA strongly believes that,
given the current state of knowledge about outcomes of care and tge use of data to
monitor these outcomes, it is entirely premature to consider abandoning the concept
of peer review.

As an example of this imperfect state of knowledge, I refer the Committee to an
article published July 25, 1990 in the Journal of the American Medical Association.
This article, entitled “Explaining Variations in Hospital Death Races: Randomness,
Severity of Illness, Quality of Care,” was co-authored by one of the members of the
‘IegM panel which produced the Medicare quality study. This recent article conclud-

“Our analyses of a representative sample of patients with CHF [conges-
tive heart failure) and AMI (acute myocardial infarction] in four populous
states [California, lllinois, Minnesota, and New York) have not produced
much evidence that hospitals with higher than expected death rates based
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only on administrative data actually, on review of their medical records,
provide lower-quality care.”

By citinz this study, I do not wish to imply that AMPRA or its members believe
that mortility and other outcomes data are useless. AMPRA, its research and edu-
cation affi iate, the American Medical Review Research Center (AMRRC), and indi-
vidual PRCs have been pleased to be in the forefront of research and demonstration
activities relating to small area analysis, outcomes of care and medical effectiveness.

On the other hand, my reference to this stuldy is intended to make the point that
even in the case of outcomes data with which quality of care experts have had the
most experience, there are many unanswered questions. Unfortunately, some casual
readers of the IOM study apparently have come away believing that peer review
activities will be, or should be, discontinued as soon as possible, and replaced by an
alternative, off-the-shelf quality assessment tool. Among other things, they have
failed to note that the IOM report itself calls for a 10 year implementation strategy.

Mr. Chairman, AMPRA strongly believes that there will always be a role for the
peer review process. Physician peer review of medical records must continue to play
a cent{rel role in the Medicare program’s ability to validate outcome data and to
make definitive judgments about provider performance and the quality and appro-
priateness of medical care. In our view, outcomes data, effectiveness research and
practice guidelines will supplement and complement—rather than replace—peer
review activities. They offer additional tools to monitor and assess the quality of
care provided to Medicare beneficiaries and other patients. As noted above, they are
also likely to help focus these review activities.

PRO PILOT INITIATIVES

Mr. Chairman, it is important to note that work has already begun in the past
several years to operationalize review methods that are consistent with the IOM
vision of the future. Under HCFA's direction. AMPRA and the PRO community
have been participating in a number of pilot projects and special programs toward
this end. For example. seven PROs are now involved in a project to design an ap-
proach to assess the quality of care provided to patients in noninstitutional settings.
This pilot project is focusing on 16 medical areas and is intended to enable PROs to
evaluate variations in effectiveness among interventions and among providers, and
to provide useful feedback in order to stimulate continuing improvement in patient
care.

Since 19587, AMRRC and 12 PROs have been involved in a HCFA-funded project
which makes use of a small area analysis tool to compare the utilization and out-
comes of care in various locales. This special project was intended to develop PRO
capabilities to feedback data on patterns and outcomes of care to the practitioner
and provider community and to evaluate the impact of such feedback on patient
care.

Both AMPRA and AMRRC continue to bring attention to recent developments in
quality assurance, effectiveness research, and practice guidelines. In November
1989, AMRRC hosted The National Working Forum on Outcomes and Quality of
Care. A considerable portion of AMPRA's April 1990 Legislative Policy Conference
was devoted to effectiveness research and practice guidelines including a presenta-
tion by Dr. Jarrett Clinton, Acting Administrator of the Agency for Health Care
Policy and Research tAHCPR). We are participating actively in AHCPR's ambitious
agenda to promote outcome research and develop practice guidelines.

In short, the PRO community supports and has becn actively involved in pilot
projects and programs aimed at improving our review and other quality assurance
activities. We believe that these types of projects and programs should proceed, sub-
Jject of course to careful design and thorough evaluation. These initiatives offer great

romise for the future of the PRO program and quality assurance activities general-
y. They are indicative, Mr. Chairman, of work now being performed that is comple-
mentary to the quality assurance activities advocated in the [IOM report.

AMPRA RECOMMENDATIONS

As Chairman of the AMPRA NuPRO Task Force, I am pleased to take this oppor-
tunity to present some of our preliminary thinking regarding the future of the PRO
program. The Task Force will be compreting its deliberations and issuing a final
report to Congress in the early Spring of this year. Based on discussions to date,
particularly an AMPRA NuPRO Membership Forum recently conducted in Albu-
querque, New Mexico, AMPRA offers the following tfive recommendations for Com-
mittee consideration:
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Medicare Part B Review—AMPRA was a strong supporter of the recent passage of
OBRA 1990 provisions that mandate a coordinated strategy of PRO and Part B Car-
rier review in physician offices starting on January 1, 1992. This date, as you are
aware Mr. Chairman, coincides with the introduction of the Resource Based Rela-
tive Value Scale (RBRVS) physician payment reform. AMPRA concurs with Con-
gress that it is imperative that targeted review strategies be introduced to address
quality and access concerns that might surface as a result of the new payment in-
centives. For this reason, AMPRA recommends, as a modest starting point for eval-
uation of care provided in physician offices, the review of certain inpatient ‘“senti-
nel”’ conditions that might represent a failure of ambulatory management or access
problems. We note that this is the same approach that AMPRA recommended for
the review of HMOs/CMPs.

Pattern Analysis and Information Feedback-—As mentioned previously, AMPRA
strongly supports the emiphasis in the JOM report on pattern analysis and informa-
tion feedback. The AMRRC project on the use of small are analysis was a strong
signal that data analysis and feedback of information can capture the attention of
the practitioner community while casting the PRO in the role of information and
education resource rather than enforcement agency. Unfortunately, just as momen-
tum was building for this approach throughout the PRO community. the project was
abandoned when the special project monies ran out. AMPRA believes that this ac-
tivity is too important to the future of che PRO program to be delegated to a special
project category. AMPRA. therefore, recommends that pattern analysis. starting
with small area analysis, and information feedback be formally incorporated into
the PRO Scope of Work. We further believe that a fixed percentage of each PRO
tudget be earmarked for these important functions, including financial support for
the training of personnel and the recruitment of health sc¢rvices researchers needed
for this new work.

PRO Flexibilitv—AMPRA believes that it is an appropriate time to embrace the
original Senator Durenberger and Senator Baucus vision of the PRO program en-
couraging local PRO flexibility to innovate and to focus review activities The HCFA
national prescription for case selection ignores the fact that quality and utilization
problems are unique to state and local areas. PROs are in the best position to use
their data profiling capabilities. review experience. and knowledge of the local medi-
cal resources and personnel to determine where review activities should be concen-
trated and, for the better performers. reliecved AMPRA recommends. therefore, that
a certain percentage of overall PRO case review be left to the discretion of the PRO.
For the sake of national consistency and to maintain the principle of minimum com-
pliance monitoring. this approach should be balanced with a mandate that PROs
review a random sample of cases in every hospital AMPRA is confident that great-
er PRO discretion in case selection will lead to a higher vield in identified quality
and utilization problems and PROs would be willing to be evaluated on this
premise

Uniform Chinical Data Set—AMPRA supports HCFA's decision to develop a Uni-
form Clinical Data Set (UCDS) We unuerstand the need to have an ability within
our quality assurance system to risk adjust for patient characteristics. Risk adjust-
ment will enable us to distingutsh oetween patient vutcomes that are driven by the
patient’s condition or the quality of the medical intervention. UCDS also holds
promise for making individual case findings more consistent as the system builds a
more structured protocol for implicit review by peers. We do recommend. however,
that HCFA move carefully and cautiously towards UCDS implementation across the
country. In particular., much work needs to be done to refine the clinical algorithms
that are an integral part of the UCDS system. Given the extraordinary implications
of the UCDS system for the medical care industry, we need to be certain that UCDS
represents the best adaptation of current clinical knowledge to computer science.

PRO Contract Adnunistration—Mr. Chairman, vou might wonder why I bring the
issue of PRO contract administration before you today. I do so because the PRO
community strongly believes that without a sound infrastructure of stable adminis-
tration of PRO contracts. our efforts are seriously compromised even with the best
laid plans of the IOM report or AMPRA's NuPRO proposals. In the 1987 Omnibus
Budget Reconciliation Act (OBRA 1987), Congress recognized that HCFA had an ob-
ligation to provide due notice and adjustment to PRO contracts when it is necessary
to change or add new functions or activities not included as part of the original
agreement. OBRA 1987 therefore required the Secretary of Health and Human
Services to ‘‘negotiate the necessary contractual modifications, including modifica-
tions that provide for an appropriate adjustment (in light of the cost of such addi-
tional function) to the amount of reimbursement” to the PRO. Regrettably, a
number of recent HCFA-directed change orders, including modifications to PRO



56

data reporting requirements and other administrative changes with financial
impact, have been issued without contract modifications. HCFA has taken the posi-
tion that these change orders are not changes in review functions, and therefore not
subject to the OBRA 1987 provision. AMPRA finds this interpretation of current
law to be inconsistent with the intent of Congress. We believe that this issue merits
further ccnsideration by the Congress, especially in light of the findings and recom-
mendations of the IOM studv. AMPRA recommends that any proposed change in
the PRO contract be formally negotiated by HCFA with the PRO before implemen-
tation of the new provision is required.

SUMMARY

AMPRA appreciates this opportunity to present our views about the IOM Medi-
care quality study. We believe that establishing a long term strategy for Medicare
quality assurance is a policy imperative that all parties must now work together to
achieve. The IOM study has made a valuable contribution to designing a framework
and setting a direction for the future. The challenge, as AMPRA sees it and the
study concludes, is not to “start over’’ but to strike an appropriate balance between
adding new tasks and responsibilities and retaining features of the current system
that are needed to meet the future goals of a Medicare quality assurance program.

REsPONSES OF DR. DEHN TO QUESTIONS SUBMITTED BY SENATOR ROCKEFELLER

On behalf of the American Medical Peer Review Association (AMPRA), the orga-
nization which represents federally designated Peer Review Organizations (PROs), |
appreciate the opportunity to respond to the followine questions.

Questior 1. What is your perception of your mer . ber's roles in quality review, dis-
tinct from their roles in utilization review?

Answer. The design of the PRO program, since its inception, has been a reflection
by Congress, the Health Care Financing Administration (HCFA) and the Medicare
beneficiary community of concerns regarding the potential risks to quality and ap-
propriateness of care that may arise from the incentives of the Medicare prospective
payment system (PPS) for hospital services. The PROs quality review function has
been specifically tailored to address such PPS concerns as inappropriate admissions,
premature discharges, and DRG coding manipulation. Utilization review, particular-
ly PRO oversight of hospital admissions, has significantly contributed to cost con-
tainment while arresting the per capita admission rate. “From 1983 through 1989
the per capita admission rate decreased by 15%, from an all time high of 431 per
1,000 beneficiaries in 1984 to 368 per 1,000 beneficiaries in 1989.”

At the start of PRO review, activities largely focused on review of the utilization
of services. In 1986, the PRO scope of work was dramatically altered to increase em-
phasis on quality review. With this shift, AMPRA believes that a balance between
quality and utilization has been achieved.

Question 2. How effective do you think the development of outcomes research and
practice guidelines will be in not only assuring quality, but also in continuing to
monitor utilization?

Answer. AMPRA has been in strong support of the work of the AHCPR. AMPRA
is hopeful that the results of the guideline activity can be translated into medical
review criteria for use in the evaluation of quality care as well as in the decision-
making process of what should and should not be covered under the Medicare pro-
gram. The guideline development work, coupled with the development and use of
comprehensive data bases by PROs as outlined in the IOM recommendations on
Quality Assurance should enhance quality and utilization review activities.

Question 3. How do we go about establishing, implementing and revising practice
guidelines for use in a quality assurance program?

Answer. AHCPR, through contract, will manage the development of practice
guidelines. As these are developed, work must begin to translate the guidelines into
medical review criteria. Once established, such guidelines can be disseminated and
utilized by providers in their treatment decisions. Criteria, once established, can be
used in the review process by PROs at the local level. Results can the be utilized to
feedback information to practitioners and to enhance/update the guideline develop-
ment process.

Question 4. How accurate is data gathered retrospectively from the medical
record? What can we do to improve our clinical data gathering?

Answer. Data gathered retrospectively from the medical record is only as good as
the documentation provided by the attending physician on the record. Clinical data
gathering could be improved by improving documentation on the medical record.
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Question 5. Please expand on your concept of how your members can modify the
current PRO program to detect underutilization that effects quality?

Answer. Much work has gone on in the PRO community relative to suggestions to
enhance to future scope of work. AMPRA is in strong support of the future direc-
tions of PRO review as recommended in the Institute of Medicine report on “Qual-
ity Assurance” and as articulated by Dr. Gail Wilensky, HCFA Administrator. We
support a shift in program emphasis from a largely regulatory and enforcement ori-
ented system to one that emphasizes epidemiologic oversight, focused peer review,
and education interaction with the medical community. Specific recommendations
to the ne}::;;tatement of work in the form of an AMPRA Program Policy Statement
are attached.

AMERICAN MEDICAL PEER REVIEW ASSOCIATION PRO PROGRAM POLICY STATEMENT

In October 1991, the PRO program will enter its fourth contract cycle. This new
contract period represents a valuable opportunity to improve the present program
and introduce both a new program philosophy and new approaches to peer review.
The Health Care Financing Administration (HCFA) recently released a draft of the
4th Scope of Work that sends uncertain signals about how the PRO program will
move from a largely regulatory and enforcement orientation to a system that em-
phasizes epidemiologic oversight, focused peer review, and educational interaction
with the medical community.

The American Medical Peer Review Association (AMPRA), representing Peer
Review Organizations (PROs), offers the following recommendations and commen-
tary to HCFA, Congress, and other interested parties to facilitate discussion regard-
ing the best short term strategies for the PRO program. Our input builds on the
framework of the 4th Scope ot Work as outlined by HCFA but with important modi-
fications that we believe will improve overall program effectiveness.

Recommendation One—Add needed flexibility to the PRO program and encourage
local initiative by supporting PRQO-determined focused case sampling (both for
developing more extensive clinical data for categories of interest and for fol-.
lowing up on questions raised by broader data analysis).

The PRO program will suffer if national uniformity in cases selected for PRO
review is pursued as a preeminent goal. Rather, HCFA should not only permit but
encourage PRO discretion to select areas of inquiry and review, recognizing that op-
portunities for quality improvement are dynamic and variable. In turn, Regional
Office oversight and final evaluations should pay attention to the plans for and re-
sults of these focused selections to ensure PRO accountability.

The importance of promoting PRO innovation by granting PRO authority to focus
review was recognize< by the architects of the original %’RO legislation. Section
1154(4xA) of the PRO statute stipulates:

The organization shall temphasis added), after consultation with the Secretary,
determine the types and kinds of cases (whether by type of health care or diag-
nosis involved, or whether in terms of other relevant criteria relating to the
provision of health care services! with respect to which such organization will,
in order to most effectively cariy out the purposes of this part, exercise review
authority under the contract.
This explicit legislative objective could be easily accomplished within the context of
HCFA's present draft of the 4th Scope of Work. TheFPro 10% random sample
would be maintained as presently envisioned by HCFA The random sample would
represent a basic level olpcompliance monitoring for hospitals operating under the
Prospective Payment System (PPS) and would entail the full complement of PPS
review (DRG validation, admission, quality, discharge, outlier, readmission, inter-
vening and coverage review). It would also represent the minimum review sample to
which the Uniform Clinical Data Set (UCDS) system would be applied, once the new
methodology is ready for national implementation.

In addition, a PRO would be permitted to select a focused sample of up to 109% of
hospital discharges as additional cases for review. PRO flexibility to focus review
would be incorporated into the required “Pattern Analysis’ section of the 4th Scope
of Work. This section of the Scope of Work, which AMPRA and the PRO community
strongly supports, outlines PRO responsibility to explore data regarding medical
practice variation. Such investigation will necessarily prompt questions best an-
swered through reviewing or abstracting additional targeted cases. The capability to
select cases for special focus is particularly important because of the need to under-
stand patient risk factors contributing to outcomes and use rates observed. The
basic 10% random sample will not produce sufficient data-on a condition-specific
basis for most practitioners and many facilities.
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Focused review is also needed to provide clues to the link betwecn patient out-
come and process of care and to provide needed opportunities for the application of
specific peer review interventions. For example, a PRO might decide that a prior
authorization program is needed in response to a medical condition or surgical pro-
cedure under study, particularly where the challenge of addressing wide variations
in practice leads to a search for better appropriateness criteria. Finally, it is recom-
mended that this focused review strategy take the place of the “PRO Objectives’
section of the Scope of Work.

In summary, we believe that focused case selection by PROs is a natural and es-
sential corollary to UCDS and pattern analysis in order to: validate conclusjons
drawn from PRO data analysis; establish PRO credibility in their required informa-
tion feedback efforts with providers and practitioners; provide opportunities to im-
plement specific review interventions in response to unexplained practice variation;
define expectations for PRO performance in terms of results rather than rigid proc- _
ess requirements. Most importantly, it will imbue PROs with a sense that they are
full partners with HCFA in Medicare quality assurance activities and not mere ex-
ecutors of central mandates.

Recommendation Two—Redefine the requirements for PRO quality review and
Intervention to encourage non-punitive and educational feedback to care
givers aimed at catalyzing self-determined improvements.

The 4th Scope of Work as drafted represents an uneven mix of old and new as-
sumptions about PRO interaction with the provider and practitioner communities.
This is particularly noticeable with respect to the required quality intervention plan
with its skewed point system. For three years, physicians and hospitals nationwide
have complained that the HCFA model is too punitive and rigid. Yet, it has been
retained in the 4th Scope of Work. A rewrite of the PRO Quality Intervention Plan
is needed to reconcile these philosophical differences in the 4th Scope of Work. The
goal of this effort would be to blend the current statutory requirements with the
future, balancing the mandate for protecting the beneficiary with the model of non-
punitive and educational feedback to providers and practitioners.

Recommendation Three—Plan carefully for UCDS implementation to assure that
all necessary steps are first taken to evaluate and refine the system clinically
and to build effective training and support systems. When those steps have
been taken, implement UCDS through contract modification.

AMPRA and the PRO community supports HCFA's development of UCDS as a
tool of patient risk adjustment and as a methodology to standardize case findings for
individual record review. The system holds extraordinary promise for building a
needed national clinical database that will permit meaningful outcome assessment
while, at the same time, improving peer review. However, even supporters of UCDS
must conclude that much work-needs to be done to:
* ensure inter-abstractor reliability;

refine existing clinical algorithms;

create new algorithms for areas not covered;

reduce unnecessary referral rates;

refine the system for its ultimate use as a tool of risk adjustment;
¢ build administrative .nechanisms to support training and system mainte-
nance at a national scale.

The system is also, as presently configured, very expensive; in the current form,
UCDS triples the unit cost of PRO review. Its high cost led directly to HCFA's deci-
sion to reduce by half the projected volume for review in the 4th Scope of Work

To be hopeful that in April 1992 a reasonable next step toward national imple-
mentation can be taken, these concerns will need to be addressed in concrete ways,
with full consideration of the experience of the initial PROs involved. AMPRA does
not subscribe to the view that there is no alternative to the immediate implementa-
tion of UCDS. The move toward pattern analysis, focused peer review, and feedback
as suggested in Recommendations One and Two above will move the PRO program
substantially forward even if extra time is needed for UCDS to be properly and
carefully developed. We believe that UCDS implementation must be timed to:
ensure a quality product in the long run; increase the likelihood that UCDS will
establish needed credibility in the medical and health care services research com-
munities; permit HCFA to accurately predict the costs associated with UCDS; and
be consistent with articulated HCFA management policy to await completion of spe-
cial projects before implementation of new review methodologies.

-



59

Recommendation Four—Assure that HCFA contracting mechanisms support,
rather than distract from, PRO effectiveness.

AMVY'RA has expressed strong opposition to the HCFA decision to switch from a
fixed prite to a cost reimbursement contracting arrangement with PRQOs for the
fourth contract cycle. We believe the decision was hasty and has several negative
ramifications. PRO accountability to a set of negotiated set of contract deliverables
and objectives, mandated by the original authors of PRO legislation, can best be as-
sured under a fixed price arrangement. Cost reimbursement will require more ad-
ministrative effort for both the government and the PROs (see attached AMPRA
letter to HCFA). We recommend that developmental activities, involving changing
unit costs, be temporarily reimbursed as a cost reimbursement add on to a base
fixed price contract until the spccifications of desired work and expected effort are
stabilized enough for incorporation into the base contract. To the extent that some
form of cost reimbursement is deemed necessary by HCFA to deal with developmen-
tal activity, clear commitments to minimizing the administrative burden and to as-
suring that PROs have adequate operating cashflows are essential.

Recommendation Five—Establish a new position within [ICFA's organizational
structure—Associate Administrator for Medical Review. This position would
be filled by a physician knowledgeable in the field of quality assurance. The
medical review components of both the Bureau of Program Operations and
the Health Standards and Quality Bureau would be responsible for reporting
to this position.

Recommendation Six—Establish within DHHS a National Council on Medicare
Quality Assurance to assist in the implementation, operaiion and evaluation
of Medicare review activities. This is a recommendation of the Institute of
Medicine in their recent study entitled, *Medicare: A Strategy for Quality As-
surance.”

Recommendation Seven—Esf{ablish a private, freestanding, technical assistance
center for Medicare review contractors. This recommendation is based on a
recommendation to Congress by the Physician Payment Review Commission.

The new emphasis in the PRO program on epidemiologic oversight will demand
new clinical and technical capacity not presently evident ‘o the degrees required
within HCFA or within the PRO community. The recommendations above are pre-
sented to: elevate the importance of review activities within HCFA while institu-
tionalizing needed expertise at the highest level; establish a panel of outside experts
to oversee and guide the increasingly complex nature of Medicare review activities;
and create a technical resource center for PROs and other Medicare contractors to
assist in the challenge ahead to build new capacity within review organizations.

Policy Statement adopted by the Board of Directors of the American Medical Peer
Review Association on May 11, 1991

AMERICAN MEpICAL PeER REVIEW AssociaTioON (AMPRA),
810 First Street, N.E., Suite §10. Washington, DX 20002, 202-1.371-5610.

MEMORANDUM

TO: Institutional Membership

FROM: William Moncrief, Jr., M.D., AMPRA President

SUBJECT: Meeting with HCFA Administrator, Gall Wilensky, PhD.
DATE: July 18, 1991

The purpose of this communication to the AMPRA Membership is to report on
my recent meeting with HCFA Administrator, Gail Wilensky, PhD., held on July
16, 1991. AMPRA had requested the meeting to discuss Association concerns with
the 4th Scope of Work, both in terms of program design and contract administra-
tion. AMPRA's recently issued PRO Program Policy Statement had been formally
sent to Dr. Wilensky prior to the meeting and was used as the focal point of our
discussion

I was accompanied by James Cannon, CEO Section Chairperson, and Andy
Webber, AMPRA Executive Vice President. HCFA was represented at the meeting
by: Louis Hays, Associate Administrator for Operations; John Spiegel, HSQB
Deputy Director; Michael Hudson, Deputy Administrator; and Nancy Gary, M.D.,
Medical Advisor to the HCFA Administrator. The meeting lasted an hour.

Relying principally on the concerns and recommendations in our Policy State-
ment, we raised the following issues with Dr. Wilensky: the need for PRO flexibility
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to focus individual case review as required by the PRO statute; the need to rewrite
the PRO Quality Intervention Plan (QIP);, the need to further refine the UCDS
system and gradually introduce PROs to UCDS review by incrementally building to-
wards higher volumes of UCDS review rather than having all review shift to UCDS
at a date certain; AMPRA'’s surprise that HCFA would shift to cost reimbursement
given both the risks such a contract arrangement imposes for the government and
the administrative burden and costs it creates for HCFA and PROs; the need to
extend the existing PRO contracts in the First Cycle given the extreme delays in
the release of the RFP. We concluded our remarks to Dr. Wilensky by expressing
the opinion that the PRO program will only by successful to the extent that HCFA
and the PRO community begins to establish a genuine partnership. We raised the
above concerns one at a time, asking for a HCFA response after we completed each
discussion item. As is Dr. Wilensky's style, she turned to Mr. Hays and Mr. Spiegel .
for many of the HCFA responses. HCFA's responses can be summarized as follows:

PRO Flexibility to Focus Review—Mr. Hays and Mr. Spiegel took the lead on re-
sponding to this recommendation. Mr. Hays asked why we did not think that a 10
percent random sample was sufficient. We answered that such a sample size will
not yield sufficient data to permit profiling of practice patterns at provider/practi-
tioner levels. We also expressed the conviction that a focused approach will increase
the likelihood of identifving quality and appropriateness concerns. Mr. Spiegel ac-
knowledged that HSQB has been in discussions with AMPRA/AMRRC on this point
and that HSQB would be open to receiving proposals from individual PROs that out-
line a rationale for taking the results of individual case review and pattern analysis
to focus review.

AMPRA strongly recommends to its membership that we collectively test HCFA's
willingness to look seriously at PRO proposals that incorporate a focused review
strategy into our responses to the next scope of work. This is particularly important
for the First Cycle PROs who have been asked to build their business proposals
based on a 15 random sample in year one and a 107 random semple in years two
and three. While UCDS implementation is anticipated for introduction in month
eighteen, nothing is certain given delays in contract administration. Therefore, it
becomes important to build a rationale, at the very least in years two and three, to
maintain a 15% review volume. This will allow PROs to keep needed staff. Most
importantly, it will improve our product

Quality Intervention Plan—In response to our call for a rewrite of the QIP, Dr.
Wilensky turned to Dr. Gary and asked whether the “Hassle Factor” Committee
that Dr. Gary chairs had heard concerns about the QIP. Dr. Gary answered in the
affirmative and expressed the opinion that many doctors feel that they are being hit
with a PRO hammer for rather minor concerns that are raised by the PRO. There
was general agreement in the discussion that ensued that PROs must maintain
their authority to take punitive action when needed but better ways must be found
to make PRO-medical community dialogue over individual case issues more educa-
tional. Dr. Wilensky expressed her view that the most meaningful educational inter-
action with the medical community will come with the feedback of PRO information
on populatior. based analysis. We had referred in our introductory remarks that
AMPRA has established a QIP Task Force and Mr. Spiegel stated that HSQB will
take seriously any recommendations that AMPRA puts forward.

UCDS Development and Implementation—Dr. Wilensky expressed HCFA's con-
tinued support for UCDS. She did not comment on HCFA's specific plans to further
refine the system before PRO implementation. She stated that a more gradual im-
plementation of UCDS would have budgetary implications. Mr. Spiegel commented
that the dth Scope of Work is specifically designed to allow PROs to gear up for
UCDS implementation over a six month period, inferring that a gradual phase in
approach is not necessary.

Cost Reimbursement Contracts—After listening to our concerns, Dr. Wilensky ex-
pressed genuine surprise at hearing the HCFA had made the decision to shift to cost
reimbursement. She emphatically stated that "“this goes against the principle that |
have been trying to espouse here at HCFA,” namely the interest in s{ﬂﬂing econom-
ic risk for the provision of services from the government to providers/practitioners
and other contractors doing business with the Medicare program. It was clear from
her response that she was not made aware of this decision and she immediately
asked Mr. Hays and Mr. Spiegel to explain. Both Mr. Hays and Mr. Spiegel com-
mented that they were sympathetic with AMPRA's position on this issue but stated
that the final decision wes in the hands of HCFA's Office of Management and
Budget. Mr. Spiegel explained to Dr. Wilensky that Management and Budget's ra-
tionale for changing the contract arrangement was the uncertainty of predicting the
costs associated with the new activities of the 4th Scope of Work, particularly
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UCDS. Dr. Wilensky responded that she could understand a short term (we assume
she meant by this a single contract cycle) switch to cost reimbursement but reiterat-
ed her strong position that this arrangement is not in the government’s interest.

