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KIDNEY DIALYSIS PATIENTS: A POPULATION
AT UNDUE RISK?

MONDAY, JUNE 26, 2000

U.S. SENATE,
SPECIAL COMMITTEE ON AGING,
Washington, DC.
The committee met, pursuant to notice, at 1:32 p.m., in room
628, Dirksen Senate Office Building, Hon. Chuck Grassley, (Chair-
man of the Committee) presiding.
Present: Senators Grassley, Breaux, and Wyden.

OPENING STATEMENT OF SENATOR CHARLES E. GRASSLEY,
CHAIRMAN

The CHAIRMAN. I want to begin by thanking Senator Breaux and
other members who will be along for taking time out of their busy
schedule to attend a very important hearing. In addition, we have
had a lot of witnesses, both within government and outside of gov-
ernment, that have taken time out of their busy schedule to be
with us to -study this issue, to give us their analysis of the situa-
tion, both from the standpoint of a consumer, as well as those who
have studied what the problems are and what some of the solutions
to the problems are. Their testimony will greatly assist the commit-
tee in doing our. best to address the quality of care that kidney dial-
ysis patients receive.

And for those of you who came just to listen, we thank you for
your interest in this. Our committee usually ends up with a full
committee room of people and those of you who maybe are not in
here yet, we apologize for the room not being larger.

This hearing focuses on the quality of care of close to 300,000 pa-
tients on kidney dialysis throughout the country. In spite of the ex-
cellent care many dialysis facilities provide, the committee’s inves-
tigation has found evidence of poor treatment, as well. Shoddy
‘treatment of people with kidney problems under any condition is

. inhumane. Bleeding to death is never acceptable, like John Floyd
Martin of Florida, who was left to bleed to death when a technician
went to take a phone call and failed to properly connect him to the
dialysis machine.

It is important that taxpayers receive the quality of care that
ought to be given in exchange for their dollars. But most important
is the quality and safety of patient care and the quality of the pa-
tient’s life.

Now, we have a chart here that I would like to refer to. Chart
A is here and it shows that 300,000 or more end stage renal dis-
ease patients represent .8 percent of the Medicare population but

(1) :
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account for 5.2 percent of the total Medicare outlays. That adds up
to about $12.8 billion annually.

The largest portion of dialysis patients are those who are 65 and
up. Of particular concern to this committee is the fact that this
population continues to increase at the rate of 7 to 8 percent per
year. This is largely due to the growth in the elderly American pop-
ulation. While it is gratifying that more and more people are living
longer, there are increasing concerns about the ability to serve this
growing dialysis population and serve it well.

Although each kidney dialysis patient is extremely vulnerable, I
am particularly concerned about the elderly, who are, of course, the
focus of our committee, the Committee on Aging. They are the most
vulnerable and least able to recover financially or emotionally or
medically if they do not receive the best quality of care that medi-
cal science has to offer.

Our first witness, Dr. Bays, will describe the differences in his
quality of life on dialysis depending upon the care that he receives.
With less dialysis, Dr. Bays was sick every day, had no quality of
life, and was resigned to dying within 3 years. Now, by nocturnal
home dialysis, he has regained his life and expects to live a full
and complete life.

The next witness, Mr. Smith, will describe his experiences with
dialysis and transplants over a 23-year period of time. He will de-
scribe the marked decline in the skill of dialysis staff and how this
almost cost him his life. The committee staff have interviewed nu-
merous other dialysis patients with similar stories but too many to
come in here and speak to us in person.

At this point let me say how much I appreciate the willingness
of Dr. Bays and Mr. Smith to testify. They must dialyze to live.
That fact alone has discouraged many patients interviewed by this
committee from coming forward today to publicly testify.

So I understand the courage that it takes for them to be here
today. Therefore I want to make it clear that retaliation against
congressional witnesses is a crime. I intend to use all tools avail-
able to me to ensure that there is no retaliation against either of
these witnesses for their testimony today.

Today this hearing will examine several issues related to quality
of care for kidney dialysis patients. First we will examine the role
of the Health Care Financing Administration and the 18 network
organizations and how well each carries out their responsibilities
to oversee the kidney dialysis program.

As of 1999, the Health Care Financing Administration surveyed
only 12 percent of existing dialysis facilities. This, of course, is a
dramatic drop from 1993, when more than half of the facilities
were surveyed. It is extremely important that the delivery of care
is reviewed periodically to ensure that patients receive the best
possible care.

Next we are going to review several quality issues, including ade-
quacy of dialysis, reuse of dialyzers, and training of technicians.
Other than some voluntary guidelines that exist, there is a distinct
lack of rules addressing these issues and other dialysis issues. The
committee recognizes that medical science and research are at the
heart of many of these issues. However, one purpose of this over-
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sight hearing is to determine the extent of the medical research
and the consensus within the medical community on these issues.

Also, the purpose of this committee’s investigation is to encour-
age a consensus on dialysis issues. Much research has been con-
ducted over the years with little resolution. It may be time to en-
sure that the proper research is conducted that will expedite reso-
lution of these important health care issues.

Adequacy of dialysis refers to the amount of time that patients
spend in dialysis. This is a period in which the patient’s blood is
circulated out of the body through the dialyzer for cleansing and
returned to the body free of toxins. Many patients have raised con-
cerns that they are subjected to kind of a Jiffy Lube approach
where they are rushed through that process. In other words, some
patients believe that longer dialysis can produce increased quality
of life and longer life. It has been suggested that some facilities are
driven by the profit motive and little concern about patients’
health. It is suggested that these facilities schedule as many pa-
tients as possible to collect Medicare payments.

Let me hasten to add at this point that I recognize that there are
many excellent providers of dialysis in this country. I have an Iowa
constituent who has told me of the wonderful care that he has re-
ceived at a facility in Iowa. However, this committee has reviewed
numerous studies worldwide about the adequacy of dialysis. Al-
though there are many studies that address this issue, there is no
clear definitive work. Moreover, there are no clear standards en-
forced by the Health Care Financing Administration or the Net-
works. These are serious matters that must be addressed.

Another important issue is reuse of dialyzers. The United States
is the only industrialized Nation that reuses dialyzers to a large ex-
tent. One report shows that approximately 85 percent of all dialysis
facilities reuse dialyzers. A dialyzer, which acts as a patient’s arti-
ficial kidney, is a critical part of the dialysis process. To the extent
that the dialyzer is unsafe in any way, patients are at risk. Again
there is no clear definitive consensus on this issue in the United
S'fi;altes and we encourage that consensus be made as soon as pos-
sible.

In addition, much evidence exists about the decline in skilled
- staff who work with kidney dialysis patients every day. Approxi-
mately 20 years ago registered nurses were the primary caregiver
in dialysis clinics. Today most of the staff are made up of lesser
skilled technicians. As a result, it is imperative that adequate
training is provided to these technicians for dealing directly with
patients’ lives.

Once again there is no established requirement nationwide with
regard to the level and content of the training of dialysis staff. Pa-
tients like Professor Robert Sollod, Professor of Psychology at
Cleveland State University, who is a dialysis patient, have had to
resort to putting up signs just to get a minimum of safety. And we
have a copy of Dr. Sollod’s sign over here that he keeps in his dial-
ysis station just to remind staff to wash their hands. It says, with
a picture of the hands, “Please be sure that your hands are clean,
that you have new gloves before working on me or with tubes con-
taining my blood. Thanks for your consideration.” Now in sum-
mary, there is a lack of oversight of the dialysis industry. This, cou-
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pled with serious quality issues that remain unresolved in the
Unlj(ted States, leaves a vulnerable kidney dialysis population at
risk.

It is with these thoughts in mind that the committee convenes
this hearing. My hope is that these hearings will be constructive
and I look forward to hearing the testimony of today’s witnesses to
address these issues.

Now we have an opportunity to hear an opening statement from
my friend and colleague and faithful cooperator in the work of this
committee, Senator Breaux.

STATEMENT OF SENATOR JOHN BREAUX

Senator BREAUX. Thank you very much, Mr. Chairman, and
thank you once again for putting together a panel of witnesses
which I expect fully to be very informative and hopefully help us
find some solutions to the problems of inadequate inspection of the
dialysis facilities around the country.

We have over 304,000, I think at last count, people in this coun-
* try who participate in the end stage renal dialysis program that
Medicare pays for. My own State of Louisiana has the highest per-
centage of people who are facing this illness of any state, second
only to the District of Columbia, in the entire country. It is inter-
esting that while the number of patients reflects less than one per-
cent of the total Medicare patients, it does account for over 5 per-
cent of the total outlays or money being spent to provide this very
important service. It is almost a $13 billion annual cost for the end
stage renal dialysis program.

That is a very large amount of money and I think our job here
in the Congress is to make sure that we are doing everything to
see that the quality of service that that $13 billion is paying for
is world class and I think that it is.

Are there problems? Of course. Can it be improved? Yes. And the
purpose for us being here today is to look at ways in which we can
make it work better than it has been in the past.

I do want to say I think, and others will agree, that it does pro-.
vide a service that is incredibly important and that by and large,
when people have this type of treatment presented to them, they
can know that it is being done properly.

I think that it is interesting that HCFA, which it does on so
many occasions, basically contracts out with the States to do the
inspection. And I know that there are some States—my own is one
of them-—that has been particularly strapped financially and it is

a question of whether the States have the capacity to perform the
inspections and whether this is not something that HCFA should
.be doing themselves. So I think the witnesses will be able to help
us find answers to some of these questions.

I want to make part of the record, Mr. Chairman, a well thought
out letter that we received from Racineas Medical Care comment-
ing on the hearings today and the recommendations that they have
made, which they would like to have made part of the record. I
think they are the nation’s largest provider, support provider for
these facilities and I think the comments that they have made are
well taken and we are pleased to have them and I would ask that
it be made part of the record.



The CHAIRMAN. Without objection, they will be part of the record.

And we are glad to hear from all sides on any issues and any
suggestions. Even the weeks that follow this meeting, we will be
glad to listen to points of view.

Thank you, Senator Breaux.

Now it is my pleasure to introduce the first panel. I have already
referred to Dr. Bays and Mr. Brent Smith as being two kidney dial-
ysis patients—Dr. Bays, a retired Dentist from Georgia. And Mr.
Smith has been a 23-year veteran of dialysis and kidneys trans-
plants and he is from Arizona.