We are assuming that this is a issue that Dr. Wilensky will pursue as a follow up
to our meeting, although her final comment suggests that she will permit this deci-
sion to stand, at least for the 4th Contract Cycle. Whatever the outcome, it was im-

rtant that AMPRA raised the awareness of the HCFA Administrator. We cannot

elp but raise the question: if the J)rogram side of HCFA was sympathetic to
AMPRA's view on this issue, why did they not contest Management and Budget’s
decision by going directly to Dr. Wilensky with their concerns?

First Cyecle PROs—In response to our concern that there is no time to negotiate
4th Cycle contracts given the October 1 start date for PROs in the first round and
our recommendation that existing contracts be extended, Dr. Wilensky again turned
to Mr. Hays ad Mr. Spiegel for a reply. They responded by stating that HCFA Gen-
eral Counsel interprets the law as not giving them this option. We commented that
unlike PROs in the other contract rounds, first cycle PROs did not receive a one
time contract extension. We believe the law is permissive on this point. Mr. Hays
expressed sympathy for the difficult position first cycle PROs are in and asked that
AMPRA convey HCFA's regret for the delays. He went on to state, however, that,
while time is short, HCFA believes that it can meet the October 1 deadline for com-
pleting contract negotiations.

In summary, while it is hard to gauge the ultimate cutcome of our discussions
with Dr. Wilensky in terms of changes in the PRO program, we do believe that it
was necessary that our concerns be expressed at the highest level within HCFA.

PREPARED STATEMENT OF SENATOR DAVE DURENBERGER

Mr. Chairman, | want to express my appreciation to the Institute of Medicine for
its three year effort in response to the Congressional mandate to address issues of
quality assurance in the current Medicare Program.

I particularly want to praise the Institute's efforts to define important and funda-
mental CONCEPTS of QUALITY and QUALITY ASSURANCE. The Institute’s
Report addresses themes that have concerned me for a long time, such as the impor-
tance of what I have identified as the FIVE ACTORS—consumers, providers and
hospitals, insurers employers, and government—and the need for all participants to
become engaged in and informed about quality health care.

To involve all the actors and to ultimately improve the quality of care, we need
INFORMATION. I agree with the Report's recommendations that we need to refine
our methodologies for evaluation of quality. As the costs of medical care continue to
rise. it is imperative that we fund studies on outcomes and effectiveness, engage in
careful technology assessment and work to develop practice guidelines. It is false
economy to ignore the importance of information in the pursuit of quality care. |
have supported and continue to support the efforts of the Agency for Health Care
Policy and Research, and 1 am pleased that the Institute's Report recognizes its im-
portance in this enterprise.

Minnesota's health care community has always been at the forefront of the quest
for quality. In fact, one of the Institute's site visits was t¢ Minnesota where a van-

ard consortium of hospitals have looked at issues of underutilization and overuti-
ization of hospital services, and skill in the delivery of health care.

The Report provides us with excellent definitions of the problems we face. Now
the issue is not WHY, but HOW and WHEN do we develop reforms to assure qual-
ity in the Medicare program. How shall we STRUCTURE institutions to accomplish
the goal of quality assurance? I am particularly proud that Minnesota is the home
to an innovative voluntary project, the Minnesota Clinical Comparison and Assess-
ment Project, which serves as a model for many such reforms. The large-scale data
gathering and outcomes research of this consortium of medical and hospital soci-
eties, along with the University of Minnesota, can point us in the right direction. I
am glad that Dr. Robert Kane, of the University of Minnesota School of Public
Hf.:ialth. is here with us today to talk about Minnesota’s pioneering efforts in this
endeavor.

I note that the Report is critical of the present structure of the Peer Review Orga-
nizations (known as the PROs). I was one of the authors of the original legislation
creating these entities. I acknowledge that the PRO system does make an important
contribution to the Medicare program, but believe the role must be continually im-
proved and fortified to kee% up with the pace of technology and the future changes
in the Medicare structure. The challenge for those of us in the Senate is to consider
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HOW we can improve our review of those who provide services to the elderly under
the Medicare program. .

The next question is WHEN do we act? In this era of budget constraints, we
cannot ignore the costs of a major restructuring of quality review. We must con-
stantly search for ways to remove redundancies, and improve the efficiency of these
programs, while improving quality.

Finally, we must think about the FUTURE. This Report looks only to the Medi-
care program, but it has much brcader ramifications. It is important that we, as
policymakers, “get it right” with Medicare quality assurance because we can serve
as a mode! for discussion of quality and value that will ultimately affect non-Medi-
care beneficiaries as well.

PREPARED STATEMENT OF PaAuL F. GRINER

Thank you, Senator. My name is Paul Griner. ] am the Samuel F. Durand Profes-
sor of Medicine at the University of Rochester and General Director of the Universi-
ty's Strong Memorial Hospital and I served on the Institute of Medicine's study
committee on (Luality assurance in the Medicare program. That study, as you know,
was requested by the Congress and called for an ambitious and far-reaching strate-
gic plan for assessing and assuring the quality of medical care for the elderly during
the next decade. I appreciate the opportunity to speak to you today about some of
our major conclusions and recommendations, and I have also submitted three addi-
tional materials for the record.

Let me summarize the major points of the study.

1. The quality of medical care for Medicare beneficiaries, although adequate, can
be improved.

2. The current system to assess and assure quality is not very effective. It focuses
excessively on detecting poor hospital care, slights issues of underuse of services and
problems that occur in nonhospital settings, lacks proof that it makes any difference
for the elderly, and intrudes on the doctor-patient relationship. Because it lacks co-
ordination among multiple oversight functions, it is wasteful of resources.

3. There are three broad categories of problems regarding quality of care: Overuse
of unnecessary and inappropriate services, underuse of needed services, and poor
technical and interpersonal performance by practitioners and institutions. However,
we cannot say how much each of these three kinds of problems exists. We also
cannot say which of them is likely to be the most important. Thus, a quality assur-
ance program must be prepared to find and deal with all three kinds of issues.

4. A small number of practitioners and providers accounts for a large proportion
of serious quality problems, so we need strong mechanisms to deal with this small
fraction of the provider community. Average, everyday practice, however, is not
immune from quality deficiencies. A successful quality assurance program both
finds the so-called “‘bad apples” and works to raise the level of practice of all practi-
tioners, and it identifies problems in health care systems that must be addressed to
promote quality. It nurtures the best instincts and conduct of health care profession-
als who serve the elderly and, indeed, all of us.

5. We need to know more about the nature, extent, and intensity of quality-of-care
problems and the potential burdens of harm they pose for the elderly. Perhaps our
greatest deficit is in seeing viable solutions. We need to understand better how to
change the behaviors and patterns of care of practitioners, and how various ap-
proaches to financing, reimbursement, and organization of services promote or con-
strain quality.

6. No definition of quality of care guides the Medicare peer review organization
(PRO) program today. Even more telling is that the Medicare program itself has no
direct mandate to measure, assure, or improve the quality of care given to the elder-
ly or, more importan}vl(, the health of the elderly.

7. The Institute of Medicine defined quality ofycare as “the degree to which health
services for individuals and populations increase the likelihood of desired health
outcomes and are consistent with current professional knowledge.” We believe this
statement provides a firm basis for quality assurance in Medicare.

Let me return now to highlight the implications of these findings. We made ten
major recommendations. Two of them propose expanding the mission of the Medi-
care Erogram to be responsible and accountable for quality of care for, and thus the
health of, the elderl{. third recommendation focuses on the needs for research in
areas of clinical evaluation, such as quality of care, outcomes, and effectiveness, and
a fourth calls for expanded capacity building and training for health professionals
in the concepts and skills of quality assurance and research. In a fifth recommenda-
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tion, we call for rebuilding and restructuring the current PRO program into a Medi-
care Program to Assure Quality, and two related recommendations address imple-
mentation of such a new effort. Finally, three recommendstions concern public over-
sight, accountability, and evaluation of the new program.

In all likelihood, not all of these can be acted on immediately or simultaneously. I
believe, therefore, that your first priority should be to consider and act upon the
IOM'’s definition of quality of care and its call to expand the mission of the Medi-
care program to embrace that definition. Such an expanded mission would aim:

¢ to improve the quality of health care for Medicare enrollees, by strengthening
the ability of health care organizations and practitioners to assess and improve
their own performance, and by identifying and overcoming system and policy bar-
riers to achieving good quality of care.

The corollary to this—a comprehensive system of quality assurance for Medi-
care—would include tools to help providers improve the health of the elderly and to
help them monitor their own performance on behalf of Medicare beneficiaries.
Therefore, a new program, like the one we described in our report to you, must con-
centrate on improving communication between doctors and patients and on broad-
ening its concerns for the health and well-being of the elderly. Over the longer
term, it might also be a prototype for quality assurance systems that could serve
other parts of our society as well.

On another front: it is hard to see how we can get to where we want to go if we do
not invest in the people, systems, and research needed to pursue the broad quality
agenda set forth in the IOM report. Therefore, I think that great weight must also
b}e\e p:.acl(zd on our recommendations for extended research and capacity building in
this field.

I would be happy to answer any questions you may have about these profound
issues and about the IOM’s report. On behalf of the Institute of Medicine, thank you
again for the opportunity to present our views and recommendations.

Attachments.
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At the twenty-fifth anniversary of the Kedicare program, Congress and
the nation can be justifiadbly proud of the accomplishments of the Medicare
program in providing access to a generally high level of quality of care for
the elderly. Near universal coverage by the Medicare program gives elderly
people better access to health care than any other age group. Nevertheless,
care is neither uniforaly accessible nor uniformly good. Gaps in coverage and
financial barriers exist and affect quality adversely. Reports of excessive
care and care of poor technical or interpersonal quality in hospitsl, office,
and community settings continue to be reported.

Since nearly the beginning of the Medicare program, the federal
governaent has tried to ensure that services reimbursed through the program
are medically necessary, appropriate, and of a quality that meets professional
standards. The tvo main efforts in this arena have bsen the Professional
Standards Reviev Orgsnizations (PSRO), in operation between 1972 and 1981, and
nov the Utilization and Quality Control Peer Reviev Orgsnization (PRO)
programs. The success of those prograss in seeting those goals has been, at
best, mixed. Furthermore, since the i{mplementation of Medicare’'s Diagnosis-
Related Group (DRG) based prospective payment system (PPS) for hospitals,
Congress has heard from many quarters that the quality of {npatient care vas
being undersined, yet fev dsta are available to support or refute guch claims.

In response to congressional concerns that quality of care vas
deterforating under PPS and that the PROs and other mechanisms for monftoring
or maintaining quality vere {nadequate, the Omnfibus Budget Reconcilfation Act
of 1986 directed the Department of Health and Human Services (DHHS) to request
that the National Academy of Sciences "design a strategy for quality reviev
and assurance in Medicare.® In 1987, the Institute of Medicine (IOM) of the
Nat{onal Academy of Sci{ences appointed a distinguished committee to conduct
the requested study, vith funding from the Health Care Financing

Adainistration (HCFA).

In March 1990, the IOM released a two-voluse report -- H
-+ on the work done to meet the congressional

mandate. Volume I of the report contains the IOM coumittee’s findings,
conclusions, and recommendations for a comprehensive strategy to {mprove the
Quality of health care services delivered to the nation’s Medicare population;
the executive sumaary {s appendea to this background document. Volume II of
the report, a major cowplication of information on quality measurement and
assurance, records the study's many data collection and outreach activities.

An article in the March 8, 1990, fssue of the New England Journsl of
Hedicine by Kathleen N. Lohr and Steven A. Schroeder {(respectively the study
director and chairman of the ION committee), outlined the major findings and
recommendations of the report. They noted, based on the full study, that:
although the current quality of medical care for Medicare enrollees is not
bad, it could be improved; the current aystem to assess and ensure quality is
in genersl not very effective and may have serious unintended consequences;
and exciting opportunities are nov emerging to set in place a comprehensive
system of quality assurance that cen address [tself to improving the health of

elderly people.
A BRIEF HISTORY OF MEDICARE QUALITY REYVIEW

Successive federal activities have included Experimental Medical Care
Reviev Organizations (EMCROs) of the early 1970s, PSROs, and PROs. These
activities vere among the more visible examples of a grassroots professional
interest in the quality of medical care delivery that eaerged followving the
World War II. The structure ard purposes of & quality assurance rystes for
Medicare in the 21st century, thsrefore, build on organized qual'ty assurance
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efforts that started as a professional effort and that has a modern-day
history half a century old.

RSRO _PROCRAN

Professional Standards Review Organizations (PSROs) vere established by
the Social Security Amendments of 1972 (P.L. 92-603) to assure that physicians
and institutions met their Medicare obligations, namely, that services
provided or proposed to be provided to Medicare beneficiaries vere medically
necessary, of a quality that met local professionally recognized standards,
and vere provided in the most economical manner consistent with quality of
care. PSROs were voluntary, not-for-profit, local physician organizations;
HCFA, {n adainistering the program, avarded annual grants to PSRO entities
that consisted partly of congressionally appropriated general revenues and
partly of Medicare Trust Fund aonies. PSROs carried out a nuaber of
sctivities, including hospital utilization review, development of hospital
discharge data (the PSRO Hospital Discharge Data Set), profile analysis, and
Medical Care Evsluation studies.

The PSRO National Standards Review Council wvas appointed by the
executive branch, consisted of 11 physiclians not in the federal government who
could represent or were recommended by practicing physiclans, consumer groups,
and other health care interests, and vas charged vith reporting to the
Secretary of DHHS (then Health, Education and Welfare) and to the Congress on
its actfvities. The Council provided, albeit imperfectly, for some
accountability of the program, and it gave some opportunity for early review
and consideration of progras plans and advice to HCFA by a vell-disposed, but
external, group of experts.

The PSROs faced conflicting eaphases -- contain costs but uaintain
quality. The framers of the PSRO legislation and program intended primarily
that the program lover the inappropriate or unnecessary use of services, as
the alarming {ncrease in the cost of medical care ot that time vas assumed to
arise largely from overuse of services. Program evaluations focused msinly on
PSRO impacts on costs. This divergence in expectations for the PSRO program -
- namely, the congressional expectations that they were getting a cost-
control program, the PSRO belief that they vere doing quality assurance, and
HCFA’s view that the program did both -- persisted throughout the prograa, and
ft set the stage for disappointment in all quarters vith PSRO performance.

Evaluations of PSRO impacts on quality of care were never accorded a
status equivalent to that directed at its effects on costs of care, and they
vers not conducted vith equivalent sophistication, salthough experts regard a
report in the late 1970s by the HCFA Office of Research and Demonstrations as
a landaark effort. A major lesson of the PSRO program vas that the conflict
betveen using such agents simultaneously to contain costs and to maintain
quality will almost surely short-change the latter unless strong programmatic
steps are taken to protect and emphasize the Quality-of-care assignment.

Overall, the PSRO program probably saved as many resources as §t
consumed, but in an era of rapidly escalating health (and Medicare)
expenditures, this vas not perceived as an sdequate level of performance.
PSROs did sppear to have a slight positive impact on quality of care as
measured by documented changes in wedical practices rather than by dollar
savings. Again, hovever, in an environment concerned chiefly with rising
expenditures, these effects were not persuasive as regards the success of the
PSRO prograns.

RRQ_PROCRAM

Disappointment at the limited effectiveness of the PSRO program prompted
calls for {ts abolition or restructuring, and it vas phased out in the early
1980s as the PRO program was slowly put into place. Despite rhetorical
esphasis on assuring quality of care, the new PRO program focused initially on
use of services and costs, and the tie to the new DRG-based PPS re{mbursement
scheme for hosz{tals was quite strong. For instance, the PPS legislation
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charged the PROs with responsibility for revieving the validity of d&'agnostic
information; the completensss, adsquacy, and quality of care provided; tis
appropristeness of adaissions and discharges; and the care given in so-called
dsy and cost outlier cases.

Structurally, much about the earlier PSRO program wvas revamped. The
ability of PROs to act against overuse of services and to curtail expenditures
vas strengthened. Adainistrati’/e and financing arrangesents were changed so
that the program could, at least i{n theory, be better managed at the federal
level. Still, many of the difficulties facing the PSRO progran remained.

Congress modified snd added to the responsidbilities of PROs nearly every
year since first enacting the program. Apart froa extensive expectations for
reviewing the use, costs, and quality of inpatient hospital care, for
instance, Congress has called for reviev of care prcvided in risk-contract
health maintenance organizations (HMOs), post-acute care provided by nursing
homes and home health agencies, and physician office-based care. (Only the
HMO reviev {s at all extensive, and fee-for-service physician outpatient care
has not yet besen implemented except through very recent pilot projects.) PROs
also have considerable professional and community outreach responsibilities.
The complex reviev and intervention tasks expected of PROs are specified in
great detall in the "scopes of work® of their contracts, and PRO performance
is evaluated on the basis of hov well they mest these specifications (pot on
their {mpact on costs or, especially, on quality of care).

Contemporary Cxitiques of the PRO Program

On the basis of other, partial evaluatfons of the PRO progras and {ts
own activities, the ION committee drev seversl conclusions about the current
PRO program. Among the more telling were the following:

° Congress has {(nvested the PRO program vith responsibility for the
quality of care of an sppropriate range of health services, but
definitional, operational, and strategic problems remsin. The 10K
report stressed the {mportance of defining quality of care as a means of
directing the efforts of a quality assurance program, with particular
emphasis on health outcomes quite broadly defined. The present PRO
progran has no gulding definftion of quality, and {t {s not {n a good
position to concentrate on health outcomes important to patients or to
focus on populations (apart from the small HMO enrollee population).

o The progras {s not as well focused on quality reviev and quality
assurance as might be desired or expected, {n contrast to continuing
emphasis on direct cost and utf{li{zation control and PPS matters.

] The program is excessively orlented to inpatient hospital care. It is
ill-equipped to desl with {ssues of continuity or episodes of care
through time or across different settings of care.

o The program has little or no open or public mechanise for progras
planning, oversight, evaluation, and accountability. PROs individually
snd the program more generally do s poor job of documenting their {mpact
on quality of care, and they are not in a good position to defend their
program planning, decisionmaking, or past record. Better evaluation
criterfa and procedures are needed, with quality of care a significant
part of the scope of work on vhich PROs are assessed.

o The PRO progras Is alsost entirely orfented towvard finding poor care and
trying efther to change the behavior and performance of & ssall fraction
of providare or to sanction very poor providers (i.e., remove thea fronm
the Medicare program). It cannot easily recognize good (or excellent)
performance or revard providers and practitioners wvhen they render high
quality care and mount succaesful quality assurance prograns. Indeed.
it cannot even say much about average care or sbout hov to improve
everyday prac.ice.
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o Certain logal aspects of sanctioning (for both PROs and the DHHS Office
of Inspector Genersl, to which FR0s forward recomsendations for
sanctions) remain fuzzy, and the optiors open ‘o the PROs and the OIG
are narrow. The YRO program‘’s sanctioning process has not beer s
successful remedy for severe problems in quality. This fs true despite
the considerable antagoniss directed at the PROs because of their
psrceived adversarial and punitive attituds tovard providers.

° Regulations presently forbid or constrain imnovation (such as
alternative approaches to in-hospital chart review). Difficulties vith
data sharing and data release continue.

o The present approach to °pesr revievw® may not give PROs state-of-the-
art professional knovledge or the highest levels of specialist
axpertise. Despite two decades of staunch leadership from those in the
medicsl community committed to quality assurance and peer reviev, many
physicians remain suspicious of and hostile to PRO activities,
continuing to perceive it at one and the same time as {ntrusive,
arbitrary, and punitive -- and fundamentally irrelevant to improving
quality of care.

] The level of funding for the PRO program is no greater, proportionally,
than {t vas for the PSRO program nearly & decade ago, yst the peer
reviev program assigrments have been apprecisbly expanded (not entirely
for quality-of-care concerns, hovever). The ION committee viewed this
overall {nvestment {n a program intended to monitor and improve the
qualicy of care for the elderly as likely to be too low ever to
accomplish the expected tasks adequately. Funding individual PROs
through extraordinarily detailed contracts and contract modifications
vas seen a8 too limiting; it seems to foster evaluations of contract
performance rather than impact on quality of care and to constrain
{nnovation and flexibility to meet local conditions anc problems.

Despite the foregoing comments, the IONM committee judged the prograa to
be sufficiently well-established tiiat ft should be improved and duflt on, not
dismantled, in part because of the financlal and psychological costs inherent
{n taking apart an existing program and creating a nev one. Moreover, the
existing program has procedures and orgenizational relationships that should
be brought to bear on any future Nedicare quality assurance program. The
cadre of committed and experienced professionals, including physicians, rarse
revievers, and sdainistrators, {s a particularly valuable asset. (Much of
this experfence and manpover dates to PSRO and earlier peer reviev efforts.)
In addition, PROs can operate on the basis of better Medicare data sets than
vere available during PSRO days, and they have s considerable advantage {n
computer technology compared to the earlier program.

INE_IOM REPORI

BECOMQ{ENDATIONS

The IOM committee asserted, first, that a strategy for quality assurance
wust be guided by a defin{tion of quality and an understanding of the burden
of harm atetributed to poor quality care. It defined quality of care as °the
degree to which health services for individuals and populations increass the
likelihood of desired health outcomes and are consistent with current
professional knowledgs.® This definition emphasizes:

o health services, not just patient services or medical care;

o the care of populations, not just single episodes of care of patients;

o outcomes desired by patfents, thus accentuating the role of {nformed
patients {n sharing in decisionmaking about their care; and

) professional competence and continuous professfonal grovth for

physicians snd other clinical providers.

Moreover, the committee contended that assessing quality of care
requires understanding at lesst three dimensions of quality: poor technical or
interpeisonal performance, overuse of unnecessary and inappropr.ate health
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services, and underuse of needed and appropriate services. Current systeas of
quality assessment cannot provide reliable national estimates of the burden of
poor qualfity attributable to any of these thres probleas, and for this reason
they cannot ansver congressional concerns about the effect of PPS or other
financial or regulatory initiatives. For instance, understanding the quality
fmplications of underuse of services that might result froa closing of
hospitals or restrictions on coverage calls for measuring the health of the
elderly population, but current quality assurance activities under Medicare
could not provide such information.

The committee’s proposed program for quality review and assurance afmed
to shift the emphasis from current PRO directions or tasks to ones that more
fully reflected its vision of a quality assurance prograa, in six different
vays. First, the PRO program is inclined tovard reaction, external
fnspection, and regulation; the future Medicare quality assurance progras
wvould be more proactive {n data collectfon and feedback and would vigorously
foster professionalism and internal quality improvement. Second, the present
system heavily eaphasizes providers and the process of care; the future
program wvould give more attention to patient and consumer concerns and
decisionmaking and would adopt an aggressive outcomes orientation. Third,
PROs rely heavily on monitoring i{nformation and on data collected for other
purposes (such as billing) and do little constructive feedback to providers;
the IOM program would generate nev knovledge from clinical practice and return
that {nformatfon to providers i{n a timely way that improves clinical
decisionmaking.

Fourth, although any quality assurance prograx must be concerned with
{ndividual providers and specific incidents of care. as is presently the case,
the future program vould place stronger smphasis on systems of care, on joint
production of sarvices by many different providers, and on continuity and
episodes of care. Fifth, the Medicare peer reviev programs have traditionally
focused on hospital inpatfent care and have dbeen able to do little or nothing
vith ambulatory, offfce-based care or care in other nonhospital settings. the
program for the 1990s would make quality assurance in &ll major settings in
vhich the elderly receive care a high priority. Sixth, a major deficiency of
the present program is lack of evaluation and public oversight and a
consequent inability for peop'e to knov vhat the nation is getting for the
Medlcare resources presently devoted to the peer reviev progras or vhich parts
of that program are successful (or not); the committee thus placed
‘considerable emphasis on public accountability for fts proposed progras.

In line with these points, the committee made ten major recommendations,
vhich are more thoroughly presented in the attached executive summary.
Briefly, two recommendations proposed expanding the mission of the Medicare
program to be responsible &nd accountable for quality of care - {.e., the
health -- of the elderly. Special note should be given to the 10M's
definition of quality of care and its call to broader the Nedicare mission to
esbrace that definition. Such an expanded mission would aim:

° to improve the qualfty of health care for Medicare enrollees,

o to strengthen the ability of health care organizations and practitioners
to assess and laprove their own performance, and

° to {dentify and overcome system and policy barriers to achieving good

quality of care.

The corollary to this -- & comprehensive systea of quality assurance for
Medicare -- would include tools to help providers improve the health of the
elderly and to help thea monitor their own performance {n behalf of Medicare
beneficiaries. Therefore, a new program, like the one described {n the IOM
report to Congress, must concentrate on improving communication between
doctors and patients and on broadening its concerns for the health and vell-
being of the elderly. Over the longer term, it might also be & prototype for
quality assurance systems that could serve other parts of society as well.

Thus, in a third recommendation the 10M panel called for rebuilding and
restructuring the current PRO program into a Medicare Program to Assure
Quality (MPAQ), with a redefinitfon of {ts functions to emphasize outcomes of
care and feedback of clinically relevant i{nformation to health care providers.
The MPAQ would use organizations like the PROs (renamed Medical Quality Review
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Organizations, or MQROs) as the basis for more systematic data collection,
analysis, and feedback to providers and practitioners. In the committes's
wvords, "the NPAQ would be explicitly oriented to quality of care, not to
utilfzation or cost control," and it called for a 10-year implementation
period that would include testing methods of quality assurance and time for
building professional capacity to apply the nev tools that are being
developed. Two related recomsendations dealt with transition to the NPAQ.

The NPAQ would plan and sdainister the quality assurance effort for
Medicare. It would have three major responsidilicies: (1) long- and short-
ters program planning for MQROs (e.g., to define the program guidelines for
the MQROs, to reviewv applications and make avards to MQROs, and to provide or
srrange for technical assistance to MQROs); (2) monitor and evaluate MQRO
operations and performance; and (3) aggregate, analyze, and report data on use
of services, processes of care, and health status and outcomes of care to a
far greater extent than is nov done.

MQROs would have several primary responsibilities: (1) obtain
information on pat{ent and population-based outcomes and practitioner and
provider proceases of care; (2) analyze these data, making appropriate
adjustments for case mix, patient characteristics, and other pertinent
{nformation by various types of providers; (3) use these data to make
judgments about practitioner or provider performance;: (4) feed such
information back to the internal quality assurance programs of practitioners
and providers (as wvell as report it to the MPAQ); and (5) carry out quality
Interventions and give technical assistance to internal, organization-based
quality assurance prograas.

Three additional recommendations from the ION comm{ttee concerned
reliable public oversight, full accountability, and rigorous evaluation of the
{mpact of the nev program. This aspect of the study included oversight of the
new program partly through nev advisory bodies, including a congressional
oversight commission ("QualPAC") comparable to ProPAC or PPRC and an executive
branch National Council comparable to the earlier PSRO Council.

Finally, two other recommendations focused on the need: for research in
sreas of clinical evaluation, such as quality of care, outcomes, and
sffectiveness, and on expanded capacity bullding and training for health
professionals in the concepts and skills of quality assurance and research.
The committee underscored the great lmportance of investing {n the people,
systems, and research needed to pursue the broad quality agenda set forth in
its report. .

REACTIONS TO THE REPORT

A useful debate about the mission of the Medicare program and its
Quality assurance effort i{s nov under way. Policymakers and legislators are
confronted vith many difficult {ssues about hov to maintain and improve the
quality of health care for the elderly through a reformulated program that
emphasizes ocutcomes and effectiveness of care, minimizes external inspection
and regulation, encourages organization-based, professional quality assurance,
and {s accountable to the public. The IOX comaittee’s findings and
recommendaticns are widely regarded as a significant contribution to that
debate, slthough no consensus on the proposed directions of the program has
emerged {n the short time since the report has been i{ssued. The hearings of
the Senate Finance Committee will be a constructive step towvard better
understanding and accord on appropriate directions in vhich to head.
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SPECIAL REPORT

A STRATEGY FOR QUALITY ASSURANCE
IN MEDICARE

THE Institute of Medicine of the National Academy
of Sciences has just released a report on quality assur-
ance for the Medicare program.' The legislation au-
thorizing the study called for an ambitious and far-
reaching strategic plan for assessing and ensunng the
quality of medical care for elderly people during
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the next decade. The deliberations and fact finding
of the study's 17-member committee included the re-
view of commissioned and staff-produced papers,
public hearings, panels, site visits, focus groups, and
many meetings.

The resulting report indicates that although the
current quality of medical care for Medicare enroliees
is not bad, it could be improved; that the current sys-
tem to assess and ensure quality is in general not very
effective and may have serious unintended conse-
quences; and that exciling opportunities are now
emerging to set in place a comprehensive system of
quality assurance that can address itself to improving
the health of elderly people.

Majonr FINDINGS AND CONCLUSIONS
or THE STUDY

1 Aat does it mean to say that ome will ensure the quality of
care? Believing that any quality-assurance program
for Medicare should be guided, first of all, by a clear
definition of quality of care, the study committee de-
fined quality of care as “the degree to which health
services for individuals and populations increase the
likctihood of desired health outcomes and are consis-
tent with current professional knowledge.” This defi-
nition is similar to those offered by groups as diverse
as the Joint Commission on Accreditation of Health-
care Organizations’ and the congressional Ofhce of
Technology Assessment.' However, it refers broadly
to health services, not just to patient or medical care,
and it focuses on both individual patients and larger
groups comprising those who seek and use health serv-
ices and those who do not. A critical aspect of the
definition is its emphasis on outcomes of care that are
desired by patients, with a crucial assumption that
patients will be informed and will share appropriately
with their physicians in decision making about their
care. Finally, with its emphasis on health services that
are consistent with current professional knowledge,
this definition lighlights traditional notions of contin-
uous professional growth and evaluation for physi-
cians and other clinical practitioners.

What importani factors about elderly people should a qual-
ty-assurance program iake indo account’  1tis not news, of
course, that the population of elderly people in this
nation is growing (both in absolute numbers and as a
proportion of the entire population) and graying (as
the average number of years lived after the age of 65
rises). An increasing number of elderly people live
with chronic iliness and disabling conditions. All these
factors suggest that demands for well-coordinated,
highly technical, and compassionate supportive care
will increase in the next decade. What is not clear is
whether the nation and the professional communities
will be able to provide it.

Near-universal coverage by the Medicare program
gives elderly people better access to health care than
any other age group. Nevertheless, gaps in coverage
and fAnancial barriers do exist and affect quality ad-
versely, as many of those giving testimony to the com-
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mitiee attested. Furthermore, health care costs contin-
ue to rise independently of increasing demand or the
per capita use of services.** With the spiraling ex-
penditures come ever-stronger pressures for cost con-
tainment and calls for the rationing of health care,®
perhaps on the basis of age.” The reform of physician-
payment mechanisms® may presage considerable
shifts in the types of care available to elderly people,
even as the use of inpatient hospital care remains at
lower levels than a decade ago and as the use of other
sites of care, such as outpatient and long-term care
facilities and home settings. continues to expand.
These financial and orgamzational factors, whose di-
rections over the coming decade are not entirely pre-
dictable, pose threats to the quality of health care. In
our judgment, a successful quality-assurance program
for Medicare will have 1o be able 1o respond Hexablhy
to them

I¥Aat are the problems a quaitty-assuzance program should
address’  Poor qualinn of care can be catequnized
in terms of the overuse of health senvices, the under-
use of senvices, and poar techmical o interpersonal
pettormance Evidence ot overuse. espeaially of pro-
cedures and certamn tvpes of medications, such as
psschotropic druge, s substanual bor example, 1n o
review of almost Y00 hosptal records of Medicare
[l.lll(‘lll.‘. 17 pere ent of (nlnu.n\-.lnglugraph\ pro-
cedures and 32 percent of carond endarterectomies
were Judeed to be inappropnate. and an addinonal
9 and 32 percent. gespectnel, were judead to have
been pertormed for indications that were equivecal ™
Many physicans wath whom the Insutute of Medi-
ane committee spokhe recognized overuse as a presa-
tent problem.

Underuse is harder to detect under exisung sun et
lance svstems but s widels believed o be conader-
able. expecrally tor certan wroups of elderiv people
tlor mstance, thove who are poor ar whase acoess to
vare s pour because of geonraphy - and tor certan
pooth covered <ernvicess espeaath fong-term care
Badkeround papers lor the Insttute of Mediane
study reported the substantial underdiagnosis of con-
dittons such ac trestable mcontinence, curable inte-
tions, gant disorders, metabolic disorders, and pavchr-
atne probleme eopeaiathy depresaon Examples of
underuse indtuded the underprovision of rehababita-
ton wervees and of hame care nursang senvices

Many diverse examples of poor pertormance have
been docutmented and were menuoned to the stady
commuttee and stall duning extensive «te visits For
mstance, one study ot hospital moertality found that 14
percent of deaths were probabhy or dehpirgly present-
able, and explanavons included crrnr[t“\‘a dragnosis
and management  Antubiwotics were also widely mis-
used according to one communiy -hospatal studs,
which only 72 percent of therapeutic uses and 36 per-
cent of prophvlactc uses were found to be appro-
prate.’

We cannot sas that any one of these three aspects of
poor quahity of care 1s mostamportant. Different prob-
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lems are evidently more or less important according to
the setting in which care is rendered and whether re-
imbursement is through a fee-for-service system or a
prepaid system of capitation. Again, quality-assur-
ance programs must be able to detect and respond
appropriately to very different types of problems, in
many different settings of care, and for various types
of practitioners.

Various picces of evidence suggest that a small
number of outlier (very poor or aberrznt) practition-
ers and providers account for a large proportion of the
very serious problems in quabty; they occupy what
can be called the tail of the qualitv distribution. For
example, at a public hearing a representatine of the
Medicare peer-review organization (PRON in Calfor-
nia esumated that pert aps b to 8 percent of the state's
50,000 physicians had serious, recurring problems in
qualitn: The medical dicector of a PRO in another
state reported that about 5 percent of the practuing
physicans an that state accounted for 93 percent of the
wdenttied problems an qualits More than a decade
ago, the Caltornia Medical Insurance Feasibihity
Study reported an “ijury rate” of 65 per 10U haspr-
talizanons, of which 17 percent were due to negh-
genee !

Average. evervday pracice - the large centeal por-
tion of that quatitn distribunion 15 not, however,
mmune from deficenaes i qualitn .\ successtul
quality -assurance progran cannot ficus on onhy one
part of this disinbution Te must be able to detect and
cotrect al not prevent, problems in quality among
outliers at the same tme avitseehs tomprove average
practice — a tash some reter woas dhitting the cunve
upward to better pertormance bxternal regulatorsy
mechatmisms mav be needed to address the outhier
problems, educational etlorts based on better data
about peer practices and patient outcomes mav he
preterable in shitting the cunve Lhe Medicare quahin -
assurance program must be able to support bath regu-
lstory and educational eflorts

Instances ol truly supencr care make up the other
tal of the quahny distnibutien boothe rash o attend o
dehaenaes, qualiny-assurance priagrams often wnore
the exemplan pracutioners and mstitntions, thereby
losing an important opportumty to highheht and re-
ward outstanding models of high-quahity care

What e Medicare doing meu to ensure the qualtiy of care for
eldesly pecple. and ke successpul are those actiztties” 1 he
PRO program as Medicare’s existung eflort to address
mamy potenttal or real problemsin the care of elderly
people Congress created the programan 1982, essen-
ually as a replacement tor the professional standards
review organizations | PSROs3 ' The PROs have had
major responsibihties for monitonng the implementa-
tuon of the Medicare prospectine-pavmes. ssstem
since its inception in 1983, and Congress has added
many other assignmeats to the PRO agenda in the
imtervening vears

The statewide PROs. which are -nerwhelmingls
nonprofit, physicran-hased orgamizanons, constitute a
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potentially valuable infrastructure for quality assur-
ance. Many have an institutional history dating to the
PSRO program and earlier. They have a committed
and experienced cadre of physicians, nurses, admin-
istrators, and technicians with considerable under-
standing of the tasks that need to be accomplished in
quality assurance. They are also gaining an experi-
ence in the use of computers and data analysis that
did not exist a decade ago.

The present configuration of the PRO program,
however, has several limitations, evidenced in pub-
lished reports and in many comments heard by com-
mittee members during public testunony and site vis-
its. An important drawback is that the PROs still
appear to give primary attention to control of utiliza.
tion and to aspects of the implementation of prospec-
tive payment rather than to quality of care. Whether
this is true is a matter of debate, but the belief thatitis
continues 1o prejudice the acceptance of PROs by
physicians and hospitals. Many commentators per-
ceive the PROs to be adversanial and punitive and to
impose excessive burdens on providers Others believe
that despite their intrusin e and regulatory characieris-
tics the PROs have lude real influence on quahity
of care.

The focus of the PROs is on individual events and,
often, outhers rather than on episodes of care or aver-
age praclice, and their attention remains mosthy on
hospital care. Althoagh the PROs require many pro-
grams of corrective action for physiaians and hospitals
with poor records, the sancuioning process for more
senous problems seeins 1o be largely ineflective The
PROs are constrained (sometimes in counterproduc-
tive ways) by regulatory and legal systems, and they
have no ability to spotlight exemplan performance.

Debate over the sanctioning process has been acne
monious. Among the issues are whether PROs have to
demonstrate that physicians are “unwilling and un-
able™ to correct unacceptable pracuces, the wording
and tming of so-called “qualits demals™ for substand-
ard care and the notification of patients about such
demals, and the use of monetan penaluies instead of
exclusions from the Medicare program Some of these
1ssues (such as matters concersung the quahity denralsy
appear to have been seitled by the recent Omambus
Budget Reconahation Act of 1989, but others linger
as irrtants to both pracuang providers and the PROs

It was the committee’s strong impression that in-
tenentions attempted by the PROs to remedy severe
problems i quahity were for the mast part unsuc-
cessful. Although the PROs institute mans thousands
of lesser intennentions — such as noufving physi-
cians or hasoitals of possible problems or requinng
vanious forms of continning medical education or
mandatory consultation with specialists — they have
recommended relatively few fuil-sanction proceed.
ings. The Health Care Finanang Administranion re-
ports having forwarded little more than {00 rec.
ommendations for sanctions to the Oflice of Inspector
General in recent years, more teling 1s that by
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one count only 8 of 18 sanction cases that reached
the level of an administrative-law judge were upheld
in favor of the Medicare PRO program.

Some observers criticize the low level of public over-
sight and accountability of the PRO program. The
program does not appear to follow recommended pro-
cedures of public administration (e.g., certain formal
procedures for rule making) as much as some experts
think desirable,'* and there is lile opportunity for
patient or provider groups to have a useful and sys-
tematic role in program planning. The highly detailed
contract specifications through which the program
supports the statewide PROs seem o render them
relatively inflexible and unable to address local or
changing problens in quality, and individual PROs
are evaluated on the basis of how well they meet ngid
contract requirements, not how well they improve the
quality of care. Finally, no one can say what effect the
PROs have had on the quality of care in the nation as
a whole because the program (unlike the PSRO pro-
gram) has not been formally evaluated in that or any
other area.

IWhat concepts and practical tools might best serve a guality-
assurance effort for Medicare?  The complex factors out-
lined aboye imply that no single approach or concep-
tual framework is hkely to suit all purposes The
classic model of structure, process, and outcome ex-
pounded by Donabedian has guided quality-assur-
ance eflorts for almost a quarter-century.™* It is a
robust basis for the Medicare quality -assurance effort,
but it has often been applied in ways that make quality
assurance seem reactnve, punitive, and excessinely reg-
ulatory. For better than a decade, proponents of proc-
ess-of-care measurement and advocates of outcomes
measurement have engaged in a rather unproductive
debate about the ments of their approaches. The con.
sensus appears to be that successful quality assurance
will alwavs have to concern itself with both the proc-
esses of care and patient outcomes

Newer models of continuous quality improvement
emphasize internal, organization-based, professional-
v led efforts to improve many small processes of care
in a ceaseless ovcle of examinauon and change.* '
These approaches emphasize ongoing, prospective
self-examination and professionalism, often focus on
prablems in systems of health care debivery rather
than the problems of individual patients, and 1arget
average, exenvday performance much more than the
wdennification of outliers Little experience is vet avail-
able, however. toindicate whether this will be a viable
approach o tackhing chinical quahity -of-care problems.
Nevertheless, different approaches to quality assur.
ance may be necessary for different sies of care (e g,
the hospual, the home, or ambulaton care setungs)
and for different orgamizational structures, such as
health maintenance organizations and lee-fur-senice
practices. The wontinuous-improvement models de-
senve careful testing and expeamentanon

HWhat methods exst to detect prodlems in quality of care?
Problems 1n quality <an be detected through many
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mechanisms. For instance, large administrative or in-
surance-claims data bases may be used to create indi-
cators of potentially poor outcomes (or sentinel
events) and the provision of inappropriate services;
small-area-variation analysis to determine differences
in the use of services per person is another approach
that uses such large data bases. At an institutional
level, hospitals or large group practices may adopt
systems that track indicators such as patterns of noso-
comial infections or unusual occurrences according to
physician, uni, shift, or service. In add’ ion, physi-
cian and nurse reviewers can examine medical records
retrospectively, against cither explicit written critena
or implicit professional norms, to judge the quality of
the process of care. Cases of problems in quahty can
also be uncovered by applying generic quality screens
to pauent records

The criteria according to which quality of care can
be judged or improved belong o at least three ditler-
ent classes One tvpe of antena comprises guidehines
for clinical pracuce, which are now a magor focus of
concern in the public and private sectors and among
physicians & A second tvpe o cnitenna includes those
that lay out ways 1o manage patient prablems or o
evaluate care that has been wiven for speatie patent
problems These criteria can be tarly cimple descnp-
nons of good (or not so good) chinscal care_or thay can
be very elaborate critenia maps and decision trees that
attempt (o cover many possible chmcaal actors =9\
third type imvolves cnteata used o find cases that ap-
pear to warrant turther protessional reviess These dif-
ferent types of quabts-of-care cntena have very dit-
ferent charactenstics, and the study praposes some
properties they should have (f thes are to be used as
gurdelines or vardstichs tor acceprable quabtinn of care

IWAat methods extst to remedy problems tn quality once they
are detected’  Approaches to correcung problems in
qualits can emphasize a conuderable array of protes-
stional and educational actnvities, tegulatay medcha-
nisms :hnanaal penaltes or program exclusions, tar
instance: such as those emploved w the Medicare
PRO) program. and indirect methods based on behelts
about compettion and the tarces of health care mar
kets No quahty-assurance program can be successtul
without a nun ol approaches, vet most pregrams to
date lack a full spectrum of pronen techmques tor cor-
recting identitied problenmin o quahn

What broad probiems (Aalienge the nainm v ihrany 1o make
progresiin guality of ware”  Lhe presentstructure of out
health care svstem does not have the capaaiy 1o
achieve a comprehensine and masenally etlecine
quahits-assurance program. ciher for Medicare o1 lor
the nation more generallv: Rescarch s needed in sev-
cral areas baste miethads of quality revies and assor-
ance, the apphcation of techmigues ot qualits assur-
ance and continucus qualits improvement. and the
disseminaton of information necessan for improving
the performance of health care professionals. Tt will
also be necessary to tramn protessionals an research
skills and 1n techmiques of quahity assurance and con-
tinuous improvement In aadition, pauents and ther
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families must be enabled to share more fully in deci-
sion making about their own health care.

MAJOR RECOMMENDATIONS OF THE STUDY
CoMMITTEE

The committee recommended a number of steps for
a strategy of quality review and assurance for Medi-
care. One called on Congress to expand the mission of
Medicare to include an explicit responsibility for en-
suring the quality of care of Medicare enrollees. Thus,
any new Medicare quahitv-assurance program must
give more attention to the processes of patuent-practi-
tioner interaction and decision making, to broad
health and qualitv-of-life outcomes, and to patient sat-
isfaction and well-being. Three goals for a Medicare
quahity-assurance program were stated: continuously
unproving the quality of health care for Medicare en-
tollees. strengthening the ability of health care organi-
zations and practunoners to assess and improve their
own parformance, and adentifving and overcoming
systemie and policy barriers 1o good quality of care

The committee’s central recommendation was that
Congress restructure the existing PRO program, tede-
hine 1ts tunctons, and implement a new program —
the Medicare Program to Assure Qualitn, or MPAQ
Revardless of the criticisms that can be raised about
the PROs. the commitree generally beliesed that an
abrapt end to or shitt away from the complex exinting
program, swith its histoncal ties to earher Medicare
peer-revien cflorts, was neither desirable nor feasible,
the MPAQ would theretore build on the preseat struc.
tures 1t would, for imstance, continue to use local thut
not necessanls statewide) organizations hike the PROs
ihow to be called Medicare Qualits Review Orgamiza-
tons | ot more ssatematic data collection, analvas,
and teedback to providers and pracunoners

More unpartant, the MPAQ would be exphaitis
onented o quahiy ol care. not to shlization ar cost
control Ttwouald be chareed 1o taailitate programs of
qualitn amprovement within provider orgamzations
and phyacian pracuces throaeh the divcenination of
usehil data. technmicad asastance, and other actics It
would abvo attempt to make the Medicare Conditions
af Parnapanon tor hospirals more consistent wath and
suppottine of the overall tederal guahty-assurance
cllort

Phe aimoas asastem of quahity assurance that locus-
es on heatth care deaaon making and the health out-
comes of Mediaare benelicianes, that enhances pro-
tessional responabhin and capaany for improving
care. that uses chimcal practice as a source of informa-
ton to amprose quahtv, and that can be shown o
improve the health of elderly people by attending o
problems of ayveruse and underuse of services as well
as poor techmaal quahn Anore basic goalis tvhave
a fully funcuomng program an place by the vear 2000
twith many of s parts operating successtully well
before thent that can respond flexibly to changing
health care peeds. health care delinery and hnancing
mechanisms, and soctal realittes The commitiee’s re-
port describes i some detail potental approaches the
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MPAQ and its Medicare Quality Review Organiza-
tions may take, but it calls for implementation of the
new program over a 10-year period, during which ap-
propriate methods can be tested for all major settings
and systems in which elderly patients receive care.

To address the concern about lack of public ac-
countability and oversight, the committee advised
that Congress establish two new advisory groups. The
first is 2 quality-program advisory commission similar
to the congressional commissions for Medicare pro-
spective payment for hospitals and phusician pay-
ment; it would oversee the activities of the MPAQ and
report to Congress on them. The second. a national
council on Medicare quality assurance, would advise
the Department of Health and Human Services and
would assist in the implementation, operation. and
evaluation of the MPAQ The committee also recom-
mended that Congress authottze and appropriate the
funds needed to implement its other recommendations
— an amount roughly estimated 10 be twice the pies-
ent investment 1n the PRO program  Uhen, 1 make
the program more answerable to the public tor the
expendituce of public monies, the commattee called for
a pcnodnr (e €. eveny two years) report to Congress
from the Secretany of the Department of Health and
Human Services on the quality of care for Medicare
benehcianes and on the effectiveness of the MPAQ
meeting the program goals

Issues ror 1HE FUivag

Many issues about quahinn of care and quahiy as-
surance remain to be connidered  For instance, how
good 1s the United States at delinening health care 0
its ciizens and ensunng the quahiyv of that care?
Many in policy-making and professional aircles se-
verely cnticize this nation’s hralth care svstems and
point ta other countries. often Canada. as models tor
reform These prants are kel 1o be debated tor some
ume. and they mas accuratels reflect the reahiny 1that
we provide adeguate healih care for some but by no
means all ot our auzens The cnnasm of quabity as.
sugance s not valid, however, because the United
States cand 1y medical communitsy s the world lead-
et Although ather countnies have quahiv-assurance
mechaniemen place. often improtted trem the United
States, none approach the degree of sophistiation or
the aceeptance and leadesshipr by physicianc that s
apparent here

The ambiguny of the relation of quabity of care to
access caste,and use of senvaces persistsand the ap-
propnate relation between the review and manage-
ment of utihization .on the one hand and qualiy re-
view and assurance on the othery remains douded It
1 veny dithoult to distinguish between utihzation re-
view and muanagement as mainhy cost-cutting meas-
utes and as useful tools for qualinn assurance (for
instance, 1t procedures requinng presious authon-
zation curtall manifestly unnccessany surgen ', and
it s therefore difhcult to determine what sorts of
agencies should carn them out We share the can-
cern that assigning a qualitv-assurance program re-
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sponsibility for controlling use and costs will under-
mine goals of quality of care, and we reiterate the
committee’s strong preflerence for making the major
goals of the MPAQ those of quality assurance and im-
provement.

Assuming that the criticism of the PRO program
has substance and that its difficulties are real, what is
the threat to the success of the MPAQ in bottling new
wine in old wineskins? In other words, 1s it sensible 1o
start a new program with agents who are viewed today
with a mixture of hostility and disdain, and is the
committee’s decision to emphasize transition rather
than starting over a mistake? The MPAQ will be a far-
reaching and complex program, and successful im-
plementation will require every possible advantage.
Our reading of the pracucal and political climate is
that building on the history and strengths of the peer-
review community, of which the PROs are the most
visible manifestation, 1s a far more attractive proposi-
tion than tning to invent new entities to carry out the
MPAQ mandate

How can societs know 1t is getting value for its in-
vestment in quanty ot care” In general, this country
does not subject major socaal programs to much public
oversight and accountability or svstematc, quantia-
tve evaluation Should this public program be ac-
countable to the public and be required to jusufy itself
by demonstrating an etlect on things as diflicult 1o pin
down as health outcomes and qualuy? We believe the
answer to that question 1s ves, public oversight and
accountabihity and ngorous evaluanon are critical as-
pects of this etlort

What are the cnucal problems in qualuy the
MPAQ should address’ Despite considerable effort,
the Institute of Mediane study was not able to say
that particulas problems, such as the overuse of proce-
dures or haspital inpanent care, were more or less
impottant than the underuse of, sav, home health
vare, or that they were more or less important chan, for
example, poor diagnostic or therapeutic decision mak-
ing on the part of othee-based physicians It seems”
clear that problems of all three sorts can be tound,
with dilfering degrees of frequenacy and seventy in all
setings ol care This means that the nation must de-
velop a better epidemiolory of qualiny of care to guide
the allocation of vesources in qualits assurance The
MPAQ s intended to capture intormation about chim
cal pracuice that can be used to develop this picture
more fullv, but eftorts bevond Medicare and elderls
people will be needed

Fhe groming enthusiasm for the madels of continu-
ous qua'ity improsement should. be of special interest
and appeal to the community of pracutioners Theie
cmphasis on self-examination and self-correction is 1n
accord with tradiional views about the learned pro-
tessions, and their focus on systems of care made up of
many small processes reflects a practiioner’s daily
activities more than do pateat outcomes, which may
be remote in ume and place Nevertheless, infurma-
tion about successful applications 1s scant, these ap-
proaches have vet to be shown capable of coping ade-
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quately with problems of the overuse of services,
underuse of services, or puor technical or interperson-
al skills. Morcover, the continuous-improvement pro-
grams are difficult and time-consuming to implement.
They are very much oricnted to complex organiza-
tions such as hospitals and prepaid group practices,
and they do not lend themselves to quality assurance
in the office of the average private practitioner.

What is the proper role of outcomes in measuring
and improving quality of care? Little empirical re-
search, let alone practical experience. gives confidence
that patieat outcomes can be the primary basis of a
quality -assurance or continuous-improvement etlort.
Yet outcomes and outcomes management became the
watchwords of the 19805, " and they are bkely 10
remain a dominant refrain in the 19905, In short, out-
comes are not a completely proved approach o qual-
ity assessment and assurance, hut as the commitiee’s
definiion of qualiy makes clear, they cannot and
must not be ignored We concur with the commttee’s
cftore to temper unbndled enthusiasm tor outcomes
with the pracucal apprecistion that, for many aspects
of monitonnyg and improving health care, the process
of care is the kev.

Regardless of the weight accorded processes or out-
comes iy guahity assurance, nowill be amportant 1o
undentand and acknowledge that panents ditler 1
their preferences for tvpes of health care and lot the
results thes mav reasortably expeat trom that care
The landmark work of Wennberge and iy colleagues
compatig suegers with watchlul waiting m men with
benign prostatic hypertiaphy = s anly the apenimg
chapter. and mamy questions temam How sheuld
physicaans ehot patient preterences and take account
ol them an health care decimon making? When the
values and pretesences of indinaidaal patents conthict
with hroader socal valucs and preterences. which take
precedence, and what s the role of the phvsioan in
this regard? Phystaans face dithicult chorces in balanc-
ing their troditional obhigatons ol beneticence the
duty o do good) and nenmalehcence the dun o
do no haron wath the more tecently espoused nches
of patent autonony  the duty 1o tespect the nchis
of patients o mdependent selt-detenmanon and
concerns about equiy and distnibative justce the
combined duny not o discrminate among people or
wroups an the bass of arrelesant characternistios
and to distnbute resoutces fathv not caprnaoush
or arhiraniyy We hope that these ivsues can be
more lully addressed dunine the inplementaton of
the MPAQ

We are indelted to many peyple st the Tustitate ot Mediane
patticudarly (he other memtwrs of the study aoamaiter Moy R
Chasin ben M Connes Robert B Copeland Chatlen | Fahes
Paul b Goner William S Hodlman Retsar 1 Rane Handd S
[utt Mavwell Mehiman Mane Michich Mardvn Mown Jamies
D Morumer Athert G Mulles Je bagward B Pernn Margarec D
Sovie, and Fonng N Woad o the study s techrical @ hvivon paned
for assutance throughout the project, e the ather prinapal statt
rmembers f this sty Madta N Dhonaldwan Jo Harns Wehling
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Preface

Medical care in the United States presents a paradox. At its best, U.S.
medicine is a8 marvel, featuring state-of-the-art diagnostic and surgical tech-
nology augmented by sophisticated pharmaceutical agents. Most cilizens
report that they are happy with their medical care. Yet, at the same time
our health care system merits serious criticism: it is by far the most expen-
sive in the world, consuming almost 12 percent of the nation’s gross na-
tional product; its health status, as measured by such standard indices as life
expectancy from birth or infant mortality rates, lags that of most developed
countries; its organization and distribution of health care resources are un-
balanced, with a serious skew toward technology-intensive services, some-
limes at the expense of primary care, preventive services (especially for the
poor), home care, and long term care; and more than 30 million persons
lack any form of health insurance, thereby posing severe problems of access
and equity. ’

By contrast, the elderly enjoy comprehensive coverage and usually ex-
cellent access to hospital and acute care facilities under the Medicare pro-
gram. Coverage for ambulatory care is also good, although benefits for
home and long term care are limited. By international standards, the U.S.
elderly enjoy excellent health status. As judged by life expectancy from
age 65, and especially from age 75, the U.S. ranks among the countrics with
the best longevity in the world.

Driven largely by concerns about relentlessly rising expenditures for
medical care, many health policy analysts now believe that explicit ration-
ing of health services is the appropriate strategy for medical cost contain-
ment. The prospect of rationing, however, must be viewed in the context
that, for the elderly in the United States, utilization of services such as
coronary artery bypass surgery, prosthetic replacements of discased hips,

ix
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and :ireatments for end-stage renal discase already greatly exceed levels
occurring in any other country.