Then we have studies on the end stage renal disease quality of
care by the General Accounting Office and the Inspector General
of the Department of HHS. Representing the Health and Human
Services Inspector General is the Deputy Inspector General, George
Grob, and representing the General Accounting Office is Dr. Wil-
liam Scanlon, Girector of Health Financing and Public Health Divi-
sion.

So we are going to start with Dr. Bays and then Mr. Smith and
then Dr. Scanlon and then Mr. Grob. Then we will have questions
when we are all done.

Would you proceed, Dr. Bays.

STATEMENT OF W. KENNETH BAYS, D.D.S., DIALYSIS PATIENT,
PELHAM, GA

Dr. BAys. I am a retired Dentist 72 years old who practiced from
1952 until 1995. In August 1995 I was diagnosed with a massive
cancer of the liver. At the time, I was semi-retired and living in
North Georgia. Having practiced dentistry over 43 years, I was
very aware of—

The CHAIRMAN. I think we are going to have to have you——

Senator BREAUX. Move that mike a little closer to your mouth.

The CHAIRMAN. Yes, I think about like that.

Dr. Bays. OK, good. I am sorry.

1 was very aware of educating patients and offering different
treatment options. It had always been my belief and practice that
the patients themselves had the right to final determination of
their treatments. I was about to find the concept of patient edu-
cation and patient determination would not exist in the world I
was about to enter.

Other than a loss of my kidneys, my treatment for cancer was
successful. I was, however, not prepared for what was coming next.
It was much later before I understood the treatment options and
choices available to me. I, of course, was entering into the very dif-
ficult world of the dialysis. In this world of dialysis, even though
I am a Dentist and understand medical terms, I was appalled to
find that dialysis patients have no right of self-determination.
Never before had I been in a position where treatment options were
not offered, much less explained.

Vascular access is the key to proper dialysis. Without the proper
working access, you cannot dialyze a patient. I was referred to a
vascular surgeon. There was no preceding exam or discussion of
treatment. 1 was just set up for surgery. A vortex graft was put in
instead of an A-V fistule. The graft is a treatment of last choice.
I was now becoming fully involved in the wonderful world of num-
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bers and dollars. I was just another money cow with a market
value of $100,000.

I next went to the nephrologist in Georgia, who turned me over
to his physician’s assistant. I tried to get some information but was
cutoff with the remark, “Patients who have never been sick have
a hard time accepting.”

I was taken on a walk through the clinic and my treatment was
set up on a time slot basis so as to maximize the number of pa-
tients per day. I was dialyzed twice a week. As a result of inad-
equate treatment, my back itched as if there were a thousands
mosquitos biting it. This was due to a buildup of phosphorus. This
caused me to rub my back raw on the door facing. I had to force
myself to eat, as well as watch my diet and fluid intake carefully.
I also was taking eight times the normal dose of blood pressure
medications because of the buildup of toxins.

I was sick all the time. Dialysis was hell. The cramping, changes
in blood pressure, and the pain of being roto-rooted with a needle
the size of a 10-penny nail by untrained personnel made me a nerv-
ous wreck. The cramping and changes in blood pressure were a re-
sult of removing the fluid from the blood too fast. I was at this fa-
cility for 7 months. I do not wish to name the facility in particular
because this is a systematic problem with the industry.

I had to go to South Georgia on business so I set up an appoint-
ment at the Michell County dialysis facility. This facility is a
branch of the Archbold Hospital in Thomasville, GA. Archbold is a
nonprofit public hospital.

As of that day, I moved into a different world of medicine and
the caregivers were nurses trained in dialysis. My doctor, Dr. Mer-
rill Hicks, a nephrologist on rounds, stopped to talk. He explained
to me that home dialysis existed. He further explained to me if I
would do my part, I would have to take very few medications and
would not have any diet restrictions. I now dialyze six nights, 8
hours at a time, a week.

I have been on dialysis for 3 years. The total cost of my care is
substantially less than that of thousands of patients. I have become
a productive member of society again. I expect to live a normal life
within the confines of my impairment. I am one of the very fortu-
nate few that had the means to get adequate treatment.

Approximately 2 years ago I became involved with Network 6. I
was first on the consumer committee and then next on the board
of directors. The board consists of 18 industry members and two
patients. I found out very quickly that network was constructed for
the betterment of the industry. One of the primary problems the
network was concerned with was the noncompliance of patients
and how to handle them. There is one in particular I remember
quite well. A patient wanted to continue working. This interfered
with the clinical scheduling so he was judged noncompliant.

The statistics that are collected by the network are, in my opin-
ion, a joke. If you want to get the true data, you should get it from
the back of the machines and compile it by a central computer.
Wal-Mart keeps track of tens of thousands of items from thousands
of stores. It would be child’s play to create a data base of dialysis
patients from the data collected from the machines. It is my belief
this would upset the gravy train if it was done.



I never reuse a dialyzer. Reuse, according to the literature, de-
grades the efficiency of dialyzers to remove large, more toxic par-
ticles and the chemicals affect the proteins in the dialyzer to
produce toxins.

Dialyzers are labeled single use only but as far as I can find by
researching the literature, companies that make dialyzers have no
protocol for reuse and only post warnings as to the problems of
reuse. Also, the literature confirms reuse causes high mortality and
more hospitalization, therefore, increasing the suffering to the pa-
tients and increasing the cost to the government.

My greatest fear 1s that my facility may be forced out by the for-
profit companies. If this happens, I would lose my only supply and
support. It would be back to the Jiffy Lubes 2% to 3% hours, three
times a week. 4

A patient who has a lot of toxins and is very anemic has greatly
diminished mental and physical abilities. They must have proper
treatment to return them to a normal state in order to be able to
educate them and get them involved in their rehabilitation. Thank
you.

The CHAIRMAN. Thank you, Dr. Bays.

Now Mr. Smith.

STATEMENT OF BRENT SMITH, DIALYSIS PATIENT,
CHANDLER, AZ

Mr. SMITH. Mr. Chairman and members of the committee, thank
you for inviting me to testify today.

My exposure to the dialysis industry began in 1973, 2 weeks be-
fore my 18th birthday. A year later I received my first transplant,
which was from my mother. Two months later, the kidney failed
due to infection and I returned to dialysis.

In 1977 I received a second transplant from my grandmother.
This transplant succumbed to complications in 1990. I returned to
dialysis in the fall of that year. Soon after, it became all too clear
that the entity providing treatment, its administration, the support
staff and the standard procedures with which I was familiar had
changed drastically.

The major concerns of dialysis patients fall within the following
interrelated components. I have provided more detail in a longer
statement submitted for the record. They are as follows: adequacy
of dialysis, competency of patient care technicians, knowledgeable
and disciplined nursing staff, facilities and technology, which is the
machines, and accountability.

The adequacy of my prescribed treatment relies heavily on me,
my discipline with regard to diet and food restrictions, and my
oversight of my own dialysis treatment. Because I am very dis-
ciplined in my care, I can allow the dialysis machines to do their
work. I have worked to become very knowledgeable in what is
needed for my care. Other patients who are less familiar with the
dialysis process are very vulnerable.

One of the areas that that needs to be addressed by research is
adequacy of dialysis. I can only tell you from my personal experi-
ence that with the amount of time I dialyze, the better I feel. When
I dialyze 4 hours each session, I feel better. When treatments have
been shortened in the past, over time my energy levels are de-
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pleted. In addition, complications may appear from fluid restric-
tions, such as higher blood pressure and shortness of breath. I and
other patients feel very lethargic and have little appetite at all. I
can only conclude that the amount of time on dialysis is a factor.

Second, in the year I started dialysis, the caregivers were mainly
nurses from the top graduating classes, as well as medical students
and other medical technicians. Almost every technician had a col-
lege degree and every technician had previous medical experience.

Today I see technicians with only a high school diploma. In Ari-
zona a manicurist is subject to more licensing than a dialysis tech-
nician is.

When [ first returned to dialysis, I had technicians handle my
blood and my life who were convicted criminals, strippers and re-
frigerator technicians. The ratio of patients to technicians, at times,
is now five or six patients to every technician. This is not safe and
it does not work.

A main worry for dialysis patients is vascular access. A patient
recently told me of a treatment where it took eight attempts by
technicians to initiate her treatment—eight sticks by 16 gauge nee-
dles. Not only is this painful but it increases the risk of infection

.. and could destroy that access. There are limits to vascular access

" with each patient. When vascular access runs out, a patient can no
longer dialyze and may surely die. Many other patients have told
me of similar occurrences.

Another example of training deficiencies among dialysis techni-
cians stems from my personal experience. In 1994 I suffered an ex-
tended period of appetite and weight loss. As part of my routine as-
sessment prior to each dialysis session, I explained that I had not
been eating properly. I reported this for almost 4 months. The food
I was eating did not provide me with sufficient potassium for my
prescribed potassium bath. During the fourth month, during the
third hour of a 4-hour treatment, I suffered a cardiac arrest attrib-
utable to the low potassium in my system. The attending techni-
cian did not recognize this problem. Another technician took over
to attempt resuscitation until the paramedics arrived.

Upon arrival, emergency room records reflected a potassium level
of 2.9, well below the 3.5 recommended range. Discharge summary
records show fibrillatory arrest secondary to hypokalemia, which is
low potassium. The dialysis technicians did not correlate the loss
of my appetite with the low potassium bath. The seriousness of the
problem and possible results were never brought to my attention
or to the attention of my charge nurse, the dietitian or even my
physician. This event was completely preventable.

In addition to the competency and training of dialysis staff, I be-
lieve that the staff must be knowledgeable and disciplined. I have
witnessed instances where floor nurses lacked familiarity with the
machines and their functions. These are complicated machines that
stand between life and death of dialysis patients. Lack of knowl-
edgeable staff exposes patients to dangerous circumstances.

Moreover, lack of discipline or failure to pay attention is a pri-
mary source of incidents affecting patient care. On one occasion
soon after my return to dialysis, staff drained off too much fluid
from me during dialysis. This exposed me to a crash in my blood
pressure and loss of consciousness. I am aware of another instance



where a patient bled to death because no one was watching while
the patient’s blood inadvertently drained into a trash can while the
patient slept.

It is instances like this that cause me to do everything in my
power to stay awake throughout my 4-hour dialysis and try to
watch every move of the staff attending to me and to watch the
fluctuations on the dialysis machines.

a Worn, older, and overused machines are not as effective or as ef-
cient.