As a result of these conflicting trends and forces, the current health care
system in the United States presents a confusing picture:

» Despite the comparatively high use of medical services, there are strong
pressures to increase access and use of virtually every type of health care,
including organ system transplants, treatment for AIDS, and long term care.

* At the same time, employers, employees, federal and state govern-
ment, and the elderly are increasingly vocal in their opposition to paying
more for medical care for themselves and others.

» Governmental and industrial efforts at medical cost containment have
been persistent, incremental, and largely ineffective in their overall effect
on the costs of medical care. Previous and current efforts include incen-
tives for health maintenance organizations, hospital prospective payment,
utilization review, limitations on benefits and eligibility, imposition of co-
payments and deductibles, mandated local entities to ensure planning of
new facilities and technologies, and limits on medical malpractice awards.
These cost containment strategies have had, at best, marginal effects on the
ever-increasing costs of medical care, and essentially no impact of the qual-
ity of care. It is not unreasonable to expect that the current “hot prospects”
for medical cost containment, such as physician payment reform and the
promulgation of practice guidelines, will be equally ineffective.

* An unintended but increasingly intrusive result of the cumulative ef-
forts at medical cost containment has been the establishment of an adminis-
trative bureaucracy to review medical care delivered in all sites—hospital,
office, home, and nursing home. Although it is unclear that the procedures
that have resulted from this effort have reduced the cost of medical care, it
is clear that they have introduced a layer of complexity for patients and
providers and have contributed to a mounting sense of frustration among
physicians,

» The advent of sophisticated data collection and analytic techniques,
made possible by computer technology, offers the opportunity to measure
and compare the outcomes of medical care for cenain conditions across
comparable seltings. In addition, newer ways of conceptualizing the ap-
proach to quality measurement and improvement provide the stimulus to
reassess our goals and cfforts.

Emerging from this tangle has come an increasing concern about the
quality of medical care, particularly focused on the question of whether cost
containment efforts (both successful and unsuccessful) will harm quality.
To address that question it is necessary to define quality of medical care, 10
measure i, to assess its current state, and to understand how it can be
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improved and how it might be jeopardized. From concerns and questions
such as these comes this report. Requested by the Congress, the authorizing
legislation called for an ambitious and far-reaching strategic plan for as-
sessing and assuring the quality of medical care for the elderly during the
next decade. Emboldened by the scope of this charge, the Institute of
Medicine study took a broad and comprehensive view. Its deliberations and
fact-finding included commissioned papers, public hearings, panel meet-
ings, site visits, focus groups, and many meetings.

The resulting report indicates that although the current quality of medical
care for Medicare enrollees is not bad, it could be improved; that the cur-
rent system in place to assess and assure quality is in gencral not very
effective and may have serious unintended consequences; and that exciting
opportunitics—still 1o be tested in the ficld—are now emerging to set in
place a comprehensive system of qualily assurance that-can address itself to
improving the health of the ¢lderly population.

STEVEN A. SCHROEDER
Chairman, Committee to Design a Strategy
for Quality Review and Assurance in Medicare
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Introduction to the Study
and This Report

CONGRESSIONAL CHARGE

The commission from the Congress of the United States to “design a
strategy for quality review and assurance in Medicare” was contained in
Section 9313 of the Omnibus Budget Reconciliation Act of 1986 (OBRA
1986). It called for the Secretary of the U.S. Department of Health and
Human Services (DHHS) to solicit a proposal from the National Academy
of Sciences (NAS) to conduct the study that would address eight legislative
charges, namely “among other items,"” to:

(A) identify the appropriate considerations which should be used in defining
*quality of care™;

(B) evaluate the relative roles of structure, process, and outcome standards in
assuring quality of care;

(C) develop prototype criteria and standards for defining and measuring qual-
ity of care;

(D) evaluate the adequacy and focus of the current methods for measuring,
reviewing, and assuring qualily of care;

(E) evaluate the current research on methodologies for measuring quality of
care, and suggest areas of research needed for further progress;

(F) evaluate the adequacy and range of methods available to correct or pre-
vent identified problems with quality of care;

(G) review mechanisms available for promoting, coordinating, and supervis-
ing at the national level quality review and assurance activities;

(H) develop general criteria which may be used in establishing priorities in
the allocation of funds and personnel in reviewing and assuring quality of
care.

Xili
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STUDY METHODS

Studies undertaken by the NAS and the Institute of Medicine (IOM) are
conducted by expert committees. These committees comprise individuals
selected for their expertise who can provide information and insights from
all disciplines and social sectors that are important to the topic of the study.
The 17-member IOM committee for this study included experts in medi-
cine, nursing, home health and social services, law, economics, epidemiol-
ogy and statistics, decision analysis, and quality assessment and assurance.
Committee members also represented major consumer, purchaser, and busi-
ness interests. The committee had a broad representation by age, sex, and
geograrhic location.

‘the OBRA legislation required consultation with sp. .ific organizations
and representatives of major groups with an interest in this issue. To this
end, a 14-member Technical Advisory Panel (TAP) was appointed; it met
twice during the study, and IOM staff maintained, regular contact with TAP
members.,

Review of the congressional charges reveals that the scope of this study
could have been extraordinarily, and possibly unmanageably, broad. The
committce thus decided to constrain the breadth of the work in scveral
ways. First, it considered quality issucs only as they relate to elderly Medi-
care beneficiaries. Second, it focused on three major settings of care: inpa-
tient hospital care, outpaticnt physician-office-based care, and home health
care. Collectively, those locales and types of care provide important in-
sights in problems of and opportunitics for quality review and assurance not
only in their own right but for other settings (such as ambulatory surgery)
that could not be studied in depth. Third, the study included both fee-for-
service and prepaid group practice but did not look in detail at different
types of prepaid, capitated, or managed care arrangements.

Another decision was to emphasize long-range issucs, that is, specifi-
cally to respond to the congressional call to “. . . design a strategy . . . ."
The committee elected to consider the clements of a strategy that might be
put in place over the decade of the 1990s; the aim was to articulate a goal
for the year 2000 and the major steps that nced to be taken to rcach that
goal. Thus, the emphasis of this study is on strategy, not immediate tactics,
although some reccommendations deal with ncarer-term changes and activi-
ties.

The study was conducted in three phases: planning (summer 1987 through
January 1988); data collection and report preparation (February 1988 through
February 1990), and disscmination (through May 1990). The work was fi-
nanced by two grants from the Health Care Financing Administration (HCFA),
one for the planning phase and one for the remainder of the study. HCFA
also asked that the IOM undertake a second effort, mandated in Scction
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9305 of OBRA 1986, to examine the capacity of standards used for hospi-
tals to meet the Conditions of Participation for Medicare to assure the qual-
ity of hospital care. The IOM included this work in the larger effort.

The committee and 1M staff carried out several major aclivities during
this study; they fall into the general categories of convening, gathering
background information, consulting broadly with groups across the country,
and acquiring or producing technical documents (some of which are in
Volume II). The committee met nine times for two-to-three-day meetings.
A total of 10 background papers was commissioned; in addition, several
papers and reports were produced by IOM staff or consultants on various
specific aclivities of the study.

Early in the study two sets of focus groups were conducted. Eight focus
groups were carried out among elderly Medicare beneficiaries in four cities
(New York City, Miami, Minneapolis, and San Francisco); an additional
eight groups were done among practicing physicians in five cities (Philadel-
phia, Chicago, New Orleans, Los Angeles, and Albuquerque). A public
hearing process was also carried out in the early months of the study. It
featured two formal public hearings, one in San Francisco and the other in
Washington, D.C., at which a total of 42 groups gavc oral testimony before
the entire commiltee; in addition, written testimony only was received from
ncarly 100 groups (of nearly 575 contacted).

The most cxlensive study task was a series of site visits across the coun-
try. In the major site visits (iwo-to-three-day trips to the states of Califor-
nia, Georgia, lllinois, lowa, Minnesota, New York, Pennsylvania, Texas,
Virginia, and Washinglon), committce and staff visited Medicare Peer Re-
view Organizations (PROs), hospitals and hospital associations, home health
agencics and aging groups, health maintenance organizations (HMOs), stale
departments of health, and other organizations; in addition, mectings with
practicing physicians, hospital administrators, and other individuals were
organized. The shorter site visits were to specific organizations (¢.g., multi-
specialty clinics or HMOs) that appeared to offer particular insights into
approaches for quality assurance. Altogether, site visitors spoke with more
than 650 individuals.

To address the congressional charge of prototypical critcria and stan-
dards, a special expert pancl was convencd late in the study to develop
rccommendations concerning the critcria by which quality-of-care criteria
and appropriateness or practice guidelines might be evaluated. Other con-
sultants were used to advise on different study topics, such as legal and
rcgulatory issucs. For instance, we acquired data on staffing and costs of
quality assurance programs from a survey that was being conducted at the
same time by a large multihospital system. Additionally, at several of its
meelings, the committee heard from a range of cxperts in qualily assurance
and related topics. Finally, commitice and staff consulicd with staff at
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HCFA and at several federal and congressional agencies with interests in
the Medicare quality assurance program.

ORGANIZATION OF THIS REPORT

This report first examines concepts of quality of care and of assessing,
assuring, and improving quality of care. Chapter 1 presents the committee’s
definition of quality of care and examines the topic of the quality of health
care as a public policy issue.- Chay ier 2 focuses on a conceptual framework
and models for implementing qu: lity assurance and continuous improve-
ment programs and explores the :ey attributes of a quality assurance pro-
gram,

The report then turns to a description of the context and environment for
quality assessment and assurar e in Medicare. Chapter 3 discusses aspects
of the elderly population. ‘’hapters 4, 5, and 6 examine the Medicare
program and its quality assirance efforts (hospital conditions of participa-
tion in Chapter 5 and the  :er review programs, particularly the PRO pro-
gram, in Chapter 6).

Chapter 7 examines quslity problems and the burdens of harm they pose
to the elderly; these inclu le poor technical or interpersonal performance of
practitioners, overuse of services, and underuse of services. Conceptual
and practical issues posed by setting and payment systems are dealt with in
Chapter 8, and Chapter 9 discusses certain strengths and limitations of key
quality measurement and assurance approaches. Chapter 10 deals with the
special topic of desirable characteristics of quality-of-care criteria sets, prac-
tice guidelines, and case-finding tools. Chapter 11 presents the committee’s
views about long-range needs for research and for capacity building for
qualily assurance.

Finally, Chapter 12 presents the committee’s quality assurance strategy
for Medicare. It highlights the committee’s conclusions about the current
program, slates the committee’s recommendations about new directions for
a Medicare quality assurance program, and suggests the steps and the time-
table by which such a new program might be put into place. Volume II of
this report contains major background documents.

We expect this report to be of interest to a wide audience. Its principal
purpose is to address the strategic concerns of Congress about a viable
approach to maintaining and improving the quality of care for the elderly.
We believe it will be useful for those who lead the development of quality
assurance programs at the local level, by documenting the wide array of
tools and the rich store of quality assurance experience in the country to-
day. The considerable research agenda called for by remaining unanswered
questions about the measurement and assurance of quality should be of
value for investigators in health policy, health services research, and educa-
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tion. Finally, we believe it will provide guidance for policymakers respon-
sible for designing a farsighted yet pragmatic quality assurance program for
Medicare.

KATHLEEN N. LOHR

Study Director, Study to Design a
Strategy for Qualily Review and
Assurance in Medicare
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MEDICARE

A Strategy for
Quality Assurance

Yolunie i

Summary

/

Good health is a highly valued attribute of life. It is also difficult to
define; it means different things to different people. In general, however,
Americans would cite similar goals for their health and principles for health
care. The nation has long held a common concept of what constitutes
desirable health services.

What is different today is a broad concern among the health professions
about the quality of health care. This is coupled with rising dissatisfaction
about the health care system on the part of the public and policymakers,
unremitting pressures for cost containment, and uncertainty about the effect
of future cost containment on quality of care. _

Focusing these concer=s on the elderly, the Congress of the United States,
through the Omnibus Budget Reconciliation Act of 1986, called on the
Secretary of the Department of Health and Human Services (DHHS) 1o
request the National Academy of Sciences to conduct a study “to design a
strategy for qualily review and assurance in Medicare.” The Academy'’s
Institute of Medicine (IOM) appointed a 17-member committee to under-
take the study. In response to the congressional mandate this committee
report covers four main themes:

« appropriate definitions of quality of care and quality assurance;

+ the. range and adequacy of methods for measuring quality and for
preventing, detecting, and correcting quality problems;

+ needed research and building of a professional cadre; and

« a strategy for implementing a program to assure the quality of hcalth
care for Medicare beneficiaries.
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The remainder of this summary first describss the methods of the study
and summarizes the committee’s findings and conclusions. It then gives the
committee’s 10 major recommendations and describes the main operational
features of a Medicare Program to Assure Quality (MPAQ), as the commit-
tee denotes the new program it recommends be established. Finally, it
outlines a three-phase, 10-year implementation strategy, during which time
many details of the program will evolve.

FINDINGS AND CONCLUSIONS

The nation_js generally perceived to have a solid, admirable base of good
quality health care, and the elderly are usvally satisficd with the quality of
care they themselves receive. Contrasting with this positive perception of
the overall quality of care in the nation is a large literature that documents
areas of deficiencies in all parts of the hcalth sector. Some of these relate
to the overuse of unnecessary and inappropriate services, some to underuse
of needed services, and some to poor technical skills, interpersonal care, or
judgment in the delivery of appropriate services.

Significant problems exist in quality of care and in the nation’s present
approaches to quality assurance. Thesc problems are sufficient to justify a
major redirection for qualily assurance in this country and, in particular, a
more comprehensive strategy for quality assurance in Medicare.

Our major findings and conclusions include the following:

» A quality assurance program should be guided by a clear definition of
quality of care.

» No single approach or conceptual framework to quality assurance is
hkcly to suit all purposes.

» Regarding the elderly,

—their population continues to grow, both in absolute numbers and as
a proportion of the entire population,

—the average number of years lived after age 65 continues to in-
crcase, and

—an increasing number of the clderly live with chronic illness and
disabling conditions.

» Regarding Mcdicare and the cldcrly,

—hcalth care costs continue 1o rise,

—pressures for cost containment increase, and

—use of sites of care other than inpaticnt (i.c., outpaticnt, long-term-
care, and home) continucs to expand.

» Near universal coverage of the elderly population by the Medicare
program gives them better access to health care than any other age group;
nevertheless, gaps in coverage and financial barricrs do cxist and adverscly
affect quality.
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» - Regarding the burden of poor quality,
—evidence of overuse of health services is substantial,
—underuse is hard to detect under existing surveillance systems, but
we suspect it is considerable, and
—numerous examples of poor performance have been documented.

» Different approaches to quality assurance may be necessary for differ-
ent sites of care (e.g., hospital, home care, and ambulatory settings) and for
different organizational structures such as health maintenance organizations
(HMOs) and fee-for-service practices.

» Criteria by which quality of care can be reviewed or assured

—can be classified into three main groups—appropriateness (or clini-
cal practice) guidelines, patient management and evaluation criteria,
and case-finding screens, and )
—vary considerably in internal and external validity.

« Those groups of quality-of-care criteria can be described in terms of
substantive (or structural) attributes, such as scientific grounding, latitude
for clinical and patient judgment, design, and efficiency and implementa-
tion (or process) attributes such as feasibility of use, ease of use, ability for
special cases to be appealed, and dynamic aspects of revicw and updating.

» Currently available methods of quality assurance

—suggest that a small number of outliers account for a large number
of serious quality problems,

—are inadcquate in coping successfully with outlicr providers,
—tend to focus on single ecvents and single scttings,

—may not identify underuse and overuse of scrvices,

.—ar¢ constrained (sometimes in counterproductive ways) by regula-
tory and legal systems, and

--arc of questionable value in improving average provider bechavior.

* Medicare Utilization and Quality Review Peer Review Organizations
(PROs) constityte a potentially valuable infrastructure for quality assur-
ance. Nevertheless, it is the perception of the committec that Medicare
PROs

—give primary attention to utilization rather than quality,

—focus on oullicrs -ather than the average provider,

—-concentrate on inpatient care,

—impose excessive burdens on providers,

—do not usc positive incentives 1o alter performance,

—arc perceived as adversarial and punitive,

—usce a sanctioning process that is largely ineffective,

—are rendered relatively inflexible by program funding arrangements,
—use methods that are redundant with other public and internal qual-
ity assurance programs, and

—have not been evaluated with respect to their effect on quality.
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» Mechanisms for ensuring that hospitals meet the Medicare Conditions
of Participation are generally sound in terms of the concept of “deemed
status” but warrant strengthening in several aspects, especially the survey
and certification procedures for hospitals that are not accredited.

« The present structure does not have the capacity to achieve a compre-
hensive and maximally effective quality assurance system., Required re-
search and capacity building include basic methodological research, appli-
cations research, research on methods of diffusion, training of professionals
in research and quality assurance, and methods to improve patient decision
making.

A MCDEL OF QUALITY ASSURANCE FOR MEDICARE

On the basis of these findings and conclusions, the committee outlined
its vision of a quality assurance system for Medicare. It focuses on health
care decision making and health outcomes of Medicare beneficiaries, en-
hances professional responsibility and capacity for improving care, uses
clinical practice as a source of information to improve quality of care, and
can be shown to improve the health of the elderly population. This “ideal”
system stands in sharp contrast to the existing quality assurance system: the
latter relics too heavily on provider-oriented process measures, regulation,
and external monitoring, contributes little new clinical knowledge to im-
prove the quality of care, and has not been evaluated in tern's of impact on
the health of the elderly. We believe that any future quality assurance
program requires a better balance than exists today between regulation and
professionalism, provider orientation and patient orientation, and processes
of care and desired health outcomes.

DEFINING QUALITY OF CARE

The committee identified critical dimensions of quality of care and adopted
the following definition: -

Quality of care is the degree to which health services for individu-
als and populations increase the likelihood of desired hezlth out-
comes and are consistent with current professional knowledge.

According to this definition, the hcalth care services provided are ex-
pected to have a net benefit (to do more good than harm, given the known
risk when compared to the next-best alternative care). That benefit is ex-
pected to reflect considerations of patient satisfaction and well-being, broad
health status and quality-of-life outcomes, and the processes of patient-
provider interaction-and decision making. The values of both individuals
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and society are explicitly to be considered. How care is provided should
reflect appropriate use of the most current knowledge about scientific, clini-
cal, technical, interpersonal, manual, cognitive, and organizational and
management elements of health care.

RECOMMENDATIONS

In responding to the congressional charge to design a strategy for quality
review and assurance in Medicare, the committee has three aims. The first
is to have in place a fully functioning program by the year 2000. The
second is to have many of its parts operating well before that time. The
third is to create a system that itself can grow and mature well into the next
century, when health care needs, health care delivery systems and financing
mechanisms, and social realities may be vasdy different from those we
encounter today. In furtherance of these aims, the committee agreed on 10
recommendations, which are based on its findings and conclusions and its
vision for a new quality assurance program for Medicare.

Medicare Mission and Quality Assurance

RecoMMENDATION No. 1. Congress should expand the mission of
Medicare to include an explicit responsibility for assuring the quality of
care for Medicare enrollees, where quality of care is defined as the
degree to which health services for individuals and populations increase
the likelihood of desired health outcomes and are consistent with cur-
rent professional knowledge.

A critical requircment of a quality assurance program is that it respond
conceptually 1o an accepted definition of quality of care. For this report we
have adopted the definition offered above, which implics a markedly suwonger
and broader mission statement for the Medicare quality assurance than ap-
pears in the legislation that presently guides the Medicare peer review pro-
gram. A more cxplicit commitment to quality is needed to counter the
perception that monitoring efforts in Medicare are primarily concerned with
cost containment.

By focusing on health services, desired health outcomes, and levels of
professional knowledge, our definition of quality calls for broad action by
provider organizations and by the Mcdicare program in the collection, analy-
sis, fecdback, and disscmination of data and in the initiation of creative
quality interventions. This definition implies a considerably expanded and
richer conceptualization of the outcomes about which data will be acquired
than has been evident heretofore in any (external or internal) quality assur-
ance cfforts. It also implics greater attention to the scientific knowledge
base, to hezlth care technology assessment, and to the actual processes of
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everyday practice. It requires that better use be made of what is known
about the effectiveness of health care services and about the links between
process and outcome. Finally, by highlighting the need for attention to both
individuals and populations, this definition underscores the importance of
requiring the Medicare program to take responsibility for understanding the
health outcomes of the populations for which they are accountable, not just
for the persons actually served.

Quality Assurance Goals of the Medicare Program

REcoMMENDATION No. 2. Congress should adopt the following three
goals for the quality assurance activities of the Medicare program:

* Continuously improve the quality of health care for Medicare
enrollees, where quality is as defined in our first recommendation;

» Strengthen the ability of health care organizations and practitio-
ners to assess and improve their performance; and

+ [Identify system and policy barriers to achieving quality of care
and generate options to overcome such barriers.

We recommend below an ongoing cvaluation of the quality assurance
program and ils impact. The goals for which that program should be held
accountable are improved health, enhanced capabilitics of providers in gual-
ity assurance, and better understanding of broad system obstacles to high
quality of carc. These goals are at once more explicit and more comprchen-
sive than the status quo. ‘

Medicare Program to Assure Quality (MPAQ)

RecoMMENDATION No. 3. Congress should restructure the PRO pro-
gram, rename it the Medicare Program to Assure Quality (MPAQ), and
redefine its functions.

To discharge the responsibilitics implicd by carlier recommendations,
Medicare will nced a revised and expanded quality assurance program at
the federal level. To underscore this point, Congress. should deliberately
shift the focus and responsibility of this new program—the MPAQ—to
functions morc explicitly oriented to quality of care. In addition, Congress
should authorize the Sccretary of DHHS to support ncw local entities—
Mcdicare Quality Review Organizations (MQROs)—in the performance of
the MPAQ activitics. To build on the personnel and skills already avail-
able, these local entitics would in many instances be (or be similar to) the
organizations with which the Health Care Financing Administration (HCFA)
prescntly contracts through the PRO program. Responsibilitics and func-
tions of these organizations are discussed below.
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Public Accountability and Evaluation

RecoMMENDATION No. 4. Congress should establish a Quality Pro-
gram Advisory Commission (Qu:alPAC) to oversee activities of the MPAQ
and to report to Congress on these activities.

RecomMENDATION No, 5. Congress should establish within DHHS a
National Council on Medicare Quality Assurance to assist in the im-
plementation, operation, and evaluation of the MPAQ.Q

REcCoMMENDATION No. 6. Congress should direct the Secretary of DHHS
to report to Congress, no less frequently than every two years, on the
quality of care for Medicare beneficiaries and on the effectiveness of
MPAQ in meeting the goals outlined in recommendation no. 2.

In addition to the MPAQ and its MQROs, we have recommended that
two other entities be created to form a comprehensive structure to promote,
coordinate, and supervise quality review and assurance activities at the na-
tional level. Because of the importance of these public accountability and
oversight activities, we also suggest that the Secretary of DHHS establish a
Technical Advisory Panel to assist in the evaluation efforts. These bodies
will have four major purposes, namely to bring a greater degree of public
and scientific oversight and input into the quality assurance program, pro-
vide a way for both the MPAQ and the MQROs 1o avail themselves of the
most advanced techniques available through the private sector, provide a
basis by which the program itself can be more effectively evaluated, and
assist the program in management and operations.

Hospital Conditions of Participation

RecoMMENDATION No. 7. Congress should direct the Secretary of DHHS
to initiate a program to make the Medicare Conditions of Participation
consistent with and supportive of the overall federal quality assurance
effort,

This report emphasizes the use of process-of-care information and espe-
cially paticnt outcomes data in evalualing quality of carc. Nevertheless, all
conceptual frameworks of quality assurance emphasize the importance of
the capacity of an organization to render high quality care—essentially a
structural measure. Indirectly, such capacity is measured through mecha-
nisms such as accreditation. For the hospital sector and Medicare, this
translates into “deemed status” for those facilities accredited mainly through
the Joint Commission for Accreditation of Healthcare Organizations and
certification through state survey and certification agencies for those not so
accredited.
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Our recommendation is intended to prompt HCFA to strengthen its cur-
rent program for survey and certification of hospitals and for delegating
certification of unaccredited hospitals to state agencies. Four aspects of
this program deserve attention. First, HCFA should update the Conditions
of Participation, and their related standards and elements, within the next
two years and continually thereafter (no more infrequently, say, than every
three years). Second, HCFA should continue to support the concept of
deemed status for hospitals. The agency should encourage the Joint Com-
mission in its efforts to develop a state-of-the-art quality assurance program
and in its program to disclose information to the agency about conditionally
accredited and nonaccredited hospitals in a timely fashion. Third, HCFA
~ should increase the capacity of the survey and certification system to en-

courage and enforce compliance with the conditions (i.e., for those hospi-
tals not meeting them by virtue of deemed status). Finally, HCFA should
improve the coordination of federal quality assurance efforts by developing
criteria and procedures for referring cases involving serious quality prob-
lems from the MQROs to the Office of Survey and Certification (and vice
versa).

Research and Capacity Building

REecoMMENDATION No. 8. Congress should direct the Secretary of DHHS
to support, expand, and improve research in and the knowldge base on
efficacy, effectiveness, and outcomes of care and to support a system-
atic effort to develop clinical practice guidelines and standards of care.

RecommenpaTION No. 9. Congress should direct the Secretary of DHHS
to establish and fund educatioimal activities designed to enhance the
nation’s capacity to improve quality of care.

We applaud recent developments in the attention and support that Con-
gress.and DHHS have given to effectiveness and outcomes research and to
efforts to stimulate the development of clinical practice guidelines. We
endorse expanded funding for all of these efforts. DHHS should also under-
take broad efforts to improve coordination of data systems and data collec-
tion cfforts within the Department.

Long-term financial and other support for rescarch and special projects is
needed in many arcas:

* variations, effectiveness, and appropriateness of medical care inter-
ventlions;

« practice guidelines and the mechanisms by which they can be devel-
oped, refined, disseminated, and updated;

* better mcasures of the technical and interpersonal aspects of the proc-
ess of care;
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* more and improved measures of health status and health-related qual-
" ity of life;

+ effectiveness of methods for changing provider and practitioner hab-
its, behaviors, and performance;

» data and information management systems (computer hardware and
software); and

» improved methods of program evaluation.

Capacity building is that set of activities that will enhance the ability of
professionals and patients to assess and improve quality of care. If quality
assurance is to move forward aggressively, it will require a corps of profes-
sionals prepared to provide both technical skills and leadership. At present
we lack such a group in anything like adequate numbers to staff a national
set of organizations for this purpose. An early priority must be, therefore,
to establish training programs to prepare these health professionals, taking
account of the following circumstances and needs:

* Educational programs would likely require an extended period of study
(e.g., a year);

» They can be built on existing programs in epidemiology, health serv-
ices research, and biostatistics;

* Education for the existing staffs of facilities ‘.nd hose senior profes-
sionals already in, or just about to enter, this work will have to use tech-
niques of intensive continuing education and technical assistance;

* More organized programs of training with field experience will be
needed to prepare a new cadre of health workers with the tools necded to
collect and apply information based on outcomes in quality assurance;

* Resources will be needed to underwrite the, curriculum development
and to support the education o these professionals; and

* Ways to make quality assurance more of a profession with a clear
career path should be developed.

In addition, it will be important to educate patients and consumers about
how best they can contribute to evaluating and improving the care they
receive and participate in informed decision making about their health care.

FUNDING

RecomMENDATION No. 10. Congress should authorize and appropri-
ate such funds as are needed to implement these recommendations.

The MPAQ must be adequately funded from the start, if it is to be
successfully implemented and operated. We propose a considerably ex-
panded data collection and evaluation effort in the new MPAQ and assume
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that Congress and HCFA will continue to expect the MPAQ to do much,
although not all, of what the PRO program now does. For those reasons,
we concluded that an increase in the MPAQ budget over present PRO levels
is necessary. In addition, we advised that the MPAQ shift from a purely
competitive contracting mechanism for MQROs to a funding mechanism
that relies more heavily, if not exclusively, on grants or cooperative agree-
ments.

This recommendation is potentially costly, but an underfunded quality
assurance program cannot discharge its responsibilities effectively and thus
wastes the funds it is provided. It earns little respect from providers, and it
cannot demonstrate any meaningful impact on either quality of care or health
of the beneficiary population.

The program we are proposing is intended to avoid some of those pit-
falls. It is also intended to provide a considerably enhanced body of knowl-
edge about the health and well-being of the elderly and to improve the
mechanics of quality review and assurance in all major settings of care.
Furthermore, we have built into our proposals a rigorous evaluation compo-
nent, so that society can know what it is getting for its investment. In our
view, the MPAQ simply will not be able to accomplish its objectives with
funding that remains at customary levels, and we thus advocate an appre-
ciable increase in support.

We have not specified a target amount, however. Implementation of this
proposed program will take time, ind many details will emerge only with
time. Moreover, internal and external quality assurance efforts have an ele-
ment of joint production, and not all the activities envisioned in this plan
may involve new federal costs. Nevertheless, a reasonable estimate of the
costs of this program might be that it would eventually double the invest-
ment in the present PRO program, but it should be recognized that this is an
order-of-magnitude estimate not a detailed point estimate.

ORGANIZATIONAL AND OFPERATIONAL FEATURES OF THE
MEDICARE PROGRAM TO ASSURE QUALITY

Starting Points

The conceptual foundation of the MPAQ approach is the classic triad of
structure, process, and outcome. We also draw on five constructs of the
continuous improvement model: (1) differentiate external quality- monitor-
ing from internal quality improvenient and assurance efforts; (2) emphasize
increased use by internal prograins of data on outcomes, systems, and proc-
esses of care; (3) reward providers that implement successful internal qual-
ity improvement programs; (4) focus on a broad range of “customer” out-
comes that include those of patients, practitioners, and the broader commu-
nity; and (5) foster cooperative communication and negotiation between
many different pairs of actors in the health care delivery sctting,
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The practical starting point for the MPAQ is the existing Medicare pro-
gram and the private, local, peer review organizations that presently do (or
could) carry out the current PRO agenda. We emphasize transition, not
starting over, and we believe that many elements of the PRO program can
and should be retained. At the same time, we have renamed the program to
emphasize the substantial changes in concept and function that we have
recommended.

Structure

The Federal and Local Levels

MPAQ. The first level of our model of quality assurance is that of the
federal program, the MPAQ. It might also embrace other organizations that
operate nationally and that might be considered complementary to this ef-
fort, such as the accreditation programs of the Joint Commission.

Bricfly, the MPAQ would be responsible for the planning and admini-
stration of the quality assurance program for Medicare. It would have three
major responsibilities: (1) to engage in long- and short-term program plan-
ning for MQROs (e.g., to define the program guidelines for the MQROs, to
review applications and make awards to MQROs, and to provide or arrange
for technical assistance to MQROs); (2) to monitor and evaluate MQRO
operations and performance; and (3) to aggregate, analyze, and report data.

MQROs. The middle level is that of local or regional entities, the MQROs.
They would have several primary responsibilities: (1) to obtain information
on patient and population-based outcomes and practitioner and provider
processes of care; (2) to analyze these data, making appropriate adjustments
for case mix, patient characteristics, and other pertinent information by
various types of providers; (3) to use these data to make judgments about
practitioner or provider performance; (4) to feed such information back to
the internal quality assurance programs of practitioners and providers (as
well as report it to the MPAQ); and (5) to carry out quality interventions
and technical assistance to intemal organization-based quality assurance
programs.

The Internal Organization-Based Level

We have given considerable recognition to the emerging concepts of
continuous quality improvement and organization-based, internal quality
assurance efforts. Self-review and self-regulation remain the hallmark of
the healing professions. Therefore, our third level is one based on internal,
organization-based quality assurance. ,

We do not prescribe the approach to quality assurance that such institu-
tions, agencies, or practices might take. Some internal programs may pur-
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sue traditional efforts; others may implement advanced continuous quality
impravement models; still others may experiment with nove! review and
assurance efforts tailored to their particular needs and circumstances. The
MQROs should encourage and assist in the development of all such internal
efforts. Internal programs will no doubt use outcome data for their own
purposes, but they will also need to emphasize the actual systems and proc-
esses of care as a means of knowing where to act when problems arise or to
improve care more generally, Finally, these internal programs will have to
document that their surveillance systems identify and attempt to solve im-
portant quality problems.

If internal programs cannot document their quality assurance procedures
and impact, or if the results of the external MQRO monitoring suggest that
these activities are not being done well, then the MQRO will have to be-
come more aclively involved. Such MQRO interventions might involve
abstracting process-of-care information on-site, consulting in the planning
of quality assurznce aclivities, imposing corrective actions of the sort now
available to PROs, and pursuing new intervention strategies developed dur-
ing the imple:qentation of the MPAQ.

Operational Overview of the Proposed Model

An Emphasis on Outcomes

A central theme of our recommendations and the proposed MPAQ is a
greater emphasis on the outcomes of care. Attention to outcomes offers
several advantages. It allows monitoring of the system while leaving pro-
viders able to undertake their own quality improvement efforts. It collects
systematic data that can be used to inform the field about how process
components are related to outcomes. It provides a means to look across
time and to appreciate the temporal and service linkages within episodes of
care. It emphasizes aspects of care that are most relevant to patients and to
society. ’

The MPAQ and MQROs must choose outcomes that are easily and repro-
ducibly defined, can be practically obtained, and are important 10 Medicare
beneficiaries. These outcomes should include mortality and medical com-
plications; relevant physiologic measures; functional outcomes such as pa-
tients’ mental and emotional status, physical functioning (for instance, abil-
ity to walk), and social interaction; activities of daily living; placement of
the patient at home or in a long-term-care facility; and the patients’ and
their families’ satisfaction with care.

A difficult aspect of outcome-directed quality assurance efforts will be to
adjust outcomes for the risk factors present in the population being studied
(e.g., case mix, scverity of illness, and demographic factors). The choice of
conditions to be monitored in this new. program must reflect the availability
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of information about known risk factors. Furthermore, the size of this
undertaking means that not all discharges could be monitored for outcomes.
A1 least some conditions would be studied nationally for periods of time to
acquire adequate comparative data. In other cases, local or regional topics
(perhaps based in part on variations in performance) might be used as the
basis for selecting conditions.

Adjusted, comparative information would be returned to the appropriate
previders. In addition, providers in a region can be evaluated according to
the relative outcomes of their patients. Those whose performance was
significantly poorer than the mean would be asked to examine their activi-
ties carefully—to identify the specific systems or processes of care that
contributed to these results and to make appropriate corrections. Follow-up
studies should be performed to assess the impact of these corrections. Fail-
ure to improve would result in closer monitoring and potentially more strin-
gent actions, including public disclosure of their status.

Aggregate information would be shared with provider groups to serve as
a basis for better understanding of the processes of care. This information
would form part of a national data base to be used to improve clinical
decision making.

The Importance of the Process of Care

This attention to outcomes is not intended to slight the importance of
process-of-care measurement. Process measures have strengths missing in
an outcome focus, including the lack of sensitivity of outcome measures for
detecting certain rare but catasirophic events. Process measures may nced
to be used as proxies for outcomes for patients with complex medical condi-
tions, when the many variables that influence outcomes of care cannot be
controlled. Further, the long lead time required for some adverse outcomes
is such that process surrogates are needed.

Identifying key processes of care and responding to them arc best done
by internal quality assurance programs of these institutions, organizations,
or provider groups. Related activities, such as the development of clinical
practice standards and appropriateness criteria, will be best done by na-
tional groups drawing on data generated by this quality assurance program
as well as the increased interest and research in effectiveness and outcomes
of care. The MPAQ and MQROs should encourage, stimulate, and partici-
pate in this work as much as possible.

Continuity of Quality Assessment

The emphasis on care beyond a single setting is a new direction in qual-
ity assurance. It is essential if ultimate outcomes are to be understood and
affccted. Superb inpatient care followed by poor post-hospital care, for
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instance, cannot be acceptable. Each care provider and institution is part of
a system of care. Each must recognize a responsibility to ensure that the
continuum of the process of care results in a good outcome for the patient,

Potential Problems

It is appropriate here to acknowledge real or potential drawbacks with
this model. This ambitious design will be more difficult to develop in the
ambulatory and home care setting than in the institutional one. The data
and methods to implement such a system today are inadequate or not easily
transferable from other research applications; furthermore, assessment tech-
niques to identify problems are more advanced than techniques to intervenc
successfully once problems are identified. It is this dearth of off-the-shelf
mcthods that necessitates the research agenda and the proposed 10-year
implementation strategy. Any system has the potential for “gaming” by
providers; a program as invested in promoting internal quality improvement
efforts as this one is more at risk for such gaming. There is little experi-
ence to draw on to evaluate a program as complex and ambitious as this
one, and it thercfore may run a considerable risk of sceming to be ineffec-
tive, inefficient, and wasteful of the public’s dollars. Relying on self-
review, delegated review, and self-regulation are problematic approaches,
and they deserve carcful study.

IMPLEMENTATION STRATEGY AND PHASES

Our 10-year implementation strategy is divided into three phases from
1991 to 2000. The major activities that should be undertaken are outlined
below. Activitics beginning in one phase need not end in that phase; for
instance, special studics bzgun in Phase II may well continue into Phase 111,
and certain efforts to be started in Phase I (such as public oversight or
capacity building) are cxpressly intended to continue throughout implemen-
tation and beyond.

Phase I: Years 1 and 2

" Congress or DHHS, or both, should take the basic steps to establish the
MPAQ. These include establishing the prograr and the entities in the first
five committee reccommendations 4nd providing the appropriate authoriza-
tions and appropriaiions, and beginning operations of QualPAC and the
National Council. PRO program activities, financing instruments, survey
and certification procedures for Conditions of Participation for hospitals,
and other aspects of existing programs should be reviewed and revamped as
necessary o meet MPAQ goals. MPAQ public oversight and cvaluation
activities (e.g., articulating specific goals for the MPAQ, appointing the

44-401 0 - 91 - 5
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TAP) should be begun and the first program evaluation report should be
submitted. Research and capacity building efforts should be started.

Phase II: Years 2 through 8

The middle phase of implementation entails data collection, data analy-
sis. information dissemination, and four areas of special projects. These
activities focus on the design, testing, and implementation of major compo-
nents of the MPAQ model. We assume that these activities would be started
in the second or third year of the MPAQ and generally would take any-
where from three to six years to complete. We assume further that the best
of the approaches would then be incorporated into the full MPAQ in Phase
[T, taking into explicit account the advice and consent of QualPAC, the
National Council, or both.

Data Collection

We have consistently emphasized the importance to this Medicare qual-
ity assurance program (and to the Mcdicare program more broadly) of a
greatly enhanced data base on use of services, patient outcomes, and the
process of care. To create and maintain such an information base—only the
foundations of which are in place—and to make it useful for assuring the
quality of health care for the elderly over the long run is a massive under-
taking. We expect that geuting this data collection effort underway will
take the middle part of this 10-year strategy because the development and
testing of such a system is neccssarily evolutionary and must be responsive
to environmental and technical factors.

Data Analysis Capabilities

The data analysis capabilitics that would be needed in a program with the
level of information gathering just described exceed those available in con-
temporary quality assurance programs, both public and private. Thus, HCFA
will need to begin carly in implementation to expand and improve its inter-
nal data analysis capacity and, more importantly, the data analysis capacity
of the MQROs. Specific attention should be given to strengthening several
key clements, especially analytic personnel and computer capability, and
initiating a technical assistance effort (use of outside expert consultants on
an advisory or contracting basis).

Information Dissemination

Our proposed program calls for a sophisticated approach to feeding use-
fulclinical-practice and quality-related information back to practitioners
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and provider institutions of all types. Few good models of such feedback
loops exist, so a considerable effort will be needed to design, test, and
refine such models. Also, formal, external studies of issues relating to
public release of information and data sharing might be undertaken, with a
focus on their legal, regulatory, and policy ramificaucas.

Special Projects

Distinguishing providers on the basis of quality and outcomes. If the
MQROs are to be able to respond differently to providers according to their
capacity to render superior, acceptable, or only poor care, they have to be
able to create “quality distributions” of providers, so that performance along
that distribution can be ackncwledged and acted upon. To overcome the
ecnormous conceptual, practical, and political difficulties of this, we recom-
mend studies to test different methods for creating such quality distribu-
tions for the major types of Medicare providers.

Improving the average level of performance. lmproving average per-
formance (“shifting the curve”) is, in our view, a critical aspect of the
MPAQ; so is fostering betier internal, organization-based qualitly assurance
programs. Because this is such a new area, various rescarch and demonstra-
tion studies (including current PRO pilot projects as appropriate) will be
nceded during this phase. These projects might be done through joint ef-
forts of the MQROs and individual providers, focus on geriatric-specific
quality concerns, be community-wide, and/or involve scveral providers in
cither similar or different care settings.

Incentives for good and exemplary performance. Early in Phase 11, the
MPAQ should study ways to identify and reward both good and excmplary
(or supcrior) providers. These might include lowering the amount of intru-
sive external review to which they might be subjected, publishing superior
rankings, giving special recognition for performance and innovation, selec-
live contracting, and sharing information on exemplary providers with pri-
vate third-party purchasers.

Dealing with outliers. Providers not mecting the criteria of satisfactory
performance on the quality indicators will be subjected to more intensive
recview and other quality interventions; we have noted in the report that
more innovative approaches to these quality interventions will need to be
developed. Better mechanisms also need to be devised for real-time inter-
vention in the event of catastrophic malfeasance or poor performance.
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Phase III: Years 9 and 10

Our aim is a functioning quality assurance program at the end of a 10-
year period, one that can respond creatively to changing environmental
circumstances. Some of these circumstances can be foreseen (even if their
particulars cannot be specified), such as a larger and older elderly popula-
tion and different Medicare payment systems. Others are a matter of specu-
lation, such as the strength of the nation’s economy. Most of the reforms
suggested for the first two phases of this implementation strategy are in-
tended to provide a firm foundation for this program, and we expect them 10
continue into Phase III.

Thus, in Phase III, we expect to see a shift from demonstrations to full-
scale implementation, continued improvement in quality of care and in the
conduct of quality assurance, and a major reassessment to determine if the
MPAQ is on target. The report highlights four other sets of activities in this
third phase because of their very broad and long-range public policy impli-
cations: research, capacity building (both discussed earlier), public over-
sight of the Medicare quality assurance effort, and program evaluation.

A consistent theme of the report is engagement of patients and consum-
ers in quality assurance. A corollary is that the public is entitled to know
and have some voice about public monies spent on quality assurance pro-
grams. The public also needs a way to bring quality-related problems to the
policymaker’s attention. The report suggests that efforts be coordinated
among all the Medicare commissions (especially ProPAC, PPRC, and Quat-
PAC), so as to avoid duplication of effort and forestall major policy diffi-
culties. Among the issues that might be monitored is the likelihood and
severity of quality problems confronting the MPAQ as reimbursement mecha-
nisms and Medicare benefits change over the 1990s, but other issues may
well arise.

We clearly put very strong emphasis on rigorous cvaluation (of the pro-
gram itself, not only its agents). We have suggested that HCFA devise and
test various program evaluation techniques, including ways to asscss the
cost-effectiveness of a quality assurance program. We suggest that a for-
mal, operational program evaluation effort (outside the MPAQ) be in place
by the time the MPAQ itself is fully operational.

CONCLUDING REMARKS -

This report presents a strategy for a quality review and assurance pro-
gram for Medicare.
It envisions an evolution from the prescnt Medicare PRO program but
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with several different emphases that present extraordinary challenges. It
looks more to professionalism and internal quality improvement than to
regulation and external inspection, It gives more attention to patient and
consumer concerns and decision making, and it adopts an aggressive regard
for outcomes. It seeks to generate new knowledge from clinical practice and
to return that information to providers in a timely way that improves clini-
cal decision making. It places stronger emphasis on systems of care, the
joint production of services by many different providers, and continuity and
episodes of care. Related to this, it moves more forcefully into settings not
traditionally subjected to formal quality assurance, such as physician office-
based care and home health care. It becomes far more publicly accountable
through an extensive program oversight and evaluation effort. It intends to
be responsive to a changing environment, with principles that will stand the
tests of time and change. Finally, it is grounded in a clear definition of
quality of care.

The Medicare program has a large responsibility to assure the quality of
care for the elderly population. By no means does it have the sole responsi-
bility. Patients, providers, and societal agents must work together if we are
to meet the challenges inherent in this strategy for quality review and assur-
ance.

Responses oF Paul F. GRINER To QUESTIONS SUBMITTED BY SENATOR ROCKEFELLER

Question No. 1. Could you elaborate on the concepts of the process of care and the
rieed for the continuity of quality assessment? Why did the committee feel that
these elements are so important to a quality program in Medicare?

Answer.—

PROCESS OF CARE

More than 25 years ago, Avedis Donabedian formulated three ways to approach
the assessment of quality. They included examination of the outcomes of care, which
can be understood broadly as the result of efforts to improve the health of patients
and the population served; the structure of health care organizations, which includes
their policies, procedures. staffing, equipment and other organizational determi-
nants of how care is delivered; and the process of care. Process of care refers to the
decisions and actions taken during the care of an individual patient, ranging from
preventive care to acute, chronic, and rehabilitative or supportive care.

The Institute of Medicine defined quality of care as “ . . . the degree to which
health care services [i.e., processes of care] for individuals and populations increase
the likelihuod of desired health outcomes and are consistent with current profession-
al knowledge.” This definition underscores the important link between process of
care and outcomes, and suggests that both processes and outcomes of care can give
important information about quality. Exactly how these aspects of quality might be
dealt with in real life are suggested by the following ‘“‘cases.”

A 60-year-old man suffers an acute heart attack at home. He is taken to
an emergency room within half an hour, where a diagnosis is established
using the patient’s history and classical physical findings. He is promptly
treated with a clot-dissolving agent. The process of care throughout the hos-
pitalization (both observations and treatments) was appropriate, and he is
discharged after 10 days with specific plans including cardiac rehabilitation
after convalescence. Quality assessment in this case would indicate that
both the process and short-term outcome of care were good, and a quality
assessment program might be able to use measurements of either processes
or outcomes to determine the quality of the health encounter.

A 5-year-old girl is brought to the family physician’s office with a high
fever, cough of several days’ duration, and a very “sore throat.” The nurse-
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practitioner in the office takes her history, vital signs such as temperature,
and a throat culture; based on this information, she recommends appropri-
ate symptomatic care and that the mother call the office late that after-
noon for results of a rapid strep test that will determine whether an antibi-
otic should be given. The test is positive, and the mother is notified and
given instructions. The family physician calls in a prescription to the phar-
macy. A two-day strep test that will confirm the results of the earlier test is
conducted. Quality assessment here would show that the process of care
was good. Knowing something about the outcomes of care, however, de-
pends on whether the mother calls back (or is called by the physician or
nurse-practitioner); if care has been successful, however, it is entirely possi-
ble that that fact will not be known to the clinicians. Thus, in this case,
care cannot easily be judged on the basis of outcomes, and an evaluation
must rest nearly exclusively on measures of the process of care.

The conclusion to be drawn from these definitions and examples is that measur-
ing both processes of care and outcomes is important for a comprehensive under-
standing of quality of care. In some instances, however, measuring outcomes may be
difficult; in those cases, assessing the processes of care is the pivotal evaluation
technique.

CONTINUITY OF CARE, ITS IMPORTANCE FOR MEDICARE

Continuity of care refers to patients being seen by the same health care provider
for each visit or being given consistent and coordinated medical advice by several
health care practitioners. It can also refer to the goal of a system of care that per-
mits providers in different settings to have access to medical record information
from sites of care as diverse as physicians’ offices, acute care hospitals, freestanding
laboratories, nursing homes, and homes. In this formulation, any health care provid-
er is able to use this information in his or her care of the patient for an entire epi-
sode of care, regardless of changes in the setting of care. For instance, during an
episode of illness an elderly patient may move from home to an emergency room, to
a hospital, to a nursing home for rehabilitation, and back home where he or she
may receive home care. Care for chronic illness may span many patient visits and
necessitate the coordination of many actions by heaith care providers within a com-
plex (even if single setting) system of care; thus, the quality of care cannot be ade-
quately assessed by reviewing single events or the actions of single providers. Al-
though quali‘y assessment is typically conducted by a given organization focusing
on the care within a single setting, the process and outcomes of care must be
tracked and assessed across settings and over time if a program of quality assess-
ment is to draw accurate conclusions about the care. Although this need is general-
ly true of quality assessment methods, it is particularly important in assessing and
improving the care of the Medicare beneficiary with several chronic diseases.

Question No. 2. Who should be responsible for the establishment of pra ¢ ce guide-
lines and how do we ensure their validity? How can we be sure they are updated
appropriately?

Answer—.

DEVELOPMENT OF PRACTICE GUIDELINES

In October 1990, the IOM published an initial report on clinical practice guide-
lines in response to a request from the Agency for Health Care Policy and Research
(AHCPRY); the IOM is now engaged in a second study that should be published at the
end of this year. Although the first report focused on AHCPR, it also noted that
government's role in arranging for the development of practice guidelines may in
the end be fairly modest. Indeed, the contemporaneous efforts of many different or-
ganizations in the private sector may significantly outpace what this one agency can
do. The committee did not recommend any single source of responsibility for guide-
line development.

Regardless of the specific society, government body, or other organization sponsor-
ing the development of guidelines, the IOM committee strongly recommended that
the development of guidelines should be a multidisciplinary process; that is, practice
guidelines must be developed by a process that includes participation by representa-
tives of key affected groups. participation may include serving on panels to develop
guidelines, providing evidence and viewpoints to the panels, and reviewing draft
guidelines. Such participation increases the likelihood (1} that all relevant scientific
evidence will be located and critically evaluated; (2) that practical problems with
using the guidelines will be identified and addressed; and (3) that affected groups
will see the guidelines as credible and will cooperate in implementing them. Partici-
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pation by physicians, nurses, patients, payers and others can be achieved in several
ways, inciuding membership on the development panel, testimony at public hear-
ings, participation in focus groups, consultation during site visits, and provision of
comments on draft guidelines.

Within the government, meeting the challenge of developing good practice guide-
lines cannot be solely the responsibility of the AHCPR Forum. For instance, the
AHCPR’s Medical Treatment Effectiveness program (MEDTEP) will generate infor:
mation of immediate importance for practice guidelines. Moreover, holes in data
identified during the guidelines development process should highlight areas that
AHCPR can target for research funding. Outside AHCPR, the work of other agen-
cies in the Public Health Service {PHS), most notably the randomized controlled
trials of the National Institutes of Health, will be essential to the long-term utility
of guidelines, especially insofar as those trials include broad measures of outcomes
important to patients. Outside the PHS, the agency has established some links with
the Health Care Financing Administration (HCFA), in part because of provisions of
the Omnibus Budget Reconciiiation Act of 1989 but more importantly because
HCFA'’s data on the Medicare population (and, to a lesser extent, on the Medicaid
population) should be valuable for developing, implementing, and evaluating guide-
lines. In addition, the Medicare peer review organizations may be valuable sites for
disseminating guidelines, using them as quality review criteria, and evaluating their
practical utility.

ENSURING THE VALIDITY OF PRACTICE GUIDELINES

The IOM committee placed a great deal of emphasis on the concept of validity of
guidelines, by which it meant that ‘‘practice guidelines are valid if, when followed,
they lead to the health and cost outcomes projected for them.” Further, a prospec-
tive assessment of validity will consider the projected health outcomes and costs of
alternative courses of action, the relationship between the evidence and recommen-
dations, the substance and quality of the scientific and clinical evidence cited, and
the means used to evaluate the evidence. This emphasis on validity reflects the
IOM’s concern for finding a way to judge the soundness of guidelines themselves
rather than just the acceptability of the development process. The IOM committee is
now drafting a practical instrument to assess the soundness of practice guidelines
prospectively and will deliver a provisional version to the AHCPR at the end of the
summer.

Developing practice guidelines is a challenging task that requires diverse skills
ranging from the analysis of scientific evidence to the management of group deci-
sionmaking to the presentation of complex information in understandable forms. As
is the case for the acquisition of any medical information knowledge, those who de-
velop and seek to ensure their continued accuracy as well as those who seek to im-
prove the methodologv of guideline development. implementation and evaluation,
will need firm financial support. specifically, through AHCPR extramural grant pro-
grams.

UPDATING OF GUIDELINES

Little formal attention has been given to updating guidelines. Once guidelines
have been published, it is presumably the responsibility of the developing organiza-
tion to see that they are updated and updates republished as new technologies or
literature emerge. The 10M report recommends that all guidelines have published
along with them scheduled review dates based on the authors best judgment about
the rapidity of movement in the subject and allowing for earlier review in the event
of unanticipated major changes in the field. Others have suggested publishing a
“sunset” date after which guidelines would either be updated or automatically with-
drawn. As guidelines become disseminated and adapted for various uses within or-
ganizations, however, the task of and responsibility for updating becomes corre-
spondingly complex, diffuse, and problematic. Better information and decision sup-
port systems can help but problems with updating are likely to continue, a situation
not unique to guidelines. As AHCPR generally investigates the dissemination issues
on its research agenda, some ideas for updating as well as initially disseminating
guidelines will likely emerge.

GENERAL OBSERVATIONS

The field of guidelines development is a confusing mix of high expectations, com-
peting organizations, conflicting philosophies, and ill-defined or incompatible objec-
tives. It suffers from imperfect and incomplete scientific knowledge, as well as im-
perfect and uneven means of applying that knowledge. Despite the good intentions
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of many involved parties, the enterprise lacks clearly articulated goals, coherent
structures, and credible mechanisms for evaluating, improving, and coordinating
guidelines development to meet social needs for good quality, affordable health care.

This situation will not change overnight, even though many promising activities,
including those sponsored by AHCPR, are under way. Thus, expectations of quick
results should be restrained. -

The IOM committee believes that the AHCPR's practice guidelines effort has sub-
stantial potential to advance the state of the art in this field, strengthen the knowl-
edge base for health care practice, and, hence, improve the appropriateness and ef-
fectiveness of health care. The conditions for such success are demanding but not
out of reach. In particular, expectations for the agency—and for practice guidelines
per se—must be realistic regarding timetables and results. Strict regard for the sci-
entific rigor of the process is critical, as is avoidance of premature closure on a
single method of guidelines development. Attention to implementation and evalua-
tion needs to be factored into the development process at an early stage.

In May 1990, a new IOM committee began an 18-month study of the development,
implementation, evaluation, and revision of clinical practice guidelines. Many of the
issues raised in the first report on guidelines are being examined in greater depth
during this second project, which is supported by the John A. Hartford Foundation,
Inc. and the U.S. Public Health Service. A particular focus of this study is the im-
plementation and evaluation of practice guidelines. The IOM committee is examin-
ing how guidelines are (or are not) integrated into programs of quality assurance
and improvement, health benefits design and administration, and risk management.
It is also considering other issues such as the bioethical aspects of guidelines and
the status of guidelines in determining malpractice liability.