One of the most important aspects of patient care relates to the
relationship with the dialysis staff. Staff must be accountable to
the level of care provided to patients. They must demonstrate strict
adherence to set policies and procedures. Appropriate discipline
must be administered for breach of policies and procedures. This is
a life and death situation. In my experience, technicians are rarely
written up forminor or major infractions involving patient care. I
have seen technicians ignore the glove policy, exposing patients to
possible infection, and I have seen technicians reading magazines
while attending to other patients.

In closing, throughout my life I have strived to avoid the label
“dialysis patient” and the stigma associated with it, yet today I ap-
pear before you in a public forum as a dialysis patient because of
the importance of the issues being discussed here. Patients can and
do lead purposeful lives. However, it has become an increasing bur-
den to do so. Monitoring a technician’s abilities during every treat-
ment week after week is a tremendously stressful undertaking for
a dialysis patient. Enduring the limits and inadequacies of the
present system of dialysis compound the already difficult treatment
into an intolerable, unjustifiable and inexcusably frustrating expe-
rience.

My purpose today in appearing before this committee was to
present the life of a dialysis patient to you. It is my life and that
of many others. We live it every day. You cannot possible under-
stand it unless you are a dialysis patient. I sincerely hope you or
a loved one will never experience it but I do, with dignity and all
due respect, implore you to do something about it. Thank you.

[The prepared statement of Mr. Smith follows:]
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Special Committee on Aging
Hearing on End-Stage Renal Disease
Statement of Brent Smith
June 26, 2000

Mr. Chairman and Members of the Committee. Thank you for inviting me to testify
today.

My name is Brent Smith. My exposure to the dialysis industry began in 1973, two weeks
before my 18" birthday. A year later, I received my first transplant which was from my mother.
Two months later, the kidney failed due to infection, and I retuned to dialysis. In 1977, 1
received a second transplant from my grandmother. That transplant succumbed to complications
in 1990. I returned to dialysis in the fall of that year. Soon after, it became all too clear that the
entity providing treatment, its administration, the support staff, and many of the standard
procedures with which I was familiar had changed drastically.

Over the last ten years, as a patient, [ have witnessed the gradual decline in competency
of those given the responsibility of my care. In my view, efficiencies intended to enhance the
financial position of the providing companies expose patients to great risk and may even hasten
their demise. This trend continues and worsens each years as providing companies focus on
bottom line management and not patient care.

The major concerns of dialysis patients fall within the following five interrelated
components. 1have provided more detail in a longer statement submitted for the record. They

are the following:

. Aﬁequacy of dialysis

. Competency of patient care technicians

. Knowledgeable and disciplined nursing staff
. Facilities and technology (machines)

. Accountability

Adeguacy of Dialysis

—

The adequacy of my prescribed treatment relies heavily on me, my discipline with regard
to diet and fluid restrictions, and my oversight of my dialysis treatment. Because [ am very
disciplined in my care, I can allow the dialysis machines to do their work. I have worked to
become very knowledgeable in what is needed for my care. Other patients who are less familiar
with the dialysis process are very vulnerable.

One of the areas that needs to be addressed by research is adequacy of dialysis. Ican
only tell you my personal experience with the amount of time I dialyze. When I dialyze four
hours each session, I feel better. When treatments have been shortened in the past, over time my

v
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energy levels are depleted. In addition, complications appear from fluid retention, such as
higher blood pressure and shortness of breath. 1, and other patients, feel lethargic and have little
appetite. So, I can only conclude that the amount of time on dialysis is a factor.

Competency of Patient Care Technicians

Second, in the year I started dialysis, the care givers were mainly nurses from the top
graduating classes, as well as medical students, and other medical technicians. Almost every
technician had a college degree, and every technician had previous medical experience.

Today, I see technicians with only a high school diploma. In Arizona, a manicurist is
subject to more licensing than a dialysis technician. When 1 first returned to dialysis, I had
technicians handle my blood and my life who were convicted criminals, strippers, and
refrigerator technicians. The ratio of patients to technicians, at times, is now 5 or 6 patients to
every technician. This is not safe, and it doesn’t work.

A main worry for dialysis patients is vascular access. A patient told me recently of a
treatment where it took eight attempts by technicians to initiate her treatment - eight sticks by 16
gauge ncedle! Not only is this painful, it increases the risk of infection and could destroy that
access. There are limits to vascular access with each patient. When vascular access runs out, a
patient can no longer dialyze and can die. Many other patients have told me of similar
occurrences. These examples, involving poorly trained, unsupervised technicians include the
following:

. target weight miscalculations that could cause blood pressure decline. On one occasion,
staff miscalculated the projected amount of fluid to remove from me by a significant
margin. When this happens, a patient feels extremely weak and lightheaded at best. At
worst, a patient can severely crash, losing consciousness with a blood pressure far lower
than levels needed to maintain life. Also, patients experience excrutiatingly painful
cramping, and treatments will be shortened because the patients cannot withstand
additional treatment.

. too much or too little heparin, the blood thinning agent. Too much heparin thins the blood
and could lead to the patient’s inability to clot blood; so they could bleed to death. Too
little heparin allows the blood to clot in the machine and stop the flow of blood back to

the patient.

. placement of a dialyzer on the wrong machine for the wrong patient. This is a potentially
fatal error.

. Disregard for the Universal Antiseptic Code, the protocol that protects both patient and

technician alike from infectious germs, viruses, and bacteria. This is one of the largest
and most common reasons patients are hospitalized.

Another example of the training deficiency among dialysis technicians stems from my
personal experience. In 1994, I suffered an extended period of appetite and weight loss. As part

2
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of my routine assessment prior to each dialysis session, I explained that I had not been eating
properly. Ireported this for almost four months. The food I was eating did not provide me with
sufficient potassium for my prescribed potassium bath. During the fourth month, during the third
hour of a four hour treatment, I suffered a cardiac arrest attributable to the low potassium in my
system. The attending technician did not recognize this problem. Another technician took over
to attempt resuscitation until the paramedics arrived. Upon arrival, Emergency Room records
reflected a potassium level of 2.9, well below the 3.5 recommended range. Discharge Summary
records showed fibrillatory arrest, secondary to hypokalemia, which is low potassium. The
dialysis technician did not correlate the loss of my appetite with the low potassium bath. The
seriousness of the problem and possible results were never brought to my attention or to the
attention of the charge nurse, the dietitian, or my physician. THIS EVENT WAS
COMPLETELY PREVENTABLE.

Knowledgeable and Disciplined Nursing Staff

In addition to competency and training of dialysis staff, I believe that the staff must be
knowledgeable and disciplined. I have witnessed instances where floor nurses lacked familiarity
with the machines and their functions. These are complicated machines that stand between life
and death of dialysis patients. Lack of knowledgeable staff exposes patients to dangerous
circumstances. Moreover, lack of discipline or failure to PAY ATTENTION is a primary source
of incidents, affecting patient care. On one occasion soon after my return to dialysis, staff
“drained off too much fluid from me during dialysis. This exposed me to a crash in my blood
pressure and loss of consciousness. I am aware of another instance where a patient bled to death
because no one was watching, while the patient’s blood inadvertently drained into a trash can
while the patient slept. It is instances like this that cause me to do everything in my power to
stay awake throughout my four hour dialysis and try to watch every move of the staff attending
me and to watch the fluctuations on the dialysis machine.

Facilities and Technology (Machines)

Not all facilities where I have dialyzed have been well maintained. Too often poorly
trained or overworked staff will choose speed over substance in attending to patients. Worn,
older, overused machines are not as effective and efficient. One problem in dialysis is the way
dialyzers are reused. Even though they are labeled for “single use only” many are reused in this
country as much as 30-50 times. I do not reuse dialyzers. However, as a patient advocate of
many years, ] have observations and experiences with regard to reuse of dialyzers from other
patients. The efficiency of the dialyzer can decrease as much as 20% over the span of reuse. In
turn, it is as if the patient’s treatment time has been reduced by 20%. No adjustments are ever
made to compensate for this loss. As a result, the patient’s lab reports get worse as the patient’s
condition gets worse. Moreover, many patients aren’t aware that they don’t have to reuse
dialyzers and that the mortality level is higher with reuse. I know of one woman who could only
reuse eight times before she felt very bad. :
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In addition, I have been told by staff that Medicare pays for a new dialyzer after each session.
However, my experience is that dialyzers are used as much as 30-50 times. In fact, facilities
have had to establish elaborate procedures to clean, sterilize, and catalogue dialyzers to ensure
that patient receives their own dialyzer during sessions. I am aware of one technician who
processed one patient’s dialyzer bar code and passed and approved all other patient bar codes on
that basis. This violated the procedural rules and, of course, exposed patients to potential harm.

Accountability

One of the most important aspects of patient care relates to their relationship with the
dialysis staff. Staff must be accountable for the level of care provided to patients. They must
demonstrate strict adherence to set policy and procedure. Appropriate discipline must be
administered for breach of policy and procedure. This is a life or death situation. In my
experience, technicians are rarely written up for minor or major infractions, involving patient
care. I have seen technicians abuse the glove policy, exposing patients to possible infection. I
have seen technicians reading magazines while on duty rather attending to patients. I have seen
technicians engage in distracting conversations when inserting or removing needles from people.

In all my years on dialysis, I have never seen a government surveyor review a facility
where I have dialyzed. In fact, [ am unaware of any surveys of any facilities where I have
dialyzed. Iam greatly concerned as a dialysis patient about oversight of this industry.

In closing, throughout my life I have strived to avoid the label, “dialysis patient,” and the
stigma associated with it. Yet, today I appear before you, in the public forum, as a dialysis
patient, because of the importance of the issues being discussed here today. Patients can and do
lead productive, purposeful lives. However, it has become an increasing burden to do so.
Monitoring a technician’s abilities during every treatment, week after week, is a tremendously
stressful undertaking for a dialysis patient. Enduring the limits and inadequacies of the present
system of dialysis compound the already difficult treatment into an intolerable, unjustifiable, and
inexcusably frustrating experience.

My purpose today in appearing before this committee was to present the life of a dialysis
patient to you. It is my life, and that of many others. We live it every day. You cannot possibly
understand it. I sincerely hope you or a loved one will never experience it, but I do implore you .
to do something about it.

Thank you.
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The CHAIRMAN. Thank you, Mr. Smith.
Now Dr. Scanlon.

STATEMENT OF WILLIAM SCANLON, PH.D.,, DIRECTOR,
HEALTH FINANCING AND PUBLIC HEALTH DIVISION, GEN-
ERAL ACCOUNTING OFFICE, WASHINGTON, DC

Dr. ScaNLON. Thank you, Mr. Chairman and Senator Breaux. I
am pleased to be here today as you examine the quality of care pro-
vided to Medicare beneficiaries with end stage renal disease and
consider options for improving its oversight. These patients are a
very vulnerable group. They are often elderly and afflicted with
other conditions, such as severe diabetes, and several times a week
the vast majority must visit a dialysis facility for life-sustaining
blood cleansing treatments. Safe and competent treatment is criti-
cal because with patients this sick, there is little room for error.

In response to the committee’s interest we have examined what
is known about the quality of ESRD care and oversight activities.
The report on our findings has been released today. We found that
there is little evidence on whether dialysis facilities are complying
with Medicare’s quality of care standards and consequently, no as-
surance that patients using a given facility will receive adequate
quality care.

There are signs that the average quality of care for ESRD pa-
tients may, however, be improving. Mortality rates and hospitaliza-
tions have declined and measured clinical indicators of quality have
improved. However, this does not provide the assurance that sig-
nificant quality of care problems do not exist in some facilities.

Our uncertainty is due to the fact that there has simply been too
little oversight of dialysis facilities to determine if they are comply-
ing with quality standards. The reviews that have taken place indi-
cate that there are enough quality problems that exist that we
should be taking steps to adequately assess quality in individual
facilities.

Over the last 7 years, as you have indicated, there has been a
dwindling frequency of onsite surveys. These unannounced inspec-
tions, which are the primary tool for ensuring that facilities meet
Medicare’s quality standards, were conducted at only 11 percent of
facilities in 1999, compared to more than 50 percent in 1993.

As the number of surveys declined, the proportion of surveys that
identified serious problems was increasing. In 1993, 6 percent of fa-
cilities were found to be out of compliance with Medicare stand-
ards. This figure rose to 15 percent in 1999.

A facility that is out of compliance has problems that are serious
enough that unless corrected, the facility will be terminated from
participation in the Medicare program. The most common types of
problems identified included lack of adequate procedures to safe-
guard the health and safety of patients, the failure to meet stand-
ards governing the reuse of dialyzers and supplies and the lack of
adequate patient care plans. Problems like these can be life-threat-
ening. For example, improper procedures for reusing dialyzers can
expose patients to microbial contamination and dangerous levels of
a germicide used to clean the dialyzers. HCFA has recognized that
the infrequency of inspections may be compromising patient care
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and has requested a nearly threefold increase in the funding for di-
alysis facility surveys.

HCFA is also attempting to make more effective use of the re-
sources available by using information on clinical outcome meas-
ures to assist in the process of identifying which facilities to sur-
vey. While we believe this approach has merit, we are concerned
that the measures being used by HCFA in pilot testing may not be
sufficiently strong predictors of compliance with Medicare stand-
ards and that there needs to be consideration of other factors to se-
lect facilities for inspections. A thorough evaluation of the pilot
that HCFA is undertaking should be completed before encouraging
states to use outcome data to drive their survey selection processes.

We also believe that the oversight process could be strengthened
if the state survey agencies and the ESRD Networks would share
information about complaints and known quality of care problems
at specific facilities. The 18 ESRD Networks are contractors to
HCFA responsible for improving safety and quality of dialysis fa-
cilities. HCFA has not consistently encouraged coordination be-
tween these two groups and, in some cases through conflicting pol-
icy interpretations, has actually impeded it.

As a result, neither state agencies nor the Networks have a clear
picture of what the other is finding and are able to take advantage
of that information to target or otherwise modify their activities.

We see increased communication as a way to help identify which
facilities are most likely to need attention and encourage better
and more consistent cooperation and information-sharing between
state agencies and ESRD Networks. We are encouraged by HCFA’s
positive response to our recommendations and yet mindful of the
challenges involved in carrying them out.

Identifying where the problems are is only one half of what
needs to be done. Getting them corrected and keeping them cor-
rected is the other half. HCFA’s current enforcement authority does
not provide strong incentives for dialysis facilities to stay in compli-
ance with Medicare standards. The threat to terminate a facility
from Medicare is sufficient to bring nearly all problem facilities -
back into compliance with the standards but they do not nec-
essarily stay that way. Because of the infrequency of inspections,
it is difficult to determine how quickly or how often the facilities
fall out of compliance. But in every state we visited during this re-
view, we found instances in which facilities that had corrected their
problems were found to have serious problems shortly thereafter.

For example, a Texas facility cycled in and out of compliance
over a 9-year period while developing numerous plans of correction.
On many occasions, the deficiencies were so severe that they put
the health and safety of the facilities’ over 200 patients in imre-
diate jeopardy. In 1999, the deficiencies included not providing care
necessary to address patients’ medical needs, not complying with
physicians’ orders and not following up on adverse incidents. It
took more than 4 months and two revisits from the state before the
facility came back into compliance. However, when the state con-
ducted another survey 4 months later, the facility was again out
of compliance.

In the past, this committee has examined a similar problem with
respect to nursing home care and nursing homes that cycle in and
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~
out of compliance with quality standards. The Congress had cre-
ated a broad range of penalties to help encourage nursing homes
to stay in compliance with standards. We found that the sanction
most likely to encourage staying in compliance—monetary pen-
alties—was infrequently used and we urge that it be applied much
more frequently in appropriate situations.

HCFA lacks comparable authority for sanctioning dialysis facili-
ties. We believe that Congress should consider whether granting
such authority could reduce the likelihood of these yo-yo patterns
of compliance and noncompliance evident in the Texas example.

Mr. Chairman, this concludes my statement and I would be
happy to answer any questions that you or members of the commit-
tee may have and we also are ready to assist the committee in the
future in monitoring progress in guaranteeing quality of care to
this very vulnerable group of Medicare beneficiaries.

[The prepared statement of Mr. Scanlon follows:]
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Mr. Chairman and Members of the Special Committee:

I am pleased to be here today to discuss what is being done to assure that the care
provided to the more than 280,000 Medicare patients being treated for End Stage Renal
Disease (ESRD), also known as kidney failure, is adequate and safe. Several times a
week, the vast majority of these patients visit a dialysis facility for life-sustaining blood
cleansing treatments. Caring for these patients is one of Medicare’s biggest costs—with
spending per patient equaling 6 to 7 times the average. These patients are often elderly
and afflicted with other conditions, such as diabetes. Safe and competent treatment is
critical, because with patients this sick, there is little room for error.

Responsibility for overseeing the quality of ESRD care rests with the Health Care
Financing Administration (HCFA), the agency that administers Medicare. HCFA’s
oversight takes two main forms. First, HCFA pays state agencies to conduct
unannounced inspections of dialysis facilities. These inspections, commonly called
surveys, are designed to determine whether dialysis facilities are complying with quality-
of-care standards. Second, HCFA pays organizations called ESRD networks to conduct
quality improvement activities at the nation’s 3,800 dialysis facilities and gather data on
various outcomes, such as patient mortality rates.

You asked us to evaluate how well HCFA's processes for monitoring the quality of
dialysis services are working. In response, we have completed a report that is being
released at this hearing. My statement today will highlight some of the key points in that
report.

In summary, the oversight of dialysis facilities has several weak links. As a result, there is
little assurance that facilities are routinely complying with Medicare's quality of care
standards, which protect patients’ health and safety. Our report highlights problems in
three main areas. The first is the dwindling frequency of on-site surveys. The number of
facilities surveyed has been dropping each year since 1993, even though the surveys
show that facilities are becoming increasingly likely to have one or more serious
-deficiencies. The second problem is that HCFA's enforcement approach does not
provide strong incentives for dialysis facilities to stay in compliance with Medicare
requirements. HCFA's threat to terminate a facility from Medicare is sufficient to bring
nearly all noncompliant facilities into compliance, but many soon slip out of compliance
again. At present, they face no penalty for this behavior. Third, state agencies and ESRD
networks often do not share information about complaints and known quality-of-care
problems at specific facilities. As a result, neither has a clear picture of what the other is
finding and is unable to take advantage of that information to target or otherwise modify

* its own activities. Qur report recommends changes to address all three problems. HCFA
has reviewed these recommendations and agrees with them.

BACKG D

To stay alive, a patient with ESRD must receive either a kidney transplant or regular
kidney dialysis treatments. Such treatments use a machine to do the kidneys’ job of
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removing impurities from the blood. If performed improperly, such treatments can
contaminate patients’ blood, causing serious complications and even death.

Kidney dialysis is a big business. The number of Medicare patients receiving kidney
dialysis has increased more than 20 times since coverage began in 1973. To .
accommodate this demand, more facilities have opened. Since 1993, for example, the
number of facilities has grown an average of 6 percent per year. Medicare’s payment for
a dialysis treatment is a fixed rate per treatment that has r ined essentially unch d
for more than 15 years. For facilities that aim to maximize profits, such fixed payment
rates can create incentives for efficiencies but also can be an incentive for underservice.
Inspection surveys and other monitoring plans are needed to help ensure thatcost-
cutting does not lead to substandard services.

HCFA has established a set of 11 quality-of-care standards, commonly called “conditions
of participation,” that dialysis facilities are required to meet. The conditions of
participation are designed to ensure that facilities safely provide quality care. They
cover such areas as the physical environment of the facility, the adequacy of patient care
plans to address medical needs, and the qualifications of the staff that provide dialysis
services. Inspection surveys are designed to determine whether facilities meet these
standards. They are conducted by state agencies, typically health departments, under
contract with HCFA.

HCFA also contracts with 18 ESRD networks that work with facilities to improve the
quality of dialysis services provided to Medicare beneficiaries. These ESRD networks
collect data on key clinical indicators and provide individual facilities with regional

' performance data on these indicators, so that each facility can compare its performance
with other facilities. Because networks are staffed and governed by dialysis providers
and others with expertise in dialysis, they also provide technical support to help facilities
improve their performance on clinical indicators. The networks also conduct quality
improvement projects dealing with specific aspects of dialysis, handle complaints
regarding patient care, and assist patients in finding dialysis providers.