Question No. 4. The I0M report made specific recommendations concerning public
accountability, evaluation, and oversight of the Medicare quality assurance effort.
What organizations could undertake efforts to ensure public oversight and account-
ability for these efforts and what role should Congress play in this process?

Answer. As noted in the response to question 4, we regard these issues with spe-
cial concern. The committee felt that evaluation and oversight functions are critical
to a strategy for quality assurance in Medicare, and our report had, of course, sug-
gested the creation of two new organizations (the “QualPAC” and a *'National Coun-
a:l”) as mechanisms for ensuring appropriate public oversight. If such a commission
is not feasible, however, it is still crucial that this function be performed. Other ex-
isting organizations might well be considered. For instance, on its own behalf the
U.S. Congress might give the mandate to monitor Medicare quality assurance ef-
forts (or quality of care across all segments of the population) to, an existing com-
mission such as ProPAC or PPRC. Congress might alsu consider expanding the re-
sponsibilities of some existing HCFA physician advisory panels, perhaps mandating
that representatives of clinical profess ions other than physicians be added as well
as representatives of consumers and patients. Congress might, instead, want to
direct a different part of the Department of Health and Human Services tfor in-
stance, the offices of the Assistant Secretary for Planning and Evaluation or of the
Assistant Secretary for Health) to undertake a formal evaluation of the Medicare
PRO program. with the results of that evaluation to be reported both to the Secre-
tary of HHS and the Congress.

Alternatively. the Congress might wish to direct the National Academy of Sci-
ences and the Institute of Medicine to revisit the issues (appropriately 11 updated)
originally raised in the OBRA 1986 legislation that called for the study on which we
testified at you. hearings in February.

Finally, as implied below, Congress might wish to schedule regular or periodic
“oversight” hearings specifically on issues related to the Medicare PRO program or
on broader quality of care concerns. These might be made part of, or held as ad-
juncts to, other oversight hearings on different aspects of Medicare administration.

Question No. 4. What issues raised by the report are likely to need follow-up or
could be the topic of a future hearing?

Answer. By the very nature of the IOM’s response to its congressional mandate,
we see many topics and steps warranting follow-up over the next few years. Recall-
ing some of our major conccrns with the current system, it seems reasonable to re-
visit the following specific issues. First, how well the Medicare PRO program, and
the PROs themselves, are discharging their current responsibilities and how well
they are moving in the direction of greater attention to (a) patient outcomes, (b} con-
tinuity of care and the quality of care through episodes and across settings, and (c)
adequate analysis and feedback of clinically relevant information to providers ani
practitioners. In addition. our discomfiture with the lack of public evaluation and
public accountability is undiminished. To address all these issues, we believe that
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one or more ‘‘oversight” hearings specifically on the PRO program would serve
many purposes.

Second, the groundswell of interest in continuous quality improvement and total
quality management has grown into a significant movement, both in the private
sector (in health and non-health industries) and in the Federal government. We be-
lieve it is time for a more informed examination and debate of this very appealing
approach to quality assurance because it promises to replace the punitive approach-
es to quality assurance that are currently in place with more positive approaches
that more likely would simultaneously achieve both quality of care and cost contain-
ment.

A third related arena is that of outcomes, health status, and health-related qual-
ity of life. The IOM report placed heavy emphasis on a broad definition of outcomes
and health status—stressing in particular those quality of life outcomes that matter
to patients in contrast to the clinical or biophysiologic measures that tend to matter
to clinicians. This field has become considerably more sophisticated in just the last
two or three years, and we believe a hearing on this topic (which relates as well to
effectiveness and outcomes research and to the development of practice guidelines)
would prove useful to the health subcommittee.

PREPARED STATEMENT OF SENATOR JOHN HEINZ

Mr. Chairman, there was a television commercial a few years ago that asked
“where’s the beef?”” That same question is appropriate today some 25 years after the
enactment of the Medicare program asking—‘‘where’s the quality?”’

Despite years and years of hearings, legislation, and horror stories from Medicare
recipients about HCFA's failures to ensure the quality of care, we may not be any
further ahead than we were 25 years ago. Harsh words? Yes! But true.

There are more then 34 million Medicare beneficiaries, many of whom are old
and alone. They are often a lone voice in the crowd. While their principle protector
is Congress, many of us had hoped that the Health Care Financing Administration
(HCFA) would be their advocate. It is tragic that this has been a myth.

Before us today is a bold and comprehensive plan from the Institute of Medicine
setting forth a long range strategy for enhancing quality assurance in the Medicare
program. While it is appealing to focus on the long term potential of Medicare's
quality assurance program, we must act now to address its serious shortcomings.

I am particularly concerned about a recent draft GAO study on quality assurance
in the Medicare HMO program. This investigation, done at my reguest, examines
PRO review of both the internal quality assurance programs of the risk contract
HMOs and the health care provided by these HMOs.

I was horrified by the study's preliminary findings. Less than one-quarter of
HMOs that participated in the Medicare risk contract program had their internal
-quality assurance program reviewed by a PRO. HCFA has never required a review
and there is little or no incentive for an HMO to voluntarily subject itself to a
review.

More than half of the HMOs whose quality assurance programs were reviewed did
not prove they could identify and correct quality of care problems. The draft report
suggests that many of the quality assurance programs had serious weaknesses that
were contrary to Federal regulations.

The real shocker is that when serious deficiencies in the internal quality assur-
ance program of an HMO were identified, the PRO lacked the authority to enforce
" corrective action. Although information on problem programs was provided to
HCFA by the PROs, in all but one case HCFA failed to act on PRO recommenda-
tions.

The bottom line is that HCFA spent more than $10 billion in the last three years
on the Medicare risk contract program, but they cannot tell us whether our senior
citizens received quality care.

To be fair, Gail Wilensky inherited a great 1many of these problems. She has been
working diligently to correct years of bureaucratic neglect and I look forward to
working with her to achieve the goal of quality of care for every Medicare benefici-
ary.

The Institute of Medicine’s plan offers great promise for achieving real quatlity
assurance in Medicare by the year 2000. Mr. Chairman, a decade is too long to wait!
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REespoNses BY RoBERT L. KANE T0 QUESTIONS SUBMITTED BY SENATOR ROCKEFELLER

Question No. 1. How do you translate practice and patient data into practice
guidelines?

Answer. We are presently forced to fall back on expert opinion as the basis for
generating most of what we use as practice guidelines. The type of systematic data I
am advocating, when analyzed, would provide the basis for determining what kinds
of treatments produce what kinds of results in what kinds of patients. The decision
about what to recommend would depend on the weights given to alternative out-
comes. For example, one might conclude that there was only a modest difference in
outcomes when a given type of patient was treated in two quite different ways, one
of which was much more expensive. The practice guideline might opt to favor the
less expensive treatment, or at least hold the payment equal for both.

With the rich data base possible, the current way of using practice guidelines will
change. Instead of coming up with recommendations for what should be done for
whom, the system will be able to operate in a query mode. The practitioner can
enter the patient characteristics and proposed treatment, and the machine can indi-
cate if there are more cost-effective approaches; or he can indicate a condition and
patient characteristics and the machine will provide the most cost-effective ap-
proach. Because the definition of cost-effectiveness depends on how one values vari-
ous outcomes, it will be essential to either agree in advance on those weights or to
choose a dominant outcome for the calculation.

pgéz'fstion No. 2. How do you monitor the practice guidelines after they are devel-
oped?

Answer. The system envisaged is constantly self-correcting. As new information or
more observations become available, better predictions of outcomes and correlations
with patient and treatment characteristics are possible. Rather than talking about
annual reviews of guidelines as might apply to traditional approaches to practice
Zuidelines, we are suggesting a continuous process. The answer given today might
change tomorrow if new data justified such a shift.

Question No. 3. What data do you have that relate the development of practice
guidelines to the improvement in quality?

Answer. MCCAP has not yet reached the stage where we can even point to any
changes in physician behavior, let alone claim a causal relationship. We do, howev-
er, have some anecdotal information suggesting that physicians informed about the
statewide guidelines have already become more thoughtful about what they are
doing. I am not sure that guidelines will lead to better quality. Much seems to
depend on the trust the physicians have in the guidelines. It is important to get
them to buy in by making them part of the process rather than having it thrust
upon them. We have noted for example, that the Minnesota Blue Cross introduction
of the Value Health Sciences approach to guideline use, which is based on a sophis-
ticated expert system, has engendered a great deal of discussion and controversy,
but not clear evidence of behavior change. I think the best evidence of how physi-
cians respond to data (as opposed to guidelines) comes from the Maine experience
with TURs.

Question No. 4. What are the legal implications of using practice guidelines?

Answer. T am not a lawyer but I sense that they are concerned about these guide-
lines becoming the standard against which malpractice is judged. There is a special
irony in guidelines developed by expert panels. I have always wanted to see how
well the panelisis follow the guidelines they develop. If they do not, there is a real
risk that physicians will be held accountable for unrealistic standards. Presumably
the guidelines would also be used to determine what is paid for and hence could
become the subjecy of suits by patients as well as physicians. What happens to the
patient who has a strong preference for a given outcome but the guideline is not
designed to maximize that outcome? If the procedure is excluded, he is denied access
to that care. That may become the basis for a law suit.

Question No. 5. What is the cost of your program?

Answer. We have not been in operation long enough to get a firm feeling on the
operational costs. There will undoubtedly be some economies of scale as the pro-
gram gets experience in developing the guidelines and setting up data collection.
Right now, we estimate that it will cost about $125,000 to develop the system and
collect the outcomes data and record abstracts for one condition in Minnesota. We
propose to add $50 to the cost of every admission. (This represents about 6% of the
cost of one hospitai day.) Because not every problem will be studied at any single
time, that “tax” will more than cove: the costs of data collection and analysis. It is
important to appreciate that the cost is much lower because the physicians work for
free as do the nurses who collect the data from patients in the hospital. The nurse
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collected data is invaluable in getting information otherwise not well documented in
the medical records.

Question No. 6. Will the use of practice guidelines detect over/under-utilization of
procedures?

Answer. They should detect both depending on how one defines the condition
being studied. g‘or example, if the definition of a condition is a procedure, one will
never identify those who have the indications but did not get the procedure. One
would miss cases of underservice this way. If one can identify all persons (even all
persons admitted to hospital) with a specific characteristic and follow them through
the medical record to see how many did better or worse to compare those treated
according to the guidelines and those not, one can begin to estimate whether follow-
ing the guidelines made a difference. It is easier to look for overservice, because se-
lecting by a J)rocedure will include those inappropriately (or potentially inappropri-
ately) treated. The more basic the question (i.e., the more generic the definition of a
condition), the harder it is to identify the correct population to study, because some
gf then} will not get into any formal care at all and others will not get into the

ospital.

PREPARED STATEMENT OF ROBERT MCAFEE

Mr. Chairman and Members of the Subcommittee: My name is Robert McAfee,
MD. I am a practicing general surgeon in Portland, Maine, and Vice-Chairman of
the Board of Trustees of the America Medical Association. Accompanying me are
Hilary E. Lewis, JD, and Ross N. Rubin, JD, of the AMA's Group on Legislative
Activities and John Kelly, MD, of the AMA’s Office on Quality Assurance. On
behalf of the AMA, 1 want to express our appreciation for this opportunity to
appear before the Subcommittee to provide our views on the Institute of Medicine's
(IOM) report: “Medicare: A Strategy for Quality Assurance.”

guality medical care as well as quality assurance are critical issues for physicians
and the AMA. Overall, the health care that Americans, including the elderly, re-
ceive is of unparalleled high quality. In its report, the IOM acknowledges that:

“The nation is generally perceived to have a solid, admirable base of good
qualitﬁ health care, and the elderly are usually satisfied with the quality of
care they themselves receive.”’ -

The AMA is proud of its leadership in the development and implementation of
measures and policies that are effective in helping assure and improve such quality.
As physicians, we continually strive to improve our ability to provide the highest
quality medical care for our patients. Still, improvement in the quality of medical
care is always possible, as is possible with all human endeavors. Efforts to facilitate
such improvement are welcomed and vigorously pursued by the profession.

For this reason, the AMA supported and participated in the IOM’s examination of
quality assurance under the Medicare program. (Congress mandated this study in
the “Omnibus Reconciliation Act of 1986 P.L. 99-509). For example, we shared our
quality assurance guidelines developed for medical peer review systems, and many
of these principles are incorporated in the IOM's report. With the report now com-
pleted, we are pleased to say that there are portions of the IOM’s recommendations
with which we agree wholeheartedly.

We also must report to you, however, that the AMA cannot support the overall
conclusion of the IOM study that:

“significant problems exist in quality of care and in our present approaches
as to quality assurance. They are sufficient to justify a major (emphasis
added) redirection for quality assurance in this country and, in particular, a
more comprehensive strategy for quality assurance in Medicare.”

Although quality assurance is a rapidly evolving field, such a major redirection,
which would include the creation of yet another Federal agency to oversee the qual-
ity of the Medicare program, wouldy be a wasteful use of limited government re-
sources. With the already strained Federal budget and with the new budget process,
it would be far more appropriate and cost effective for any additional resources to
be directed to providing existing Peer Review Organizations (PROs) with the re-
sources necessary to help them improve existing quality assurance programs and by
increasing support for the activities of the Agency for Health Care Policy and Re-
search (AHCPR), a recently established Federal agency that shows great promise in
identifying means to improve the quality of medicar care. (The Administration’s
budget calls for an increase of $119 million in outlays for PROs and $7 million in
additional spending for the AHCPR.)
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A central question that you must contend with in addressing the recommenda-
tions in the IOM Report is whether improved quality assurance can be achieved
through existing quality assurance systems, including PROs, or whether an entirely
new system is needed to achieve this goal. It is the AMA’s position that, given the
may resource constraints now being imposed on the nation’s health care system,
current quality assurance mechanisms have proven themselves effective enough to
strongly argue against the increased level of expenditures that would be needed to
establish a wholly new quality assurance system. PRO experience to date has dem-
onstrated that the overall quality of care provided to Medicare beneficiaries is good.
HCFA reported that the PROs found few “significant quality problems,” with only
2.32 percent of all inpatient hospital cases reviewed identified as having a quality
problem and many of these problems were minor. The fact is that Medicare benefi-
ciaries receive high quality medical care primarily due to the competence and com-
mitment of medical professionals. A variety of mechanisms already in place help to
guarantee professional competence and commitment, such as physician credential-
ing through state medical licensure and disciplinary boards, voluntary specialty cer-
tification, sound educational programs, continuing education, and independent peer
review.

This is not to say that the PRO program is not without faults and cannot be im-
proved. Operationally, the PRO program affords different procedures in different lo-
cales and does not uniformly provide adequate due process for the protection of
practitioners. We have, and we will continue to discuss issues of due process and
other operational concerns with the Health Care Financing Administration: Finally,
the AMA is concerned with the expansion of PRO review into physician office prac-
tice. The size, scope and complexity of such a massive endeavor needs to be thor-
oughly examined to determine whether such review is even feasible with the cur-
rent state of the art in review. Congress should revisit this issue when reports from
current demonstration programs are avaiiable.

IOM RECOMMENDATIONS AND AMA RESPONSE

At this point, 1 will address the ten recommendations set out in the IOM report.

Recommendation !—Congress should expand the mission of Medicare to include a
explicit responsibility for assuring the quality of care for Medicare enrollees,
where quality of care is defined as the degree to which health services for indi-
viduals and populations increase the likelihood of desired health outcomes and
are consistent with current professional knowledge ‘

An explicit, statutorily expressed commitment to quality already exists in the
Social Security Act within the legislation authorizing the PRO program. Section
1154(aX1Xb) of the Social Security Act clearly states that a purpose of the PROs is to
determine whether “‘the quality of such [medical] services meets professionally rec-
ognized standards of health care . . . ."" In addition, placing a greater emphasis on a
definition of quality that includes outcomes, and establishing the appropriate bal-
ance between quality and cost containment efforts in the Medicare program are
goals that the AMA and individual physicians support.

Recommendation 2—Congress should adopt the following three goals for the quality

assurance activities of the Medicare program:

* Continuously improve the quality of health care for Medicare enrollees,
where quality is defined as in the first recommendation;

* Strengthen the ability of health care organizations and practitioners to
assess and improve their performance; and o

* Identify system and policy barriers to achieving quality of care and generate
options to overcome such barriers,

These are excellent goals within the context of any quality assurance system. In
generally supporting these goals, we also point out that they are appropriate for use
in strengthening existing quality assurance systems.

Recommendation 3—Congress should restructure the Utilization and Quality Control
Peer Review Organization (PRO) program, rename it the Medicare Program to
Assure Quality (MPAQ), and redefine its functions.

The American Medical Association strongly disagrees with this sweeping recom-
mendation. This recommendation is based on the assumption that the current
system is not working, an assumption that we do not share and which we believe is
wrong. Nothing in the IOM report provides compelling evidence that it is necessary
to establish a totally reorganized quality assurance system.



117

This recommendation calls for a radical departure from the current PRO system,
which has been in effect for only five years. While the AMA agrees that improve-
ments in the PRO program need to be made, it is still too early to judge fully, let
alone condemn, the program’s effectiveness. The PRO program should be allowed to
mature and be administered in a stable manner. Only then should it be evaluated in
light of alternatives.

We are concerned that the proposed Medicare Program to Assure Quality (MPAQ)
suggests a return to the Professional Standards Review Organization (PSRO) pro-
gram. The PSRO program was discarded largely because it lost the focus on quality
and placed too much emphasis on cost control Moreover, if a return to the style of
the PSRO program results, evaluation of quality will be more fragmented and in-
consistent than already exists among the nation’s 53 PROs.

The report proposes that the MPAQs obtain and use data to assess practitioner or
provider performance and feed such information back to practitioners and provid-
ers. Those recommendations reflect recently established PRO activities, such as phy-
gician profiling, small area analysis, and the Uniform Clinical Data Set (UCDS). The
proposals contained in the Report with regard to data collection and analysis and
interpretation, moreover, remain largely untested. Because data collection and anal-
ysis is fraught with enormous technical complexity and expense, it would be prema-
ture to establish a new bureaucracy to collect more data when the potential benefits
of such efforts are unclear.

HCFA is finalizing the Uniform Clinical Data Set (UCDS) and has accepted the
offer of the AMA to participate in a meaningful evaluation of the UCDS compo-
nents and proposed applications prior to the full implementation of the UCDS. The
AMA is pleased to participate in this activity, as existing programs have often failed
to include adequate physician involvement during the planning and testing phases,
or to afford the necessary feedback to physicians regarding the findings and signifi-
cance of data. The Maine Medical Assessment Program provides a model for appro-
priate data collection and feedback, achieving its success with the active involve-
ment of the physician community. Only through the participation of the medical
profession will such efforts result in the compilation of meaningful information
similar to the success achieved in Maine.

Recommendation 4—Congress should establish a Quality Program Advisory Commis-
sion (QualPAC) to oversee activities of MPAQ and to report to Congress on these
activities

Establishment of QualPAC is unnecessary and redundant because both the Physi-
cian Payment Review Commission and the Prospective Payment Advisory Commis-
sion routinely address quality issues as part of their activities. In addition, Congress
has established numerous independent Commissions that also have addressed health
care quality concerns, such as the Advisory Council on Social Security and the

“Pepper Commission." ‘

_ In opposing the creation of QualPAC, we also note that OualPAC would require

considerable time and resources that, as we have already described, would be better

applied to improving existing quality assurance capabilities.

Resources necessary to fund QualPAC could be better used in support of the

AOHCZl;R which was created by Congress (Omnibus Reconciliation Act of 1989; P.L.

101-239) to:

promote improvements in clinical practice and patient outcomes through
more appropriate and effective health care services; promote improvement
in the financing, organization, and delivery of health care services; and in-
crease access to quality care.

The AHCPR funds research in numerous areas, including: efficiency, effective- -
ness, and quality of health care services; outcomes of health care services; and clini-
cal practice. The AHCPR research agenda provides a foundation to improve both
quality of care and internal and external quality assurance programs (such as the
PRO program). We believe that the AHCPR is accomplishing much of the research
agenda proposed by the IOM for QualPAC.

One method by which quality assurance and cost containment goals can best be
achieved is through the kind of research being proposed and now being undertaken
by AHCPR and the widespread dissemination of the results of such research. We
believe that the AHCPR is administering its activities well, and that a restructuring
of the Federal administrative programs or the creation of new Federal structures
certainly are premature and unnecessary at this time.
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Recommendation 5—Congress should establish within the Department of Health and
Human Services (HHS) a National Council on Medicare Quality Assurance to
assist in the implementation, operation, and evaluation of the MPAQ

The creation of still another oversight body cannot ensure that quality assurance
activities will be carried out any better than are current activities. Given the cost of
establishing such a body, the climate of limited health care resources, and the un-
sulisétéantiated need for such redundant oversight, this recommendation should be re-
jected.

Recommendation 6—Congress should direct the Secretary of HHS to report to Con-
gress, no less frequently than every two years, on the quality of care for Medicare
beneficiaries anc on the effectiveness of MPAQ in meeting the goals outlined in
Recommendation 2

The AMA agrees that it would be beneficial for the Secretary to report to Con-
gress on the existing quality of care for Medicare beneficiaries. However, the AMA
suggests that such a report should be used first in assessing the strengths and weak-
nesses of the current system, including the effectiveness of PROs in meeting their
current goals, before a restructuring of the quality assurance system is undertaken.

Only if it is determined that the goals outlined in Recommenda®ion 2 are not being

met by current quality assurance activities would it be appropriate for the Secre-

tary to recommend massive changes within the existing system.

Recommendation 7—Congress should direct the Secretary of HHS to initiate a pro-
gram to make the Medicare Conditions of Participation consistent with and sup-
portive of the overall Federal quality assurance enggrt

The AMA supports the four steps recommended to improve the Medicare Condi-
tions of Participation. We note, however, that the report focuses only on the Condi-
tions of Participation for Hospitals. Given the role of Conditions of Participation in
setting minimal standards for various types of health care providers and facilities,
we believe that such Conditions should be continually subject to review.

Recommendation 8—Co’n{es‘s' sRould direct the Secretary of HHS to support, expund,
and improve research in and the knowledge base on efficacy, effectiveness, and
outcomes of care and to support a systematic effort to develop clinical practice
guidelines and standards of care

Recommendation 9—Zongress should direct the Secretary of HHS to establish and
fund educational activities designed to enhance the nation’s capacity to improve
the quality of care it receives

Recommendation 10—Congress should authorize and appropriate such sums as are
needed to implement these recommendations )

The AMA supports the intent of each of these recommendations. (We believe that
the AHCPR will belp to accomplish many of the goals of recommendation 8.) The
AMA believes, however, that funding for research should be supported for medical
care recipients in all age groups, not just for Medicare beneficiaries. Funding should
be used to support professionally directed research efforts to improve the quality of
care throughout the spectrum of life, especially during the prenatal period and in-
fancy, given our nation’s relatively high rate of infant mortality.

QUALITY INTERVENTION

Under the Third PRO Scope of Work, all of the nation’s 53 PROs were required to
implement a Quality Intervention Plan (QIP) to identify the source of a confirmed
quality problem and to profile physicians and providers involved in confirmed qual-
ity problems. Under the QIP’s prescribed plan, each PRO is required to perform a
quality review and implement interventions when qualily concerns are identified.
Once identified and confirmed, the quality concern is assigned a weight by a PRO
physician based upon the degree of harm or potential for harm to the patient ac-
cording to a three-level severity index. Each category carries an assigned weight.
The PRO profiles the total weights accumulated for reviews completed quarterly for
each physician or provider. The total weight then determines the type of corrective
action to be implemented. The QIP also requires that interns and residents (those
individuals participating in a graduate medical education program accredited by the
Accreditation Council for Graduate Medical Education and the American Osteopath-
ic Association) be given QIP points when problems are confirmed that are attributa-
ble to them.

The IOM Report addresses the issue of quality intervention under the new struc-
ture it envisions. It recognizes the necessity of balancing the need for predictable
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and equitable intervention strategies for all providers, with an emphasis on local
decision making, flexible responses to different problems, and support for emerging
inernal quality improvement programs. The Report takes the view that explicit
bases or common factors for choosing among intervention options must be articulat-
ed, leaving individual decisions to Medicare Quality Review Organizations. This ap-
proach, as acknowledged in the Report, would be similar to the current PRO quality
intervention plan. It would give broad authority for different types of interventions,
from notification of concern about a quality problem, through mandated continuing
medical education, to intensified review, and ultimately to various legal and finan-
cial sanctions. The development of other innovative interventions is also recom-
mended. In noting that innovative options for responding to quality problems have
not been fully developed by any Federal quality assurance program, the Report sug-
gests that some demonstrations or quasi-experiments be conducted to explore the
feasibility and efrectiveness of various approaches to quality interventions.

Although the AMA believes that the concepts underlying the QIP have some
merit, the AMA has favored modification of specific elements in the QIP, such as
the number of severity levels, severity level definitions, and the application by
PROs of severity levels and specific interventions. In addition, the AMA recom-
mends that PROs should provide expanded feedback to state and local medical soci-
eties regarding the range of identified quality deficiencies in a manner that ade-
quately protects confidentiality.

With regard to assignment of QIP points to interns and residents identified as the
source of a confirmed quality problem. we find it inappropriate to have these points
allocated to residents who provide care in supervised settings. The AMA recom-
mends that (1) the attending physician of record not be assigned QIP points; (2) the
PRO notify the responsible training program and resident regarding the quality
problem; (3) the residents participating in an accredited training program not be as-
signed any QIP points for activities within their training program; (4) the resident
and program director receive notification from the PRO which serves to initiate a
specific corrective action plan by the residency program director; and (5) that such
corrective notifications by PROs to residents be used only within the training pro-
grams and remain confidential from all other parties.

Finally, the AMA urges the establishment of adequate due process protections for
physicians and providers who are designated through the Problem Identification
Process. The levels of appeal currently in place with respect to PRO utilization
review under the Medicare program provide a model for appropriate notice, recon-
sideration, clarification, hearing and review.

AMA QUALITY INITIATIVES

The AMA and medicine have taken a lead role in the development of practice
parameters, consistent with the IOM recommendation supporting the development
of clinical practice guidelines and standards of care. Today, over thirty physician
organizations are developing practice parameters. In addition to the rapidly expand-
ing activities of the national medical specialty societies and others, the AHCPR is
charged with the development of practice guidelines.

The AMA’s primary objective for practice parameters is to ensure that they are
properly developed and implemented so that patients receive only appropriate, effec-
tive, and necessary medical care. To accomplish this goal, the AMA’s efforts are
being directed primarily toward working cooperatively with other physician organi-
zations te facilitate their efforts to develop practice parameters.

Appropriately developed practice parameters can increase the appropriateness of
clinical care. For example, guidelines on cardiac pacemakers, produced by the
American College of Cardiology and the American Heart Association, have reduced
uncertainty surrounding the appropriate use of cardiac pacemakers and have re-
duced the use of cardiac pacemakers by approximately 25% in the Medicare popula-
tion between 1984 and 1988. In addition, the American Society of Anesthesiology de-
velo standards on intra-operative monitoring which have reduced hypoxic injury
in Massachusetts from an average of six injuries a year to an average of one injury
per year. These examples indicate that practice parameters can be very effective in
improving the quality of medical care.

The most significant recent activity in encouraging the development of practice
garameters is the establishment of the AMA/Specialty Society Practice Parameters

artnership and Practice Parameters Forum, which provide an open and participa-
tory process for representation of all of organized medicine.

In addition to the activities of the Practice Paramegers Partnership and Forum,
the AMA has produced various products to encourage and facilitate further develop-
ment of practice parameters by physician organizations. The AMA has published a
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Directory of Practice Parameters developed by national medical specialty societies
and others. The Directory contains bibliographic information on over 1100 practice
parameters. The AMA also published Attributes to Guide the Development of Prac-
tice Parameters. These documents have been well-received by the medical profession
as useful products to assist them in their development of practice parameters. The
AMA also publishes, on a quarterly basis, Practice Parameters Update, which lists
practice parameters under development and recently completed practice param-
eters.