MOST FACILITIES GO YEARS BETWEEN SURVEYS
FOR COMPLIANCE WITH HCFA STANDARDS

When a dialysis facility is certified to treat Medicare patients, nearly a decade may elapse
before it receives another HCFA-funded survey. Two factors are at work. First, the total
number of HCFA-funded surveys has declined substantially since 1993. Second, a
greater portion of these surveys must go for inspections of new facilities. The number of
new facilities entering the program has grown each year, and each new facility must
receive a survey before it can begin participating in Medicare. As a result of these
factors, while about 1 of every 2 existing facilities received a recertification survey in
1993, only about 1 in 10 received a recertification survey in 1999.

Whilé the number of surveys is going down, the proportion of surveys that find major

problems is increasing. In 1993, 6 percent of facilities surveyed were cited for not
meeting a condition of participation; that figure rose to 15 percent in 1999. A condition-
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of-participation deficiency means that the problems found are serious enough that,
unless corrected, the facility’s participation in Medicare will be terminated by HCFA.
Because so few facilities actually receive a frecertification survey in a given year and
surveys are not performed on a random basis, it is not clear whether this increased
percentage is indicative of all facilities. Nevertheless, it is cause for concem.

The most common types of deficiencies included lack of adequate operational rules and
patient care policies to safeguard the health and safety of patients, the failure to meet
standards governing the reuse of dialyzers and supplies, and lack of adequate patient
care plans. Deficiencies such as these can be life-threatening. For example, improper
procedures for reusing dialyzers can expose dialysis patients to microbial contamination
and dangerous levels of the germicide used to clean the dialyzers.

HCFA has recognized that the infrequency of on-site inspections may be compromising
patient care, and it has requested a nearly threefold increase in the funding for dialysis
facility surveys—from $2.2 million in fiscal year 2000 to $6.3 million in 2001. Such an
increase, according to HCFA, will ensure that ESRD facilities are surveyed at least every
3 years. However, the extent to which any increased on-site survey efforts will be
effective in improving quality also depends on how well HCFA systems (1) get facilities
to correct deficiencies and maintain compliance with standards, and (2) make use of
available information to target its on-site survey resources. As I will discuss, both these
areas need improvement.

NFORCEME C GIVES FAC E
L] A TO SU: N COMPLIANC,

HCFA relies on termination from Medicare-—or, in reality, the threat of termination—as
its only tool for bringing deficient facilities into compliance with standards. HCFA
officials view this threat as an effective method for achieving compliance. Before a
facility can be terminated, it has an opportunity, essentially a grace period, to correct its
deficiencies or develop acceptable plans of correction. Of the 481 facilities confronted
with at least one condition-of-participation deficiency since 1993, only three have been
terminated for not correcting it

We found that the problem was not getting facilities to comply, but assuring that they
stay compliant. If a facility slips out of compliance again, it can avoid a penalty by once
again coming into compliance during the next grace period. Because of the infrequency
of recertification surveys, it is difficult to determine how quickly and how often facilities
fall out of compliance. It also means that a facility that becomes deficient again could
remain so for a very long time. Analysis of HCFA'’s survey database suggests that
facilities do tend to have repeat deficiencies. Of those facilities with four or more
surveys, 38 percent that had deficiencies on their most recent survey were also deficient
in at least one of the same areas on their prior survey. More than half of them had two or
more repeat deficiencies. For example, a Texas facility cycled in and out of compliance

' An additional facility voluntarily withdrew from Medicare because of the threat of termination.
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over a 9-year period while developing numerous plans of correction. On many occasions
the deficiencies were so severe they put the health and safety of the facility's 227 patients
in immediate jeopardy. In 1999, the deficiencies included not providing ‘care necessary to
address patients’ medical needs, not complying with physician orders, and not following
up on adverse incidents. It took more than 4 months and two revisits from the state
before the facility came back into compliance. However, when the state conducted
another survey 4 months later, the facility was again out of compliance. At the time of
our review, state agency officials were exploring enforcement options under state
licensing authority.

In the past, this Committee has examined a similar problem—nursing homes that cycled
in and out of compliance with quality standards. The Congress has allowed HCFA a
broad range of penalties to help encourage nursing homes to maintain compliance with
standards. For example, for nursing homes HCFA has authority to levy monetary
penalties and stop Medicare payments to deficient nursing homes, but neither of these
options can be applied to dialysis facilities. Effective options for dealing with
chronically deficient dialysis facilities do not exist.

As we have stated in our reports to you on nursing homes, monetary penalties in
particular create a strong incentive for nursing homes to remain free of severe or
repeated deficiencies. Today's report on ESRD suggests that the Congress may wish to
consider granting HCFA the same sanctioning authority to dialysis facilities as it has for
nursing homes.

HCFA does already have authority to impose monetary penalties for facilities failing to
maintain compliance with requirements in one aspect of quality of care, but the agency
has decided not to use this authority. Specifically, HCFA can assess financial penalties
on facilities that do not properly reprocess and reuse dialyzers, the filters that clean a
patient’s blood. Reprocessing dialyzers incorrectly can lead to such problems as
exposing a patient’s blood to dangerous levels of the germicide used to clean the
dialyzers. The Congress authorized HCFA to impose penalties on such facilities even if
they subsequently corrected their deficient procedures, which may provide a stronger
incentive than the threat of termination to remain compliant with the quality
requirements.

So far, HCFA has not exercised this authority. HCFA officials believe doing so would be
difficult, because the agency could only recoup payments for specific services affected
by the lack of compliance. However, many of the important reuse standards relate to
processes and procedures that affect almost all patients in a facility. Our state-level
reviews showed instances in which surveyors were able to identify specific days on
which facilities were out of compliance with requir that affected all patientsin a
facility. Application of the sanction appears feasible in these instances. As aresult, our
report recommends that HCFA develop procedures to make use of this authority.

Page 4 GAO/T-HEHS-00-136
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E R b TUNITIES T
IMPROVE ON-SITE INSP, ONS

Ideally, the facilities that are most likely to be deficient will be targeted for more
frequent inspections. We looked at what is done to identify the dialysis facilities most in
need of oversight HCFA is taking some steps to use outcome measures to identify
facilities to survey. While this approach has merit, it also has limitations that remain to
be addressed. We do see immediate opportunities for HCFA to facilitate the sharing of
information between state regulators who conduct the inspections and ESRD networks
that gather information for individual facilities to better target surveys. Sharing
information on complaints and known quality-of-care problems could help target
inspections where they are needed most.

The approach HCFA is developing to assist in targeting surveys involves the use of
certain patient outcome measures reported to ESRD networks, Medicare claims
processing contractors, and the Centers for Disease Control and Prevention. In May
2000, as part of a pilot project, HCFA created profiles of these measures for facilities in
seven states. The profiles were based on information HCFA obtained from dialysis
facilities on such indicators as the degree to which dialysis treatments remove impurities
from the blood and the degree to which patients’ anemia is controlled.

Because the facility profile project is in the process of being tested, we did not
comprehensively evaluate it. However, a major concern is whether the outcome
indicators being used are a strong predictor of noncompliance with Medicare standards.
In the states we visited, we found cases in which facilities had above-average scores on
these indicators but were found to have serious deficiencies during surveys or complaint
investigations. These deficiencies included such things as lack of knowledge of basic
medical and dialysis practices like anemia management, infection control, and water
purity. Accordingly, we recommended that HCFA complete an evaluation of the pilot
project resuits before it encourages states to use outcome data as a key factor in
selecting facilities for on-site inspections.

More immediately, sharing ESRD networks information on complaints and known
quality-of-care problems at specific facilities with state agencies could strengthen the
oversight process. HCFA has not consistently encouraged this coordination, and in some
cases, through conflicting policy interpretations, has actually impeded it.

By sharing information and knowledge, ESRD networks and state agencies can create a
more complete picture of ESRD facilities. The networks and agencies have different
information about facilities. ESRD networks have information on the clinical aspects of
the care in facilities and also may be more aware of recent staffing and management
changes, patient complaints, and the results of quality improvement initiatives. In
contrast, state survey agencies may have more detailed information about facilities’
systems, such as those for infection control and reprocessing dialyzers.

HCFA's current policy allows networks to share facility-specific information with state
survey agencies to aid in the certification process. However, HCFA regional offices that
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oversee network and survey agency activities have not applied this policy consistently.
As a result, the level of coordination and information sharing varies dramatically across
regions, and in most cases little has taken place. Most HCFA regional offices restrict
networks from sharing facility-specific information and support ESRD networks when
they deny requests by state survey agencies for such information, saying that federal
confidentiality restrictions prohibit this sort of exchange. In contrast, with the
knowtedge of its HCFA regional office, the ESRD network in Texas began providing
facility-specific information to the Texas Department of Health after the state passed a
licensure law for dialysis facilities in 1996. More recently, early this year, some HCFA
regional offices have begun efforts to facilitate the communication and exchange of
information, inctuding facility-specific performance information, between ESRD
networks and state agencies. Because we see increased communication as a way to help
identify which facilities are most likely to need attention, we recommended that HCFA
encourage better and more consistent cooperation and information sharing between
ESRD networks and state survey agencies.

In commenting on our report, HCFA officials agreed with our recommendations and
indicated that steps were being taken to implement them. For example, HCFA stated
that they would develop the necessary regulations and procedures to implement
sanctions for facilities that do not meet quality standards for dialyzer re-use. HCFA also
stated that steps were under way to clearly delineate responsibilities of state survey
agencies and ESRD networks that would encourage cooperative information sharing to
help identify poor-performing facilities.

This concludes my statement. I will be happy to answer any questions you may have.

O CONTA! D WLEDGME

For future contacts regarding this testimony, please contact JanetHeinrich at (202) 512-
7119 or Frank Pasquier at (206) 287-4861. Individuals who made key contributions to
this testimony included Margaret Buddeke, Timothy Bushfield, Stanley Stenersen, and
Mark Ulanowicz.
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The CHAIRMAN. Thank you, Dr. Scanlon.
Now Mr. Grob.

STATEMENT OF GEORGE GROB, DEPUTY INSPECTOR GEN-
ERAL, OFFICE OF INSPECTOR GENERAL, U.S. DEPARTMENT
OF HEALTH AND HUMAN SERVICES, WASHINGTON, DC

Mr. GROB. Good afternoon, Mr. Chairman and Senator Breaux.