CONCLUSION

While the AMA supports a significant number of the recommendations contained
in the IOM report, we do not believe that the report adequately documents a need
to restructure the entire quality assurance system to improve quality as opposed to
implementation of incremental changes in the existing quality assurance system.
There is little evidence and no guarantee that a new quality assurance program
under Medicare will be less problematic or “adequately’” funded from the start, es-
pecially in the current economic climate in which programs that we know improve
the delivery of quality health care are competing for limited Federal funds.

Although Americans, including the elderly, generally receive high quality medical
care, we must continue to expand our efforts to improve the quality of medical care.
Improved systems of quality assurance are an important part of this effort. Howev-
er, strategies to improve quality assurance must acknowledge the complexities in-
herent in patient care, including the enormous variability among patients, patient
clinical status, and patient preferences. )

Physicians have long played an active role in efforts to improve the quality of
medical care. Future efforts to improve quality assurance must involve physicians
and physician organizations in every aspect of the planning and implementation of
quality assurance systems. There is no denying that data analysis and outcomes as-
sessment are important. But data will never substitute for clinical judgment or med-
ical peer review. The AMA stands ready to participate in all efforts to identify
mecheanisms to improve quality of care.

Finally, we believe that many of the recommendations of the IOM study are al-
ready being addressed through the efforts of individual physicians, hospitals, the
AMA and other physician organizations, the Agency for Health Care Policy and Re-
search, and others. The American Medical Association recommends that the views
outlined herein be incorporated in the upcoming Fourth Scope of Work.

REsPONSES OF DR. MCAFFEE TO QUESTIONS SUBMITTED BY SENATOR ROCKEFELLER

Question No. 1. What aspects of the PRO program need to be revised to allow us
to concentrate on quality review as well as utilization review?

Answer. Efforts to obtain and use data tc assess practitioner and provider per-
formance, with the active involvement of the medical profession, can aid in quality
review. Better use of data should be a goal of the PRO program. Existing programs
have, heretofore, failed to afford the necessary feedback to physicians regarding the
findings and significance of data. As the Maine Medical Assessment Program has
demonstrated, the participation of the physician coramunity will result in the com-
pilation and dissemination of meaningful information that may be used to identify
and correct existing problems.

The American Medical Review Research Center project, addressing small area
analysis of variation in utilization and outcomes of hospital care across geographic
areas, is another activity which the AMA supports. The pilot programs engaged in
by 12 PROs to review, interpret and provide information to physicians on identified
practice patterns will serve to enhance the educational role of the PROs. In addi-
tion, we commend HCFA for its focus in the Fourth Draft Scope of Work on gec-
graphic analysis of variation in use and outcome which will provide better aggre-
gate information on which to base review decisions. The AMA also has been pleased
to accept the invitation to participate with the Health Care Financing Administra-
tion (HCFA) in evaluating the components and proposed application of the Uniform
Clinical Data Set (UCDS) prior to its full implementation. The UCDS will allow a
consistent set of rules and criteria for reviewing medical records.

The AMA is concerned, however, about review activities that have proven to be
ineffective, such as preprocedure review. We strongly support the elimination of 100
percent PRO vreprocedure/preadmission review of ten surgical procedures as pro-
posed in the Fourth Draft Scope of Work. We further recommend that provisions in
the Federal law which authorize such preprocedure review be repealed.
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The AMA also recommends modifications to the Quality Intervention Plan (QIP),
so that the program may be implemented to achieve educational rather than puni-
tive goals. Under the current model, each PRO is required to perform a quality
review and implement interventions when quality concerns are identified and con-
firmed. Each confirmed quality problem is assigned a weight based upon the degree
of harm or potential for harm to the patient according to a three-level severity
index. The AMA believes that the creation of five levels of severity, rather than the
current three levels, will provide greater flexibility in reflecting interventions that
are 120re appropriate and fair to physicians and their patients.

The AMA has strongly opposed elements of the proposed ‘‘quality denial” regula-
tions which would permit the denial of Medicare payment for services that do not
meet professionally recognized standards of care. We have called for the establish-
ment of adequate due process safeguards to ensure that quality denials, when made,
are warranted. We also oppose notification to beneficiaries of PRO determinations
of payment denial based on failure to meet professionally recognized standards of
care prior to any reconsideration of the determination which might be requested by
the physician. The AMA has additionally urged HCFA to establish an expedited re-
consideration process for quality denials. Until the cited practitioner has obtained a
timely PRO reconsideration of the determination and exhausted rights to provide
additional information and judicial review of an adverse reconsideration decision, a
beneficiary should not be notified of a quality denial.

Question No. 2. Do you think that physicians feel that our current PRO program
is concerned at all about quality or do they feel it is entirely budget driven as a cost
containment device?

Answer. In November 1989, the AMA conducted a survey of physicians’ opinions
on Peer Review Organizations. The sample revealed that 60 percent of the physi-
cians polled were of the opinion that their local PRO emphasizes cost containment,
10 percent stated that it emphasizes quality, and 30 percent said that the emphasis
is balanced between cost containment and quality. These results would indicate that
a majority of physicians regard PROs as placing an emphasis on cost containment,
rather than quality.

We think the program needs to change this perception, and we laud ongoing ef-
forts. The AMA commends HCFA for a number of proposed changes in the review
program which will highlight quality issues. We have, however, raised several con-
cerns regarding a number of aspects of quality review as proposed in the Draft
Fourth Scope ci Work. In order for the- PRO activity to act as an educational mecha- ~
nism, enhanced efforts focusing on quality must become paramount.

Question No. J. Can you enlighten me further on where we stand with the devel-
opment and implementation of practice guidelines?

Answer. Establishment of processes for the development, dissemination and imple-
mentation of practice parameters is well under way. The first step toward advanc-
ing these goals was the establishment of the American Medical Association/Special-
ty Society Practice Parameters Partnership and Practice Parametcrs Forum. The
Practice Parameters Partnership, comprised of the fourteen largest medical special-
ty societies and the AMA, establishes a cooperative activity for the purpose of guid-
ing and coordinating the activities of the medical profession in praccice parameters
activities. The Practice Parameters Forum, with active participation of over 65 med-
ical specialty and state medical societies, provides the broad base of scientific and
clinical expertise necessary for the development, dissemination, and implementation
of practice parameters.

As part of its initial activities, the AMA, in conjunction with the Practice Param-
eters Partnership and Practice Parameters Forum, developed Attributes to Guide
the Development of Practice Parameters. The Attributes describe the components of
scientiﬁca{l) sound, clinically reievant practice parameters that are applicable in
the day-to-day practice of medicine. To facilitate relevant physician organization
review and comment on practice parameters during their development, the AMA
compiles and distributes “Practice Parameters Update,” a quarterly publication
that identifies: practice parameters recently completed by physician organizations;
plans of physician organizations to develop practice parameters; and recently re-
scinded practice parameters. The most recent issue of the “Update” identified 200
prﬁctice parameters currently under development by physician organizations and
others.

To further enhance dissemination and implementation of practice parameters, the
AMA compiles and publishes the Directory of Practice Parameters. The Directory is a
bibliography, organized by subject matter, sponsoring organization, and publishing
source, of over 1100 medical practice parameters developed by physicians organiza-
tions and others.
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As the efforts of the AMA and other physician organizations to develop and dis-
seminate practice parameters progress, practice parameters will provide an impor-
tant foundation for the review criteria and clinical algorithms used by PROs.

Question No. 4. In what way is organized medicine willing to hely us control the
concerns about over/under utilization of services?

Answer. The AMA and medicine have taken a leading role in the development of
practice parameters, as indicated in the response to Question No. 3. The primary
objective of this activity is to ensure that clinical practice parameters are properly
developed and implemented so that patients receive only appropriate, effective and
necessary medical care. Over 30 physician organizations are developing practice pa-
rameters designed to increase the appropriateness of clinical care. For example,
guidelines on cardiac pacemakers, produced by the American College of Cardiology
and the American Heart Association, have reduced uncertainty surrounding the ap-
propriate use of cardiac pacemakers and have reduced the use of cardiac pacemak-
ers by approximately 25 percent in the Medicare population between 1984 and 1988.

The AMA supports HCFA'’s efforts to make the PRO program’s assessment of
quality more systematic and consistent. We encourage PROs to provide pattern
analysis feedback in aggregate form to the physician community for educational
purposes at the national, state and local level so that appropriate educaticnal pro-
grams can be created.

Additionally, the AMA is working with HCFA to develop guidelines that will
ensure that the content of medical records will provide the most accurate documen-
tation by incorporating improved methods of recording patient information. This ap-
groach will ensure that payment decisions are based upon sound medical record

ata.

Question No. 5. How can we adapt the process of quality review to the post-hospi-
tal, ambulatory setting without increasing the *‘hassles” to physicians?

Answer. The AMA opposes mandatory PRO review of ambulatory care. However,
the AMA believes that if PROs undertake review of physician office care, it should
be targeted and cost-effective rather than all inclusive in nature. The AMA has pro-
posed several ways to focus ambulatory review. First, Medicare carriers could moni-
tor claims of ambulatory services to target for PRO review physicians for whom the
fretgxsency or type of claims deviate significantly from those of their peers. Second,
PROs could review the office care of patients who have required hospitalization be-
cause of suspected improper ambulatory care. Third, PROs could review office
records of physicians whose care of their hospitziized patients has been formally
judged to be deficient. Last, PROs could review office records of physicians who have
been identified as providing care of substandard quality, e.g., those who have been
the subject of formal disciplinary action by a state medical licensure or disciplinary
hoerd, or by a hospital review committee.

If any system of physician office review is implemented, the AMA strongly be-
lieves that it must be done in a form that: (1) results in minimal intrusion in the
care process and the physician-patient relationship; (2) avoids markedly increased
administrative burdens and costs to physicians; (3) avoids inappropriate disclosure of
confidential medical information; and (4) emphasizes education rather than punitive
interventions. It has been documented that to be successful, results of focused
review need to be followed by effective, $noughtful and strongly supported interven-
tions to reduce unnecessary use and enhance quality. If am%ulatory review efforts
are funded by Congress, the AMA urges that such funding be allocated for non-puni-
tive educational interventions which address quality and utilization concerns.

Question No. 6. What alternatives are there to extending the quality review proc-
ess to the ambulatory setting that still allow us the opportunity to enact a program
that will improve quality and efficiency in this setting?

Answer. As indicated in the response to Question 4, the AMA supports efforts to
provide pattern analysis feedback in aggregate form to physicians in order to create
educational programs at the national, state and local levels. The involvement of
practicing physicians in all aspects of data evaluation is critical in order to ensure
the reliability and credibility of data collection efforts. The type of information that
can be gleaned from this approach will be far more effective than efforts targeted
toward physician office review. Those demonstration projects which are being con-
ducted currently in physicians’ offices will require careful analysis before any con-
sideration can be given to the expansion of physician office review.

The AMA also is active in another private sector quality review process, as a
parent organization of the Joint Commission on the Accreditation of Health Care
Organizations. The Joint Commission has launched an Agenda for Change with the
goal to restructure its survey and accreditation procedures. The AMA has also been
involved in the Joiut Commission’s continuous quality assurance program to assure
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that quality of care is received by patients in accredited institutions. Qur involve-
ment in this private, voluntary activity reflects physician commitment to seeing
-that the needs of our patients are met.

PREPARED STATEMENT OF SENATOR DAvID PrYOR

Good morning. Chairman Rockefeller, I would like to commend you for holding
this very inrportant hearing on the issue of quality assurance in the Medicare pro-
gram, and on the Institute of Medicine's report: Medicare: A Strategy for Quality
Assurance.

There is no question that we have a long way to go to ensure that we have quality
care across the board for Medicare beneficiaries. As Chairman of the Special Com-
mittee on Aging, I continue to receive alarming reports of poor care, inappropriate
and premature discharges from hospitals, and other quality complaints.

The Institute of Medicine is to be commended for a thorough evaluation of the
adequacy of our current methods for measuring, reviewing, and assuring quality of
care. I look forward to working with this Committee to review the recommendations
of &he Institute of Medicine report. It is a valuable document and deserves close
study.

Medicare’s Peer Review Organizations (PROs) review the services provided under
the Medicare program. Since their creation in 1982, the role and responsibilities of
PROs have expanded from a primary focus on inpatient hospital services to services
provided in other settings. I believe that the time is ripe for the Congress to review
the past performance of the PROs as well as their future role.

With my Aging Committee and Finance colleagues, I intend to work to study the
role that PROs can and should play in monitoring care in the Nation’s hospitals and
doctors’ offices, as well as in nursing holes and other long-term care settings.

I am pleased to join you, Chairman Rockefeller, in this important effort. I look
forward to hearing the testimony of all of our witnesses today.

PREPARED STATEMENT OF GAIL WILENSKY

Mr. Chairman and Members of the Subcommittee: I am pleased to be here today
to comment on the Institute of Medicine's report on assuring quality in the Medi-
care program.

Tremendous improvement has been made in recent years in the area of health
care quality assurance. HCFA has been at the forefront—initiating and supporting
many projects to enhance health care quality. As a result, we are poised to chart a
new direction in monitoring and improving quality within the Medicare program.

Peer review organizations (PRQs) are Medicare's principal vehicle for monitoring
the quality of health services provided to beneficiaries. To meet the changing needs
of our health care system, we plan to transform the PRO review process as we know
it today. Qver time, case-by-case review of medical records will be replaced by a
process that looks at the use and outcomes of various types of care. The PROs will
disseminate the utilization and outcomes information to the medical community as
part of their feedback and education efforts. Froviders could then use the informa-
titqn to modify practice behavior and to improve internal quality assurance oper-
ations.

The Institute of Medicine (IOM) report, “A Strategy for Quality Assurance in
Medicare,” affirms that we are headed in the right direction. The IOM recommends
that the PROs stop performing medical record review in favor of an approach that
includes monitoring and analyzing the health status, utilization patterns, and out-
comes of care for the Medicare population. These recommendations are entirely con-
sistent with our efforts to move the PRO program beyond detection of inappropriate
care to a comprehensive system of quality assurance. We have made considerable
progress in developing the framework and scientific tools which are needed to insti-
tute these changes.

BACKGROUND

Our current efforts continue the evolution of quality assurance activities under
the Medicare program. Initially, the utilization review committees of individual hos-
pitals were responsible for guality concerns. In 1972, Congress created the Profes-
sional Standards Review Organization (PSRO) program to add a level of peer over-
sight to the process.
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The PSRO program was phased-out in the early 1980s and replaced by the Utiliza-
tion and Quality Control Peer Review Organization (PRO) program. PROs are
charged with ensuring that services delivered to Medicare beneficiaries are neces-
sary, appropriate, and meet standards of quality. When Congress enacted the PRO
legislation, Medicare’s hospital reimbursement mechanism was changing to prospec-
tive, diagnosis-related payment. As a result, the PROs’ early efforts were aimed at
detecting inappropriate utilization of services and premature discharge.

The PPO review process continued to evolve throughout the 1980s. PROs lessened
their initial emphasis on inappropriate utilization and started to pay more attention
to quality issues. For example, in 1984, PROs began to focus review on identified
pro%lem areas rather than broadly reviewing the generel use of services. In 1986,
generic quality screens were instituted to identify cases that were potential quality
problems. Generic screens look at cases involving the medical instability of patients
gt di}:;charge, unscheduled returns to surgery, trauma suffered in the hospital, and

eaths.

Congress intended that the PRO program use local review by peers. It was noted
that local physician Practice patterns, the availability of resources, topography, and
social norms resulted in geographic variation in the provision of health care. Today,
wide variations in practice patterns are bein% questioned PROs need to be better
equipped to identify inappropriate patterns of utilization and outcomes, and to be
better able to help correct inappropriate behavior and improve medical practice by
sharing such information with the medical community.

We have invested a great deal of time and energy into pursuing a long term strat-
egy for the PRO program. HCFA has undertaken several major activities that will
provide a framework for changing to a more progressive approach of quality review.

EFFORTS TO IMPROVE MEDICARE QUALITY REVIEW

For this new approach to be successful, the PROs will rely upon new, comprehen-
sive data bases and sophisticated data analysis. The PROs will use the results of
their analysis to support their provider communication and education efforts. We
Sre encouraged by our progress and would like to share with you our activities to

ate.

Uniform Clinical Data Set.—An important part of our effort to transform the
peer review process is the development of the Uniform Clinical Data Set. The UCDS
was designed by a task force, which included representatives from the American
Medical Association and the American Hospital Association. UCDS is a state-of-the-
art computer system which will permit us to gather, develop, and analyze extensive
clinical data.

Currently, the initial screening of medical records is done manually by nurse re-
viewers and may vary from PRO to PRO. In the near future, PROs will use the
UCDS to abstract detailed clinical data—up to 1600 relevant data elements—from
medical records under review. The UCDS would then subject the abstracted clinical
data to com%uterized quality screens in order to identify cases needing further
review by a PRO physician. The UCDS will standardize the initial review process
and provide PRO physicians with more organized information on which to base
their decisions.

In 1989-90, the UCDS was field tested in 9 PROs. Based on this experience, sever-
al modificationis wefe made to reduce the abstractingtime and to improve the
screens which prompt further medical review. Currently, the UCDS is being phased
in at 7 PROs, and we expect that the system will undergo further development
before it is implemented in additional PROs. We anticipate that all the PROs will
be conducting review using the UCDS by October 1993.

In addition to screening for % ality problems, the UCDS data base will also serve
other functions. Linking UCDS-to currently available Medicare claims data will
allow PROs to evaluate patterns of care and patterns of outcomes, adjusted for the
condition of patients. This large data base will also provide an abundance of infor-
mation to researchers and the medical community on the effectiveness of various
treatment modalities and surgical procedures.

Medical Epidemiologic Software and Hardware Tools.—A major part of our tran-
sition to an outcomes-oriented apﬁroach to quality review is the development of ex-
tensive computer capacity to do the necessary analysis. PROs will need the capabil-
Lty to analyze existing Medicare claims data as well as the emerging clinical data

ase.
We have entered into contracts with the Wisconsin PRO and its subcontractor,
the Medical College of Wisconsin, and the New Hampshire PRO and its subcontrac-
tor, the Dartmouth School of Medicine, to develop and test standardized computer
hardware and software. In addition, we are exploring the feasibility of estsolishing,



125

in certain areas of the country, lead PROs to become what in effect will be regional
analysis and training centers.

Analysis of Geographic Variation.—In 1987, we started a project to familiarize the
PRO community with a new method of quality review using geographic variation
analysis. Twelve PROs participated in the project which involved computer analysis
of hospital utilization data by geographic areas in their individual State. This geo-
graphic variation analysis permits PROs to detect variations in patient outcomes by
procedure and diagnosis, with an eye toward identifying ‘“‘potential” quality prob-
lems.

The project also was intended to acquaint the PROs with the use of geographic
variation analysis as a feedback mechanism to educate the medical community. The
PROs gained experience in using the results of geographic variation analysis to
inform hospitals and physicians of how their utilization and outcomes differed from
the norm in order to modify practice patterns.

We are also using geographic variation analysis with other health data to identify
quality problems. For example, we have begun analyzing mortality rates, readmis-
sion rates, duration of hospitalization, and hospital expenditure data for 38 condi-
tions and procedures. This information will be analyzed by hospital market areas,
metropolitan statistical areas, counties, and entire States and provided to the PROs
to be used in conjunction with their current review efforts. It is our hope that the
PROs will have the capability to conduct this type of analysis for themselves in the
rear future.

These projects are the cornerstone of our transition to an improved PRO program.
The formation of an extensive clinical data base, the linking of Medicare claims
data, and the development of epidemiological hardware and software are essential
to a comprehensive, systematic approach to quality review.

There are other benefits in transforming the current PRO review process. A
standardized review process improves the reliability of measuring and comparing
}I:R(i) g)erformance. and the effect PRO review has on the delivery of high quality

ealth care.

OTHER QUALITY EFFORTS

I would like to briefly touch upon a few of our more recent quality activities.

Quality Review in Noninstitutional Settings.—We are also in the process of de-
signing quality assessment tools to be used in physician offices. Currently, we do not
review the quality of care Medicare beneficiaries receive over time or in noninstitu-
tional settings such as physician offices.

Seven PROs are involved in an extensive project, which began in 1989, to charac-
terize patient risk factors, therapeutic interventions, and the effect of the care on
the patient's health in noninstitutional settings. Thirteen medical conditions are
under study. This project will be completed in late 1991.

In another project, we contracted with 3 PROs last September to develop an ap-
proach to review quality of care in physicians’ offices using available Medicare
claims information. The project also will develop methods to review the adequacy of
medical records documentation and to conduct broad-based assessment of clinical
performance for common conditions, tests, and treatments. This project will be com-
pleted in three years.

Coordination with AHCPR.—We are also coordinating several activities with the
Agency for Health Care Policy and Research (AHCPR). AHCPR is responsible for
outcomes research, technology assessment, and development of practice guidelines.
We are vrorking with AHCPR to determine how PROs could assist in the dissemina-
tion and evaluation of practice guidelines. However, practice guidelines are only ef-
fective if they are broagly applicable to and used, as with outcomes research, by the
medical community to educate and improve practice behavior.

Because HCFA has extensive Medicare data bases, we have also entered into an
agreement with AHCPR researchers to transfer special data tapes for use in their
outcomes research. We are working with AHCPR to furthcr investigate building
and maintaining data for use by the Department and the public.

Managed Care.—PROs are also responsible for monitoring quality in HMOs that
contract with the Medicare program. HCFA is developing a new protocol for PRO
review of HMO services. The current process of using Medicare hospital claims, or
‘‘no-pay’’ bills, does not produce the information needed to evaluate individual
HM(gs or the HMO Srogram.

The proposed PRO review of HMOs will replace ‘“‘no-pay” bills as the data source
with an improved sample methodology based on enrollees who have used HMO serv-
ices. The new review process will allow the PROs and individual HMOs to target
problem areas and to emphasize problem resolution. This approach will maintain a
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quality standard for HMOs consistent with the standard applied by PROs to other
institutions.

IOM REPORT ON MEDICARE QUALITY ASSURANCE

The direction of the IOM report parallels what we have been working on for the
last four years. We agree with the IOM that the current PRO review process needs
to focus medical review on the effectiveness of care, and that additional quality and
outcomes research is needed.

We question two of IOM recommendations. The IOM recommends that, in order
to improve oversight of Medicare quality review, several new advisory councils
should be created. We work with researchers, academicians, and medical interest
groups as needed because we recognize the need for scientific and technical guid-
ance in the development of our programs. Additional administrative layers would
needlessly complicate and disrupt the progress we have nmade to date. I believe that
additional oversight would hamper our efforts to remain on the cutting edge of
health care quality assurance.

The IOM recommends doubling the current funding to at least $600 million per
year. We do not expect that our continued efforts will need major budgetary in-
creases. We believe that it is both unrealistic to expect additional funding in light of
current financial constraints, and unnecessary given the progress we have already
made under current funding levels.

CONCLUSION

Mr. Chairman, we are challenged with assuring the quality of health care services
delivered to Medicare beneficiaries. The IOM report affirms my belief that we are
on the right track in our efforts to improve the PRO program.

Achieving an effective, comprehensive quality review system within Medicare
may have implications for our nation’s health care system as a whole. Improving
and bhuilding upon existing structures will avoid needless disruption in the progress
we have already made in the area of health care quality. I believe that the speed
with which we can make some of these changes will only increase as we move for-
ward with implementation.

We believe HCFA and the Department have demonstrated that assuring quality
care to Medicare beneficiaries is one of our highest priorities. 1 look forward to
working with Congress, interested health care organizations, and the PROs to fur-
ther improve the quality of health care for our nation’s elderly and disabled.

Thank you. I will be happy to answer any questions you may have.

RrspoNSES OF GAlL R. WILENSKY TO QUESTIONS SUBMITTED BY SENATOR ROCKEFELLER

Question No. 1. Can you specifically address the 10M definition of quality and
how you see the PRO providing that degree of quality review now and in the future?

Answer. The Institute of Medicine defined quality of care as “'the degree to which
health services for individuals and populations increase the likelihood of desired
health outcomes and are consistent with current professional knowledge.” The IOM
includes very specifically within its definition of quality the importance of outcomes.
Most quality review today, including PRO review, focuses on structure and process.

The Health Care Financing Administration is engaged in developing a systematic
approach of quality assessment to address deficiencies in the current process, which
is not uniform or consistent. The new process will give the PROs the capacity to
analyze all care, not just a sample of cases, in ways which focus on the outcomes of
care. The objective is to enable the PROs to characterize patterns of use and pat-
terns of outcome in their jurisdictions and to draw inferences about the perform-
ance of providers of medical services.

The analytic techniques under development will assess the risk of particular out-
comes for patients with various clinical conditions and the extent to which those
outcomes are different from the national experience for similar patients. Outcomes
will be anaiyzed using survival models whicﬁeassess long term and short term out-
comes as well as the extent to which the risks of those outcomes change over time.
_A variety of outcomes will be analyzed including, mortality, morbidity, readmission
to the hospital, length of stay, use of nonhospital ambulatory services, disability and
expenditures. Other outcome measures can and will be developed over time; howev-
er, for the initial work these measures were chosen because they are readily avail-
able from existing Medicare data files.

Such a system will allow us to measure the impact of treatment options on the
health outcomes of patients and to determine which treatment interventions
produce appropriate outcomes, or conversely which services provided to Medicare
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beneficiaries are appropriate—as judged by the outcomes produced. Without a sys-
tematic approach to analysis, the judgment about appropriateness of services—be
they hospital admission, or particular surgery, or various medical services—can not
be made reliably.

Question No. 2. Do you think that the Medicare program should become responsi-
ble for guaranteeing quality in the Medicare program as defined by the IOM?

Answer. Assuring the quality of care for Medicare beneficiaries is one of the
Health Care Financing Administration’s main responsibilities. We are confident
that the direction we have chosen for the PRO program will ultimately result in a
quality assurance program based on health outcomes and current professional
knowledge regarding treatment modalities and technology.

Question No. 3. What can we do to more meaningfully promote quality and effi-
ciency among health care providers in a positive manner?

Answer. For the short term, we plan to supply PROs with data about outcomes of
care in their State. The PROs will share the data reflecting geographic variations
with the physicians and providers in the community. We believe that this sharing of
information about practice patterns and outcomes, as opposed to information about
individual occurrences of poor quality, in a cooperative manner will lead to promo-
tion of better quality health care.

In addition, we are working out an agreement with the Agency for Health Care
Policy and Research to involve the PROs in the development of review criteria
b on clinical practice guidelines and the dissemination of both guidelines and
review criteria to the health care community. These practice guideline, and the cri-
teria developed as a result, will do much to improve the quality of care.

Question No. 4. What elements of the current utilization review mechanism
shouldobe kept and which should be modified to achieve the goals outlined in the
report’

Answer. We are in the process of developing the PRO fourth scope of work which
will go hand-in-hand with our efforts to redirect the PRO program. As part of the
fourth scope of work, we plan to implement the Uniform Clinical Data Set (UCDS).
This “expert system’' is a data collection and case review system for capturing inpa-
tient hospital clinical data. The objective of the UCDS is to systematize the first
‘ljeve_lblof the peer review process, and make it more consistent, objective, and repro-

ucible. .

Implementing UCDS as part of the fourth scope of work will move us to a more
outcomes-oriented review as recommended by 10M. Redirecting the PROs to look at
patterns of care and outcomes will allow them to use the information to improve
the average level of performance of providers, another recommendation of IOM.
Therefore, the current method for informing providers of their performance will be
modified so that it is less adversarial and more cooperative.