The systems intended to protect vulnerable dialysis patients from
harm and to assure and promote improvements in the quality of
their care have some serious shortcomings. Fortunately, there are
easy, practical solutions to quickly address the more fundamental
weaknesses and some promising new approaches that, in the long
run, will not only strengthen the safeguards for the patients but in-
crease the efficiency and the efficacy of the care provided to them.

Today the Office of Inspector General is releasing two reports
which analyze the system’s weaknesses and which provide a de-
tailed comprehensive set of recommendations to address them. I
cannot describe everything in these reports today but will briefly
summarize them.

First, to put things in perspective, the renal dialysis industry
and the Health Care Financing Administration have in recent
years brought about significant improvements in the treatment of
renal disease, as measured, for example, by the adequacy of the di-
alysis rendered to patients, an improvement from 43 percent in
1993 to 74 percent between 1993 and 1998. Other measurable im-
provements have been made, as well.

However, in the course of our study we found serious problems
where patients were put at risk due to inappropriate treatment, in-
cluding exposure to a toxic disinfectant administered directly
through a patient’s bloodstream and a drug overdose resulting in
prolonged bleeding.

The shortcomings of the protective and quality assurance sys-
tems are obvious. In 1995, 20 percent of all facilities had not been
surveyed within 3 years. This has risen to 44 percent in 1998, and
10 percent had not been surveyed within 6 years. Performance
measures already available and used to track quality of care on a
broad regional scale are not used to hold individual facilities ac-
countable for the care that they provide.

The complaint system is unreliable. Patients have little incentive
and inadequate knowledge to use it. Medical injuries are not sys-
tematically monitored. The two main contractors responsible for
oversight of the system, Renal Disease Networks and the state sur-
vey and certification agencies, seldom work in concert on any as-
pect of quality assurance. Assessment and accountability of both is
minimal. Public disclosure of survey results and the findings relat-
ed to individual facilities is also limited.

We have made a complete set of recommendations to address the
problems and highlighted some promising approaches used by two
of the Networks to raise the level of care for kidney disease pa-
tients. The Health Care Financing Administration has prepared a
plan of action that is quite responsive to our findings and rec-
ommendations. The most immediate need is to increase the fre-
quency of facility surveys, for which HCFA has requested the nec-
essary funding. Longer-term improvements will result from atten-
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tion to the performance and accountability of individual facilities,
as measured by clinical and administrative factors. The problems
can be corrected and care for these patients can be better than it
is.

That concludes my testimony and I will be happy to answer
questions.

[The prepared statement of Mr. Grob follows:]
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Good afternoon Mr. Chairman and Members of the Committee. I am George F. Grob, Deputy
Inspector General for Evaluation and Inspections, in the Office of Inspector General (OIG), U.S.
Department of Health and Human Services. Iam pleased to testify at today’s hearing on dialysis
facilities. My testimony will focus on Medicare's system for the external quality review of these
facilities.

Mr. Chairman, the Health Care Financing Administration (HCFA) has made important strides in
using performance measures to help encourage improvements in the quality of care. However, the
overall system has major shortcomings. It conducts little enforcement to ensure compliance with
minimum standards that help protect patients from harm. The system is fragmented, in that End
Stage Renal Disease (ESRD) Networks and State survey agencies, HCFA’s two main contractors
responsible for quality oversight, rarely coordinate their efforts to foster patient protections. And,
fundamentally, the system lacks accountability both on the part of the individual facilities and on the
part of the contractors.

These findings, along with appropriate recommendations, are contained in two reports which we are
issuing today. These reports also contain the plan of action which HCFA has prepared to address the
issues we have raised.

External Quality Review s Important

Many dialysis facilities and corporations conduct their own internal quality monitoring and
improvement projects. However, in order to protect patient safety, it is essential that an external
oversight system exists to provide objectivity and public accountability that internal quality reviews
lack. We present four key factors that underscore the need for external oversight in dialysis
facilities.

Instances of poor care. In the course of our review of documents, we came across several examples
where patients were put at risk due to inappropriate treatment. For example, we learned of a case
where a patient was exposed to a toxic disinfectant directly through his bloodstream, and another
case where a patient received an overdose of a drug that resulted in prolonged bleeding.

Vulnerable patient p'opulation. There are over 230,000 dialysis patients, and the population is
growing at a rate of 7 percent a year. Many dialysis patients are elderly and suffering from other
complicated illnesses such as diabetes and hypertension.

Variation in the quality of care. Performance data reveal that a substantial portion of patients’
nationwide do not achieve the clinical outcomes recommended by clinical practice guidelines. For
example, 20 percent of hemodialysis patients did not meet clinical guidelines for the minimum dose
of dialysis (as measured by a Kt/V>1.2). And, 41 percent of hemodialysis patients did not meet the
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guidelines for the management of anemia (as measured by a hemoglobin level that met or exceeded
11-12 gm/dL). Similarly, scientific studies suggest widespread variation in the quality of care
patients receive in facilities. One study in particular showed that facilities differ in mortality rates,
and that higher mortality rates were correlated with facilities that provided less adequate doses of
dialysis.

Marketplace pressures. The dialysis industry has grown significantly in recent years. Moreover,
through a series of mergers and acquisitions, there has been increased consolidation in the ownership
of the facilities. Along with growth and consolidation, the dialysis treatment environment is
characterized by at least three other increasingly prominent forces: increased competition for
patients, heightened concems to contain costs, and increased difficulty in finding and retaining
experienced nurses and technicians in an increasingly competitive marketplace.

HCFA's External Review Bodies

HCFA relies upon two main entities to oversee the quality of care in dialysis facilities: the ESRD
Networks and the State survey agencies. The 18 regional Network organizations, governed primarily
by renal professionals associated with facilities in the Network’s region, perform multiple functions
mostly oriented around collegial efforts to promote improvement in the quality of care and to
respond to complaints lodged by patients, staff, and others. The State agencies, typically within State
departments of public health, perform a more regulatory role and have greater authority. The States
conduct Medicare certification surveys of facilities and investigate complaints, both in accordance
with the Medicare Conditions for Coverage for dialysis facilities. Our report assessed the role of
both entities in the oversight of dialysis facilities.

Our Inquiry

Our findings come from multiple sources of information. We surveyed all 18 Networks and
interviewed over half, and visited several. We analyzed several Network complaint logs and
Network responses to complainants. We also analyzed HCFA’s database on State survey agencies,
observed a State survey of a dialysis facility, and interviewed staff at several State survey agencies.
Throughout our inquiry we interviewed HCFA staff and various stakeholders and reviewed pertinent
Federal documents and scientific literature.

We structured our inquiry around a framework that we have used in other studies to help assess the
overall effectiveness of an external quality review system. For a comprehensive and effective
external quality review system, all components need to be adequately addressed. The framework
contains four elements: use of standardized performance measures, response to complaints, on-site
surveys, and response to medical injuries.

Senate Special Committee on Aging
Hearing — June 26, 2000 Page 2

65-918 2000 - 2



30

FINDINGS

fhe Major Strength of the System [s its Use of Performance Measures to Foster
Improvements in the Quality of Care.

HCFA’s use of performance measures is well worth noting. Since HCFA began collecting
performance measures on a national sample of patients in 1994, the data have shown considerable
improvement. For example, HCFA’s data show the percentage of patients achieving adequate
dialysis according to clinical guidelines (2 URR zto 65 percent) increased from 43 percent in 1993 to
74 percent in 1998.

Yet, the Current System of Oversight Falls Short in Several Key Aspects.

Performance measures are rarely used to hold individual facilities accountable. HCFA does not
require Networks or States to collect a set a of facility-specific performance data to monitor the
performance of individual facilities. Without facility-specific data it is difficult for Networks and
States to identify poorly performing facilities that require intervention. In some instances, Networks
have access to facility-specific data either because they collect them on their own or through other
research efforts. Even if a Network is able to identify a facility performing well below accepted
standards, Networks have little enforcement authority to ensure compliance and are reluctant to share
such information with States who have more authority. Networks are reluctant to share data with the .
States because they fear that States will misinterpret the data and will be unable to protect the data
from public disclosure. Networks believe eventual public disclosure will undermine their collegial
relationships with the facilities. Currently, no data are readily available to the public on a facility-
specific basis either by HCFA, Networks, or States.

The complaint systems serve as unreliable means for identifying and resolving quality-of-care
concerns. Three major barriers inhibit individuals from lodging complaints. First, dialysis patients
may find it difficult to complain about an individual or facility providing treatment that their lives
depend upon for fear of retribution. Second, patients may lack an understanding of the technical
aspects of care and may not know when to complain. Third, staff of dialysis facilities face
significant deterrents to lodging complaints; such actions could put their jobs at risk and brand them
as a trouble-makers, thereby jeopardizing future employment in the field.

Network officials are aware of and often sympathetic to these barriers. But, in general, their policies
and practices make the barriers even more imposing.- First, they tend to discourage confidential
complaints by stopping investigations short if complainants are unwilling to allow their names to be
disclosed to the facility in question. Networks reported that it is difficult for them to investigate
complaints fully without disclosing the complainants’ names to the facility. Second, about half of
the Networks require grievances to be in writing, before they take any action, unless they involve
life-threatening situations, even though HCFA policy states that such an approach is unnecessary.
Third, Networks, and even more so the States, conduct little outreach to inform, let alone encourage,
patients or staff to use the complaint system. The information that the Networks provide tends to be
limited to posters sent to facilities and information packets sent to new patients who are usually
overwhelmed with information at that early stage.
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States and Networks conduct few on-site investigations of complaints concerning the quality of care.
In 1998, State survey agencies conducted about 250 on-site investigations; the Networks, about 35
. for over 3,000 facilities nationwide.

The complaint system also may be bogged down with information requests drawing resources away
from more serious problems. We examined 9 Network complaint logs for 1998 and found that these-
9 Networks combined received over 700 complaints. However, the majority of these complaints did
not involve quality-of-care concerns. About 45 percent were actually requests for information and
13 percent involved concerns expressed (typically by staff) about disruptive patients. Of all the
complaints, 25 percent concerned service quality (e.g., temperature of facility, waiting times,
friendliness of the staff) and 15 percent technical quality (e.g., clinical care, adequacy of equipment).

Networks and the States rarely work together to handle complaints, resuiting a fragmented system.
Working single-handedly, neither the States nor the Networks can tap the full potential of a
complaint system that effectively addresses quality-of-care concerns. Through their board
membership, Networks have important clinical expertise in nephrology that gives them substantial
ability to assess and follow-up complaints regarding the adequacy of clinical care. But the Networks
have little authority to enforce corrective actions. The States, on the other hand, have enforcement
authority for violations of the Medicare Conditions for Coverage, but tend to lack the clinical
expertise concerning renal care. The Networks do refer to the State agencies complaints concerning
the Medicare Conditions. We found that in 1998 each Network referred, on average, three
complaints to the States. But the Networks report that the State agencies do not routinely inform
them of the results of complaint investigations or even whether they conducted an investigation.
Similarly, Networks themselves do not tend to be any more forthcoming in informing the States of
their own investigations. And, Networks and State agencies seldom undertake combined complaint
investigations about the quality of care.

Medicare certification surveys play a limited role in ensuring facilities meet minimum
standards. The elapsed time between Medicare surveys is increasing. Facility, Network, and State
agency staff viewed Medicare surveys as an important part of external oversight. However, we

" found that in 1995 20 percent of all facilities were not surveyed within 3 years; by 1998, that
increased to 44 percent. Ten percent of facilities had not been surveyed in 6 years or more by the end
of 1998.

Partly as a result of the low frequency of surveys, State survey agencies have difficulty maintaining
the expertise of surveyors. Network and State officials stressed that dialysis surveys are highly
technical, requiring knowledge not only of water treatment processes but also of the complexities of
dialysis treatment. As dialysis surveys become less frequent, surveyors are increasingly hard pressed
to maintain their familiarity with dialysis facilities, let alone keep pace with technological advances.

The Medicare Conditions for Coverage for dialysis facilities provide an inadequate foundation for
accountability. Established in 1976, the Conditions fail to reflect major changes in the delivery of
dialysis services, in the organizational auspices of dialysis facilities, and in the concepts of quality
oversight and quality improvement. The Conditions fail to hold the facility governing body and the
medical director sufficiently accountable for the quality of care, and they fail to require facilities to
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report facility-specific data, to conduct quality improvement programs, and to monitor patient
satisfaction. ’ )

Medical injuries are not systematically monitored. Medical injuries are attributable to the care
provided to the patient. Such injuries can happen even in the best of health care facilities. HCFA
does not require the Networks, the State agencies, or facilities to identify and analyze medical
injuries attributable to the care provided to the patient as opposed to the patient’s underlying
condition. Without such a system, an important opportunity to identify problems is missing.

Networks and State Survey Agencies Are Not Held Accountable for Their
Effectiveness.

Assessment of Networks’ performance is minimal. Although HCFA receives regular information
from Networks, it provides little substantive evaluation and feedback to them. For instance, HCFA
does not hold Networks accountable for how facilities fare on performance measures. HCFA’s most
formal mechanism for evaluating the Networks is the year-end evaluation questionnaire that the
project officers complete and send to the central office. In our review of the completed
questionnaires for 1998, we found that they consisted of multiple-choice questions and few
contained any elaboration.

Assessment of State survey agencies’ performance is also minimal. HCFA has few means to
evaluate the content or quality of the surveys the State agencies conduct on behalf of Medicare.
HCFA no longer validates surveys. Recently, HCFA eliminated this in favor of periodically
observing State surveyors’ performance and offering advice and assistance as applicable.- While the
latter approach has potential and may well involve some useful informal assessment and feedback to
the State surveyors, we found no evidence of substantive evaluation and feedback to the States on
such key matters as the effectiveness of the surveys, the skill of the surveyors, and the adequacy of
collaboration with the Networks '

Public disclosure is limited. HCFA offers no readily accessible public information (e.g., on the
Internet) on any Network or State actions taken by either Networks or States to protect the public.
All Networks have websites, but they vary significantly in the amount and type of information that

- they post. None publishes any information on complaints received and investigated at a particular
facility or on any corrective actions pending against a particular facility. Similarly, little information
is readily available on the performance of States. Survey results are available only upon request and
are difficult to interpret. Results are not routinely posted on the Internet or in facilities.

RECOMMENDATIONS

We urged HCFA to provide leadership to address the shortcomings we have identified. In doing so
we suggested that HCFA (1) steer external oversight of the quality of dialysis facilities so that it
reflects a balance between collegial and regulatory modes of oversight, and (2) foster greater
collaboration between the Networks and State survey agencies. Toward that end, we offered the
following specific recommendations.

Senate Special Committee on Aging .
Hearing -— June 26, 2000 Page 5



33

Holding Individual Dialysis Facilities More Fully Accountable for the Quality of Care.

Conditions for Coverage. The current Conditions are close to a quarter-century old. It is time to
update and reinforce them as a tool for holding dialysis facilities accountable for the quality of care
they provide. We recommend that HCFA revise the current Conditions so that, at a minimum, they:
strengthen the accountability of the dialysis facility governing body, reinforce the accountability of
the dialysis facility medical director for patient care, require facilities to report electronically on
standardized performance measures determined by HCFA, require dialysis facilities to conduct their
own quality improvement program, require dialysis facilities to establish internal systems for
identifying and analyzing the causes of medical injuries and medical errors, and require dialysis
facilities to monitor patient satisfaction.

Facility-Specific Performance Data. Facility-specific measures should be used to encourage
facilities to improve the quality of care and to help ensure facilities meet minimum standards.
HCFA should identify a core set of performance indicators to collect regularly on all patients from
facilities. HCFA, with input form the professional community and from patients and patient
advocates, should determine a new core data set of clinical data that will be used to help assess the
quality of care provided by facilities. Using these data, HCFA should disseminate comparative
facility-specific reports to facilities, Networks, State survey agencies and the public containing all the
performance indicators. The data should be available to facilities to support internal quality
improvement activities, to Networks to support regional quality improvement activities and to
identify outliers for further review, to State survey agencies to help guide and inform the survey
process, and to the public to foster public accountability. We emphasize that HCFA's posture
toward performance data should be that if they are worth collecting, they are worth disclosing.

Complaint System. HCFA needs to work with the Networks and the State survey agencies to
establish an effective complaint system that reflects eight key elements we outline in the report:
accessibility, objectivity, investigative capacity, timeliness, responsiveness to complainants,
enforcement authority, improvement orientation, and public accountability. HCFA should conduct
pilot projects to test ways in which the Networks and the State survey agencies could work together
to create such a complaint system that is integrated. HCFA should also develop a common
instrument that facilities and others could use to assess patient satisfaction. For many patients, an
anonymous response to a patient satisfaction survey may serve as a safer vehicle for expressing
concern than a formal complaint to a facility, Network, or State agency.

On-site Certification Surveys. Routine, on-site surveys are important to help ensure that facilities
comply with minimum standards outlined in the Medicare Conditions for Coverage. HCFA should
determine an appropriate minimum cycle for conducting Medicare certification surveys of dialysis
facilities. In addition, HCFA should conduct pilot tests to determine the potential of Network and
State joint initial certification visits of dialysis facilities. We recognize that at the time of initial
reviews few patients are receiving treatment at the facility and therefore major problems rarely are
uncovered. However, we think that initial reviews provide an opportunity for the Networks and
States to work together cooperatively without the pressures associated with a for-cause investigation.

Medical Injuries. The Institute of Medicine recently called for a mandatory national system for
reporting of such adverse events in hospitals and other health care facilities. Given that dialysis
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treatments are paid for primarily by Medicare funds, and that HCFA has the major responsibility for
the external quality oversight of the facilities, dialysis facilities are an ideal candidate for testing this
kind of reporting system. HCFA could facilitate the development of publicly accountable means for
identifying serious medical injuries and analyzing their causes. The system should provide for the
analysis of adverse events and for any necessary corrective actions at the facilities involved.

Holding the Networks and State Survey Agencies More Fully Accountable for Their
Performance in Overseeing the Quality of Care Provided by Dialysis Facilities.

Distinctive role of Networks and States. Policy guidance delineating the distinctive roles of the
Networks and State survey agencies in quality oversight and providing direction on how they should
collaborate is needed. HCFA should clearly state that the Networks serve as its primary agents in
fostering continuous quality improvement in the care provided to dialysis patients, but yet must also
support enforcement efforts. Similarly, it would be helpful for HCFA to clearly state that the State
survey agencies serve as HCFA's primary agents in enforcing compliance with the Medicare
Conditions for Coverage, but also must support improvement opportunities. HCFA can convey this
in two ways. For Networks, their contracts, particularly in the section explaining HCFA’s Health
Care Quality Improvement Program, would seem to be a particularly appropriate vehicle. For the
State agencies, the annual budget call letter would appear to be the most appropriate forum. Ata
minimum, the Networks and State agencies should be held accountable for collaboration in the
following four areas: (1) sharing facility-specific data, (2) sharing State survey results, (3) working
together in addressing complaints, and (4) consulting one another in their respective areas of
expertise. . -

Accountability of Networks. Networks can be held more accountable in two ways. First, HCFA
should develop, with input from the Networks, a system for performance-based evaluations of the
Networks. Given the development of increasingly sophisticated performance measures, it is
reasonable to use them as key references in assessing the Networks’ own performance. HCFA has
already moved in this direction with the Medicare Peer Review Program. Second, HCFA should
increase public disclosure of information on the Networks. Such disclosure can be particularly
important in helping the media, advocates, patients, and other interested parties understand how
Networks handle complaints and use performance data to improve dialysis care. In the process, it
reinforces the point that publicly-funded Networks are accountable to the general public as well as to
HCFA.

Accountability of the State survey agencies. State agencies can also be held more accountable in
two ways. First, HCFA needs to better assess the State surveyors. One way this can be
accomplished is to observe more State surveys. This provides HCFA with the opportunity to provide
direct feedback to surveyors and can be more instructive and timely than validation surveys.
However, because of the technical nature of these surveys, it may be difficult for HCFA personnel to
develop and maintain the expertise to constructively assess State surveys. In this regard, HCFA
should consider developing a small group of contracted, experienced dialysis surveyors that it could
draw upon to periodically observe State surveys as well as to investigate complaints as needed.
Second, HCFA should increase public disclosure of information on the States survey agencies.
Particularly relevant would be information on the number of surveys conducted, the specific facilities
surveyed, the type of deficiencies found, and the corrective actions taken. As with the Networks,

)
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HCFA could post this and other pertinent information on its own website or call for the States to post
it on their own, or even post it within the facilities as is the case for nursing homes.