In terms of modifying specific review categories, we are reviewing the third scope
of work to determine what changes should be made to eliminate those categories
which have not been productive. For example, the Office of the Inspector General
has recommended that preadmission review be eliminated as not productive and we
are considering this recommendation. There are also other, more minor, review cat-
egories that have not been effective as we would have liked and so we are also con-
sidering eliminating them.

Question No. 5. The IOM states the need for monitoring the continuum of quality
of care, including post-hospitalizations. Where do you stand with the pilot projects
you instituted to monitor tﬁis phase of the health care system?

Answer. We strongly agree with the IOM that it is essential to redirect PRO
review to look at the continuum of care, rather than individual episodes of treat-
ment. This will be accomplished through requirements in the fourth scope of work
as well as through pilot projects. For example, in the new scope of work, the PROs
will be reviewing a beneficiary-specific rantfom sample of cases, instead of a provid-
er-specific sample. This will enable the PRO to track beneficiaries over time and
arrive at valid conclusions about the health care they receive. All of the care those
beneficiaries receive, except for care rendered in physician offices, is subject to
review.

Similarly, the first group of PROs will begin using the UCDS beginning April 1,
1992. The UCDS will enable us to match clinical data with data from other Medi-
care files, thereby enabling the PRO to perform detailed longitudinal analysis. This
will, over time, lead the PRO program toward a broader based epidemiologic analy-
sis of health outcomes as envisioned by the IOM.

Our pilot ﬁrograms clearly are designed to provide data necessary to study pa-
tients over the continuum of care. We have two projects well underway which we
expect will give us the necessary information to review patient care provided in
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physician offices and other ambulatory settings. In both cases, PROs have joined
with academic medical experts to develop this information, and in both cases the
approach is educational rather than regulatory.

“The Wisconsin Peer Review Organization has a two-year contract to review care
in ambulatory settings, which will be completed in September 1992. Data will be
abstracted from patient records on 13 medical conditions that are commonly found
in the Medicare population. Evaluation of risk-adjusted outcomes for these condi-
tions will provide clues as to which patterns of interventions are likely to affect pa-
tient outcomes significantly.

The Delmarva Foundation for Medical Care (the Maryland PRO) was awarded a
three-year project on December 1, 1990 to do claims profiling and medical record
review in physician offices. Primary care physicians will be compared to their peers
on the adequacy of record documentation and performance of routine clinical func-
tions such as testing, prescribing and monitoring drugs, procedures and diagnoses.
We believe that the results we obtain from these two projects will enable us to im-
plement an effective system of ambulatory care review.

We have recently funded a pilot project with the Massachusetts PRO and 3 lead-
ing clinics (Cleveland, Lahey, and Ochsner) that will conclude in March 1992. The
purpose of the project is determine whether specific interventions can be identified
that maximize the quality of outcomes for beneficiaries with diabetes and hyperten-
sion. The emphasis in the project is evaluating the continuum of care, including am-
bulatory care and related inpatient admissions, in the clinics.

In addition to these projects, we have pilots that will enable the PROs to obtain
the hardware and software necessary to conduct epidemiological analysis. In No-
vember 1990, we began a three-year project with the New Hampshire Foundation
for Medical Care. That PRO is working with the Dartmouth Medical School in de-
signing a “Biostatistical/Epidemiologic Workstation” which will help the PROs per-
form longitudinal outcome studies. In addition, the Arizona and Connecticut PROs
are working with the Medical College of Wiscensin to design and test a hardware
and software system that could enable PROs to perform longitudinal analysis more
effectively.

We will continue o encourage the PROs to submit innovative proposals for pilot
projects in this area.

Question No. 6. Has there ever been a formal review of the PRO program to
evaluate its effect on either utilization and/or quality of care in the Medicare pro-
gram? Do you think that such a review would be worthwhile?

Answer. HCFA formally evaluates the accuracy of PRO reviewer determinations
through the Peer Review Organization Monitoring Protocol and Tracking System
tPROMPTS). PROMPTS, is used to evaluate ongoing contractual performance.

HCFA further validates PRO reviewer determinations by means of a contract
with the “SuperPRO,” an organization of health care professionals whose responsi-
bility is to review the accuracy of PRO determinations and provide HCFA with an
independent, professionally recognized evaluation of PRO medical determinations.

In addition, there have been several ad hoc evaluetions. performed by the Office
of Inspector General, the General Accounting Office, and others. However, there has
never been a systematic, thorough evaluation of the impact of the PRO program on
the utilization and quality of care or on the health s'atus of the Medicare popula-
tion. Such an evaluation is the only way to assess the true impact of the program.
The changes that we are making to the program at this time will enable us to assess
the impact of PRO review on the outcomes of care received by the Medicare popula-
tion.

Question No. 7. What are your plans for the next scop2 of work of the PRO?

Answer. We are in the process of developing the fourth scope of work. We are per-
forming a zero-based analysis of the various review categories of the third PRO
scope of work to determine whether or not they are productive in finding quality
problems. Review areas may be retained, modified, deleted, or added. For example,
areas which have not produced satisfying results, such as review of some specific
DRGs, could be dropped‘.)

The UCDS and requirements to engage in analysis of geographic variations in
[lz_atterns of use and outcome will be implemented during the fourth scope of work.

he implementation of these tools will move the PRO program into the arena of
analyzing outcomes of care on a longitudinal basis.

Question No. 8. Do you think that ProPAC and PPRC could be of assistance to you
in developin%‘ a quality of care evaluation and research program for Medicare?

Answer. The Prospective Payment Assessment Commission considers issues relat-
ed to maintaining quality of care as a significant part of its mission. ProPAC exam-
ines the effect of the prospective payment system on quality and access. Therefore,
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ProPAC already plays a important role in helping identify issues related to pay-
ment that may affect quality within the Medicare program.

The Physician Payment Review Commission has not focused on a quality objec-
tive. However, due to the Omnibus Budget Reconciliation Act of 1990, the PPRC has
been given the role of investigating issues related to utilization review and quality
of care, including the effectiveness of peer review procedures and other quality as-
surance programs applicable to physicians. PPRC’s new responsibility for making
recommendations to Congress regarding quality issues will give us additional insight
into ways to improve quality programs in Medicare in the future.

Question No. 9. What role do think AHCPR can or should play in developing and
monitoring a strategy for improving quality in the Medicare program?

Answer. The Agency on Health Care Policy and Research is responsible for out-
comes and medical effectiveness research, technology assessment, and development
of practice guidelines. We are working with them to determine how the information
on appropriate medical practice reflected in the clinical guidelines can be incorpo-
rated into PRO review. We have also entered into an agreement with AHCPR re-
searchers to transfer Medicare data tapes for use in their outcomes research. Their
work in practice guidelines and outcomes research is essential in the development of
a quality program which mirrors what was recommended by IOM.

PrREPARED STATEMENT OF G. RODNEY WOLFORD

INTRODUCTION b

Mr. Chairman, | am G. Rodney Wolford, President of the Alliant Health System
in Louisville, Kentucky. I am pleased to be here today on behalf of the American
Hospital Association and its nearly 5,500 member hospitals to lend our support to
the recommendations in the report entitled Medicare: A Strategy for Quality Assur-
ance, prepared by the Institute of Medicine's Committee to Design a Strategy for
Quality Review and Assurance in Medicare (the IOM Committee).

This is an important and timely study. Quality management has moved to the
center of healthcare concerns for both the purchaser and provider. New resources
are becoming available to hospitals and more are needed to allow them to analyze
their own performance, compare their performance to other hospitals, and improve
their management of quality. The Committee report is an excellent survey of these
exciting changes and fashions a stimulating vision for the future efforts of the Fed-
eral Government to support provider efforts to enhance the quality of health care
offered to Medicare beneficiaries.

Medicare has traditionally approached quality assessment through structural and
procedural standards—two of the three classic components (structure, process, and
outcome) of traditional quality assessment. The Conditions of Participation, which
prescribe the organization of institutional resources, are meant to provide insight
into the facility's potential to furnish good quality care. The Peer Review Organiza-
tion (PRO) program, using detailed review of individual medical records by trained
reviewers, assesses the appropriateness of care. Missing has been an analysis of the
processes and variations in treatment along with the actual outcomes of care. The
centerpiece of the IOM Committee’s report is the incorporation of process and out-
comes studies into Medicare's quality assurance program so that the three compo-
nents of quality are integrated.

By placing effectiveness at the core of Medicare's assessment activity, this new
strategy would allow Medicare to develop coverage policies that reflect what is
known about effectiveness and appropriateness. The generation of a body of reliable
clinical information that describes institutional performance would enable Medicare
to initiate competitive reforms that would make the system more efficient.

The Committee’s recommendations sketch a long-term vision of the development
of a Medicare quality assurance program. We endorse this vision. The 10-year imple-
mentation proposed by the Committee will be required along with a solid commit-
ment of resources. Adequate resources for research and demonstration projects are
essential for the construction of this new process. The difficulty of developing and
perfecting the techniques of outcomes analysis, and of buiiding the necessary exper-
tise throughout the health care system, at hospitals and among PROs, to analyze
and use the data, should not be underestimated.

We believe the IOM’s recommendations could be positive but may be more elusive
than the Committee seems to expect. In the following statement we would like to:

* discuss some implications of the more far-reaching recommendations;
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 describe a few private sector activities that are moving the hospital community
in a similar direction;

¢ discuss briefly some HCFA initiatives that appear to be working toward the
goals outlined in the IOM study, but note a few of their limitations; and

* note some general concerns about expectations for what outcomes research can
do at the present time.

We close by highlighting some of the short-term strategies recommended by the
IOM that we believe would be productive for Congress at this time.

10M RECOMMENDATIONS

A New Mission for Medicare

The most far-reaching of the Committee’s recommendations is its first: to broaden
Medicare’s quality assurance mission. The Committee proposes that the goal of the
Medicare program be to ‘‘assure the quality of care for Medicare enrollees.”

This is a major departure from the traditional role laid out in the Medicare stat-
ute. Medicare was conceived as an insurance program, not a health program. Pro-
viders are not compelled to participate, but do so under an agreement as willing,
independent, autonomous ‘“‘contractors.” The health and safety standards in the
Medicare ‘‘Conditions of Participation” are contractual obligations. They are de-
signed to avoid payment for substandard services but keep a respectful distance
from the private practice of medicine and the independent management of private
organizations.

The PRO program reflects the economic model that has driven Medicare’s ap-
proach to quality review. PROs make a medical judgment about whether a specific
statutory coverage criterion has been met—whether individual cases are medically
reasonable or necessary and therefore warrant payment by Medicare.

The IOM Committee’s proposal would change the relationship Medicare and pro-
viders. It would change the expectations Medicare has for providers and would
change public expectations for the Medicare program.

The IOM Committee expects Medicare to take an active role in directing and
molding the evolution of medical practice, but not by interfering in clinical decision-
making. The Committee intends Medicare to analyze and evaluate the overall
impact of Medicare services but leaves to providers and practitioners the responsi-
bility for assuring that quality care is provided to individual patients. This is fitting.
Medicare would monitor, evaluate, and provide information to providers about the
overall effect of their performance on patient outcomes.

The Committee chose its words carefully in defining quality as ‘“the degree to
which health services for individuals and populations increase the likelihood of de-
sired health outcomes and are consistent with current professional knowledge.” It
proposes to look at the quality of “health services” rather than provider services; to
evaluate -the overall impact of these services on the Medicare population rather
than rely on the microanalysis of individual cases as is currently done by PROs; and
to judge medical decisions on the basis of their “likelihood” or probability of im-
proved outcomes.

Because the IOM Committee’s strategy is patient-centered rather than provider-
centered, it would require Medicare togf>ollow beneficiaries through the continuum
of care and would not allow the current fragmentation of Medicare’s quality assur-
ance activities according to arbitrary provider classifications.

While the Committee appears to call for a shift from utilization review to quality
assurance, quality assurance is defined to include the notion of clinical appropriate-
ness. Utilization review would still be performed, but it would rely on standards of
clinical appropriateness and would consider the underuse of services as well as over-
use. Thus access would become an explicit component of Medicare quality assess-
ment.

We support the definition of quality proposed by the IOM Committee but would
emphasize one point. The Committee deliberately declined to consider resources as a
factor in the definition of quality, arguing that Medicare should not feel constrained
to work within existing resources because added resources may be called for to im-
prove the overall ability of the Medicare program to meet the health care needs of
its enrollees.

We agree that resources should not be part of the quality definition but wish to
emphasize resources as an important dimension of quality. Although many quality
issues are not related to resources, a deficiency in resources to acquire the necessary
services can create a quality problem for the beneficiary. This is precisely why we
believe resources should become an explicit dimension of the definition of quality—
not to accept those constraints, but to understand their effect. Resources must be
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considered in the evaluation of clinical decisions because resources can constrain pa-
tient care decisions and the future creation of knowledge.

Making Efficient Use of Institutional Quality Assurance

The American Hospital Association has long advocated an approach to external
monitoring that builds on, rather than substitutes for, the hospital’s internal quality
assurance mechanisms. The IOM Committee’s proposal would implement such a
system, monitoring differently at the system level than at the institutional level.
This stands in marked contrast to the system that exists today.

PROs review the medical appropriateness of individual cases in the same way hos-
--pital medical staffs review their own cases in their utilization and quality review
committees. Consequently, Medicare duplicates the physician’s decisionmaking proc-
ess (with the advantage of hindsight) and questions the management of individual
patients rather. than assessing the overall performance of the institution with re-
spect to its patient population. This is the source of understandable resentment
among clinicians.

By contrast, the IOM Committee’s strategy would use the positive overall per-
formance of providers as the foundation for external monitoring. It would respect
the capability of the institution to control the process of care internally, however
the thrust of the proposal would encourage hospitals to intensify their efforts to
identify and improve their processes of care. The strategy calls for epidemiologic
monitoring of provider performance through the analysis of outcomes data. The
result of these analyses would be shared with providers, leaving to them the respon-
sibility for reviewing it and taking appropriate corrective action. The external
review organization’s role would be to assess the ahility of the institution. to manage
quality effectively and to intervene only when the institution appears unwilling or
unable to do so.

This model would substitute an educational model of continuous quality improve-
ment for the conventional attempt to “inspect’” quality into the system by isolating
and eliminating the individual provider or practitioner who performs badly. It will
be asked whether this approach can be reconciled with the current regulatory mind-
set that measures its effectiveness in sanctions and penalties. Clearly we need a
process for identifying the egregious violation and eliminating those providers and
practitioners who are a danger to their patients or are unwilling or unable to better
themselves. But building a quality assurance system solely on inspection and en-
forcement is likely to be less effective than a model based on the open sharing of
information and consensus development about the best approaches to improving the
process of care.

Administrative Oversight of HHS .

The Committee recommends that Congress create two new entities to supervise,
coordinate, and support Medicare's quality review and assurance activities at the
national level. Analogous to the Physician Payment Review Commission and the
Prospective Payment Assessment Commission, the proposed Quality Program Advi-
sory Commission would report to Congress on Medicare's quality assurance activi-
ties. To assist in the implementation and evaluation of the new quality review pro-
gram, the Committee also suggests the creation of a Rational Council on Medicare
Quality Assurance within the Department of Health and Human Services.

While we are concerned about the many administrative layers proposed by the
IOM Committee to support, oversee, and evaluate Medicare's quality assurance ac-
tivities, we do believe there is merit to the creation of an external body accountable
to Congress through which the issues of access, affordability, and effectiveness
would be publicly confronted and debated. Such a Commission would provide infor-
mation about the impact of cost-containment measures on the ability of providers to
furnish high-quality care and could provide guidance io Medicare as it seeks to
make its coverage rules more cost-effective.

PRIVATE SECTOR INITIATIVES

A great deal is being done in the private sector to develop the techniques and re-
sources that are necessary to make the IOM Committee's strategy possible. The hos-
pital community is eagerly embracing new techniques for quality management de-
rived from industrial models of quality assurance. These methods of ‘‘continuous
quality improvement” place quality enhancement at the top of the organization’s
management priorities and use statistical profiles and analysis of variance to identi-
fy areas where quality review activities can most profitably be focused.

My organization, Alliant Health System, has successfully implemented such a
system. We have seen it work. Our medical staff has developed consensus on 140
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clinical protocols to define the process of care and guide physician decisionmaking.
We have reduced variations in clinical practice among our- medical staff and in
doing so have improved the quality of care. At the same time, we have reduced
length of stay and charges per case. Group action and knowledge sharing produce
better care, less expensively, than our old inspection model ever did.

At the same time, several national programs are developing the techniques of out-
comes analysis. For the past two years the Quality Measurement and Management
Project (QMMP) of the AHA's Hospital Research and Educational Trust has demon-
strated the commitment of the hospital community to exploring new ways to ad-
dress practical issues of quality management. Sponsored by a coalition of multiho-
spital systems representing nearly 2,000 hospitals, QMMP has been developing tools
to help hospitals monitor and measure quality. QMMP member hospitals have re-
ceived a model for “integirated quality assurance;” a management model for “contin-
uous quality improvement;”’ and risk-adjusted comparative outcomes reports for
acute myocardial infarction (heart attack) and transurethral resection of the pros-
tate, along with a videotape and case studies to help them learn how to use the
data.

This idea is already taking hold in the private sector. The Joint Commission’s
“Agenda for Change' will restructure its survey process using a similar feedback
model. Institutions will be provided with information about clinical outcomes to
raise their awareness of where their problems might lie and will then be judged on
their ability to resolve identified problems.

In a similar vein, the Joint Commission’s Agenda for Change would shift its focus
from assessing the institution’s potential to assessing its actual performance on the
basis of selected outcome measures. The Agenda for Change calls for develcpment of
clinical indicators, data base development, development of mechanisms for data
feedback to providers, and new standards and survey processes that focus on overall
effectiveness of the institution’s quality management.

Also encouraging hospital use of outcomes is the Maryland Hospital Association’s
clinical indicator project, which now has enlisted over 400 hospital subscribers in
several states as well as some hospital systems. MHA collects information on such
indicators as infections, mortality, and readmissions and reports back to hospitals
their own and average rates for hospitals of similar size and type.

These projects are at the forefront of the movement to integrate outcomes into
hospital quality assurance programs, but they are in their infancy. These pro{ects
are demonstrating how difficult it is to determine what sort of information will be
most useful to institutions in managing the quality of the services they provide. Al-
though enormous progress is being made, the time line for the process of developing
the techniques, testing them, and evaluating their effectiveness is likely to be long.

HCFA INITIATIVES

HCFA has undertaken several activities that appear consistent with the epidemio-
logic approach to quality monitoring outlined by the IOM Committee, including the
annual analysis of patterns of mortality and the ambitious Uniform Clinical Data
Set (UCDS), which will automate case selection and standardize current methods of
peer review, and will generate a sizable clinical data base for outcomes research.

For the past five years, Medicare has used its administrative data base to analyze
hospital mortality rates. Mortality is easy to measure and certainly an important
outcome, but even this is difficult to analyze and interpret. Although everyone
would agree that death is an important outcome to measure, no one really knows
how good a marker it is for institutional quality, nor how much it helps to identify
problems that could not be identified otherwise using standard case review tech-
niques.

Si‘he UCDS is two projects in one: a software program-for compiling clinical infor-
mation that can be used to adjust outcome measures for differences in patient sever-
ity and a computer algorithm for standardizing the medical record review currently
conducted by PROs. PROs will abstract medical records to collect clinical informa-
tion and then use the algorithm to screen those data and select cases for review.
There are problems with it, however, that are well known to HCFA. It requires ab-
straction of enormous amounts of clinical information on each case (about 1,600
data elements), yet uses only about one-third of them in its algorithm for case selec-
tion. The clinical information collected would also be used to form a data base for
large scale data analysis, but no one knows which of these clinical details will prove
useful in adjustment of outcomes for patient condition. Meanwhile, the clinical logic
of the algorithm, which has not been updated since 1988, is inefficient in its selec-
tion of cases for intensive review by physicians, so HCFA has wisely chosen in its
initial implementation to allow nurses to override these decisions. To our knowl-
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edge, no formal evaluation of earlier test phases of the UCDS has ever been com-
pleted or made available to the larger community of clinicians and providers.

The Health Care Financing Administration deserves credit for its pioneering
work, but these tools are largely untested and by no means ready for widespread
implementation. Although HCFA'’s plan appears to move in the general direction of
the recommendations made by the IOM Committee, it is by no means a complete
realization of the Committee’s vision of a comprehensive, integrated quality assur-
ance program, and its deficiencies reveal the difficulty of developing and testing
these tools and updating them to keep them current.

REALISTIC EXPECTATIONS FOR OUTCOMES RESEARCH

Health services researchers huve made enormous progress identifying appropriate
statistical techniques for analyzing clinical data, developing ways to adjust for pa-
tient risk, and identifying appropriate outcome measures. But major obstacles
remain. First, we have to be able to obtain valid measures of health status for anal-
ysis. While everyone agrees that this must be done, we have few incentives and
little practical knowledge and experience utilizing outcomes research to improve in-
stitutional quality. Researchers have a good theoretical idea of how to go about it
and have made a great deal of progress developing instruments for health status
measurement, but no data set or data vehicle exists for collection of sensitive meas-
ures of health status. Second, we have to know how to resolve the attribution prob-
lem facing all outcomes analysis: to what extent are institutional differences in cut-
come the result of the clinical care provided, and to what extent are they the result
of differences in how ill the patients are. Researchers are still seeking to understand
what clinical information would be most useful to describe the patient’s condition in
order to isolate these effects. It is expensive and time-consuming to collect it. Which
of these clinical data are most relevant and necessary, and which of the available
repertoire of statistical techniques is most appropriate? What is the relationship be-
tween outcomes and the process of care? These questions remain to be resolved.
Outcomes research is not the magic bullet that resolves all quality assurance con-
cerns.

From data collection, to analytic techniques, to selection of outcomes, we have not
reached a level of sophistication sufficient to implement a system such as the IOM
proposes. The IOM Committee, recognizing the deficiencies in the current state of
the art, proposes a 10-year plan to realize its vision. We would encourage Congress
to provide funding for research and demonstrations to develop these techniques and
to build adequate data sets.

Outcomes analysis will make no difference without better-articulated and shared
standards of care and more consensus about patient care management. Without
such standards, it is as difficult for the institutions as it is for external reviewers to
conduct a meaningful, objective review. As the IOM Committee acknowledges, out-
comes research can help identify areas of potential concern, but it cannot identify
what the problem is or how to resolve it. The challenge that lies ahead is training
our providers on identifying and improving their clinical processes to improve the
outcome. Peer review, although helpful, is not the entire solution. Many times those
areas with the greatest amount of unexplained variation are those with the least
consensus about standards and protocols of appropriateness and therefore are the
weakest grounds for PROs or anyone else to question the judgment of the treating
physician. Without well-articulated standards of medical practice, there can be no
standards of medical review. The development of practice guidelines is difficult, la-
borious, and expensive, but it is ultimately the key to meaningful change.

In the long term, we expect outcomes and effectiveness research to contribute to
development of appropriateness standards, and we would expect the Federal govern-
ment to take an active role in supporting effectiveness research. However, as a prac-
tical matter, practice guidelines must be developed through a process of consensus
development, by clinicians in their relevant specialty areas.

SHORT-TERM STRATEGIES

If the IOM Committee’s vision seems remote at this time, it will never be realized
unless we begin to build toward it. The IOM Committee suggests several short-term
strategies that the American Hospital Association supports.

1. Use Incentives to Improve Quality. Medicare’s current quality assessment pro-
gram makes no attempt to reward or create positive incentives for good perform-
ance. The IOM Committee recommended several incentives that should be explored,
including reduced levels of intrusive review, special recognition for superior results,
or selective contracting.
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2. Develop the Capacity for Data Analysis Among Hospitals and PROs. The IOM
Committee recommendations call for a sophisticated approach to feeding useful clin-
ical detail and quality-related information to practitioners and providers and relying
on the ability of the providers and practitioners to make productive use of it. We
believe such a mechanism will work, but at the present time there are few success-
ful models of such systems, and neither hospitals nor PROs have the analytic capr.-
bilities necessary to deal effectively with clinical outcomes data. We are working on
building that capacity now. The American Hospital Association is cosponsoring a
program for hospitals and PROs developed by the American Medical Review Re-
search Center designed to heighten the level of awareness of statistical approaches
to quality assurance and new methods of outcomes measurement. But this is only
the beginning. We are especially concerned about the implementation of this model
in small or rural hospitals, where staff frequently perform more than a single task,
and where the likelihood of acquiring a staff person devoted entirely to aata analy-
sis is remote. Their special problems will need to be addressed.

3. Fund Demonstrations and Program Evaluations. Much of what the IOM Com-
mittee proposes is uncharted territory. We need to experiment, and we need to
evaluate projects systematically to find out what works. In particular we would urge
support for demonstration projects with PROs and providers to test the data feed-
back model and to enable hospitals to develop their analytic capabilities. With the
current severe constraints on hospital finances, we carnot afford the expense of im-
p}tgmenting untested approaches that later fail to provide the desired information or
effect.

- CONCLUSION

The American Hospital Association appreciates this opportunity to present its
views on the Institute of Medicine’s report and looks forward to working with this
committee to fashion a progressive, efficient, and effective quality assurance pro-
gram for Medicare.

RespoNsks oF G. RobNEY WOLFORD TO QUESTIONS SUBMITTED BY SENATOR
ROCKEFFLLER

ng’stion No. 1. Who helps to establish the practice guidelines used in your pro-
gram’

Answer. Information for the practice guidelines come from a variety of sources.
First, various physician specialties are working to establish national guidelines. As
critical paths are written, this information is often incorporated into the path.

We have found that our staff nurses, through observation of physicians, can do
the initial development of the critical paths. They are familiar with various practice
patterns and can organize the data for presentation and final review.

The physicians most involved in a particular diagnosis are asked as a group to
the(r; levalgate and establish the steps and processes in the critical paths (practice
guidelines).

F}i]nally, ongoing collection of data is used to continuously improve the critical
path.

Question No. 2. What positive incentives can be instituted to reward providers for
good performance?

Answer. Public recognition through measuring clinical quality and costs, and pub-
lishing those results, should have a positive impact upon providers. A second ap-
proach would be financial rewards. Perhaps providers who produce better outcomes
should be paid more.

Incentives are a natural outcome when the provider stands at financial risk under
various citation models.

Question No. J. How can we integrate the concept of resource consideration into a
quality model without the process becoming Just a utilization review program?

Answer. Until the healtlg care system becomes more integrated with the provid-
ers, and collectively focused on the overall outcome, this question is very difficult.
Utilization review is an inspection model and the quality model infers continuous
improvement. The payment system will drive the use of these models.

3uestion No. 4. Good data is key to having a quality assurance , rogram. The med-
ical record has been often criticized as not being particularly accurate. (A) How can
we work with hospitals and physicians to improve medical records and; (B) What
other sources can used to gather good data that can be used for a quality and
utilization review program?

Answer. (A) The medicel record itself is a great opporturi‘y for quality improve-
ment. However, our information indicates that most information required to meas-
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ure quality is in the medical record and is accurate. The problem is capturing the
information on a real time basis, and having the information available in databases
that can be used effectively for improvement processes.

Technological improvements such as bedside terminals, electronic medical
records, and systems which help physicians in diagnoses and treatment will eventu-
ally help improve tle medical record. Consistent state laws permitting electronic
medical records should be pursued to allow this technology to develop.

Answer. (B) We are not aware of any other significant sources of data beyond the
medical records that can help with quality and utilization review. However, the
missing component is the aggregation of an individual’s medical history. The medi-
cal record tends to be on an episodic basis for services provided by one provider. A
full evaluation of the quality would require an aggregation of all records for a pa-
tient.
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