We presented our recommendations in the context of the current oversight system in which HCFA
relies upon the Networks and State survey agencies. We believe that this system has the potential to
provide effective oversight if HCFA moves in the direction we call for. We want to stress that while
HCFA has authority and leverage, it must approach the Networks and State agencies as partners who
contribute to and share a commitment to high-quality dialysis care. We also want to stress that
external oversight must be conducted in ways that minimize the regulatory burden on dialysis
facilities and seek to complement the facilities’ own internal quality review efforts.

- HCFA has developed a comprehensive plan of action which we regard as responsive to our findings

and recommendations. The plan outlines HCFA'’s actions for each of our recommendations. Most
notably, HCFA’s commits to collect and disclose facility-specific performance data, increase on-site
surveys, revise the Conditions for Coverage, and strengthen the complaint process.

This concludes my testimony, and I welcome your questions.
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The CHAIRMAN. Thank you very much.

I have questions of all of you and I am sure that Senator Breaux
will, as well. And I would encourage you, if I ask a question of one
person and somebody has something to add to it or another point
of view on the same question, to signal your intent and I will be
glad to include other people in the response.

Dr. Bays you referred to yourself and other dialysis patients as
“money cows with a market value of $100,000.” What do you mean
by that?

Dr. Bays. Dialysis patients are routinely sold. In other words,
being that the dialysis industry is not covered by the Stark law, a
physician can sell his patients. The clinics, the companies routinely
sell patients to each other. In other words, it is like commodities.
And being a patient, they are locked into a geographic area and
there is nothing they can do about it.

So this is, to me, one of the major problems, is the dialysis com-
munity should be put under the Stark law, like all other physicians
are. That is the No. 1 thing. And No. 2 is that we think that Micro-
soft has a monopoly; Microsoft does not really have a monopoly.
Some of these for-profit companies have a total monopoly because
they control the production of dialyzers, production of the machine,
down to the services, down to control of the geographic area. So
they control it completely.

Does that explain what I am talking about?

The CHAIRMAN. Yes, very much so.

Dr. Bays, you describe your experience at the first dialysis center
that you went into, and these were your words, as hell. Can you
elaborate on the quality of care you received there?

Dr. Bays. Well, in other words, whenever dialysis started out,
like he referred to with the nurses and everything like that, which
I think the main focus on dialysis should be educating the patients
as to what is proper care. And the second thing is self-care or home
care because the dialysis patient is on dialysis for the rest of their
life; most of them are. Transplantation is a thing for some people
but most of them, it is not and it is not a permanent cure.

Therefore, the faster they can dialyze you, the more money they
can make. So they run you through just as fast as they can and
give you the minimum amount of care to keep you alive for a cer-
tain length of time. -

Does that explain it?

The CHAIRMAN. Yes, thank you very much.

Now I want to ask Mr. Smith a question. This is something that
I did not have a chance to think about until just today because my
staff just learned of this today, that your dialysis facility made calls
to you about your testimony today while you were on dialysis.
Could you tell me about that telephone call?

Mr. SMiTH. Well, I believe it was Friday I walked in the facility
and the head of the nursing staff there asked me if I would receive
a phone call from the Vice President of the company. I asked her
if 1t would be all right if I called her after I got off the machine
or the next day and she said no, she would like to talk to you now.

So about 15 minutes after I was on the machine, the phone did
ring and I got a call from her and it was basically that she had
seen on the website that I was going to be testifying today. She
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was questioning a few of the things I was going to say and she
then asked me if I would release my medical records for the com-
pany to release what my dialysis clearances were and that kind of
stuff. I told her no, if somebody had a question about my clear-
ances, they could ask me.

And I am not sure if there was a subliminal threat of some sort
or whatever, but she then went on to say that the chairman of the
board of the company would be calling me Wednesday when- I-get
b}allck. So I do not think they are going to be congratulating me on
this.

The CHAIRMAN. Well, you were on dialysis at the time. How did
that call affect you or how does it affect you today?

Mr. SMITH. Well, the general policy for myself is if somebody
wants to talk to me about the quality of care, I do not talk while
I am sitting in the chair of a dialysis machine. It puts them at an
advantage and I will not discuss it. But it kind of looked at this
point in time like I really was not given much of a choice.

And just from the physical aspect of it, of course your blood pres-
sure is going to go up and it affects your run entirely.

The CHAIRMAN. What happens if you are asked to leave the facil-
ity where you now get dialysis?

Mr. SMITH. I have been asked to leave the facility where I am.

The CHAIRMAN. How recently were you asked to leave?

Mr. SMmITH. Paragraph about 2 years ago. They consider me a
troublemaker and a whistleblower, if you will, because I ask them
to do their job, the job that they are paid to do.

The problem is 90 percent to 99 percent of dialysis patients, like
the doctor was saying, are not educated in what they are supposed
to get. They are not aware or made aware of the care that they are
supposed to be getting.

There is also the intimidation factor. As a patient advocate for
about 6 months, I could not get patients to talk because they are
so afraid of what the technicians are going to do to them that they
just do not say anything.

The CHAIRMAN. And being in the situation where you are, with-
out dialysis, obviously death is just around the corner and then
being intimidated about that is even further stress that I presume
causes some health problem.

Mr. SMITH. Absolutely. But personally, after 20 some years, I am
not intimidated easily. So it is not just me; it is the other patients.
The other patients get intimidated very easily and it does affect
their care.

The CHAIRMAN. In my opening statement I talked about the law
that protects congressional witnesses, so I hope if there is any re-
taliation against you that you will inform me.

Mr. SMITH. Absolutely.

The CHAIRMAN. Mr. Grob, what is the process to get a complaint
investigated by a state agency, as opposed to a network?

Mr. GROB. A complaint can be made in either case. They can be
made, as they are in nursing homes, through the survey and cer-
tification agencies, but they can also be made through the Net-
works. So there is a dual avenue, if you will.

One of the deficiencies that we found in the system is a failure
to take advantage of the great potential that is there because the
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people who work for the Networks have a very high level of knowl-
edge of dialysis care and the people who do the survey and certifi-
cation have knowledge of the quality control systems. And if we
could only B“/t\ the two together, they could probably do a lot better
job of responding to these complaints.

The CHAIRMAN. Why do Networks require written complaints, as
opposed to HCFA not requiring them?

Mr. GroB. I do not think they should be requiring the written
complaints. I think that would discourage——

The CHAIRMAN. But they evidently do.

Mr. GrOB. They evidently do; that is right. And they may require
identification of the person filing the complaint, as well. And, as
the last witness said, we noticed in doing our reports, as well, that
some of the patients were feeling intimidated and nervous about
making complaints. In my opening statement I made a remark
about how the patients really do not have the incentive to make
complaints. That was probably a milder version of the statement
that they may feel intimidated—they have to sign things; they
have to identify themselves.

The CHARMAN. Dr. Scanlon—and then I will go to Senator
Breaux—why doesn’t the threat of termination keep dialysis facili-
ties in compliance for more than a short period of time? And what
sort of recommendations does your agency have for addressing the
problem?

Dr. SCANLON. Mr. Chairman, the threat of termination has no
teeth because each facility is given an opportunity to return to com-
pliance before the termination actually occurs. And invariably, fa-
cilities take advantage of that. In terms of almost 500 actions that
threatened termination, only three facilities were ever terminated
in the last 5 years.

The lack of incentive is associated with the fact that there is no
cumulative history that is supplied when one is reviewed and when
the action to terminate is initiated. You are given the same oppor-
tunity to come back into compliance as if you had never had an-
other problem in the past.

So it is our sense that there is no cost to a facility to be out of
compliance. And in fact, there is even less of a risk to facilities
today because surveys are going to occur so infrequently that a fa-
cility may remain out of compliance for a considerable period of
time before it is detected and before they have to engage in produc-
ing a plan of correction.

The CHAIRMAN. Senator Breaux.

Senator BREAUX. Thank you very much, Mr. Chairman. Thank
you, members of the panel.

I take it that HCFA has the authority to impose monetary fines.
Did not Congress give them the authority to—

Dr. ScaNLoN. HCFA does not have that authority with respect
to dialysis facilities. They do have the ability to withhold Medicare
payments when there are problems associated with dialyzer reuse
and they actually are allowed to recoup Medicare payments that
have been made when they are associated with dialyzer reuse.

Senator BREAUX. On your statement on page 4, “Congress au-
thorized HCFA to impose penalties on such facilities.”
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Dr. SCANLON. Right. It is in the case of dialyzer reuse and HCFA
has——

Senator BREAUX. Only in that case?

Dr. ScaNLON. Right. HCFA has said that they find the imposi-
tion of those penalties or the recouping of funds too difficult be-
cause they have to be recouped only for the patients that are af-
fected by the deficient procedures. So we feel——

Senator BREAUX. So we gave them authority to impose penalties
for dialyzer reuse but not for other problems?

Dr. ScaNnLoN. Not for failure to comply with other conditions of
participation; no, Senator.

Senator BREAUX. That is one of the stupidest things we have
done in a while.

The CHAIRMAN. You are right.

Senator BREAUX. We wrote a law that spelled out that we can
impose a penalty for dialyzer reuse but for nothing else that goes
wrong?

Dr. ScaNLoN. That is correct, Senator. And also with respect to
the Networks, there are provisions where the Networks have some
flexibility in terms of the sanctions that they impose for lesser defi-
ciency, but when a deficiency is serious, only termination is their
option.

Senator BREAUX. It just points out something that I have been
arguing about for a very long time—the ultimate micromanage-
ment of the Medicare program by the Congress, to get down to that
small of an act of Congress for that specific a violation but not to
give someone the authority to look at the whole thing. It boggles
my mind.

So I guess your recommendation is because the penalty is like
the sledgehammer approach, if you are not running a good pro-
gram, the only thing we have the ability to do is withhold certifi-
cation, so it does not occur very much.

Dr. SCANLON. That is correct, Senator. A penalty that is so se-
vere is very rarely going to be 1mposed and I do not think we would
be comfortable if it was imposed very frequently. Something inter-
mediate creates the incentive to try to avoid the penalty because
you know it is going to be imposed.

Senator BREAUX. OK. Under the current rules and regulations,
131,000 pages under Medicare, do we have to have another act of
Congress to give them the authority to do something short of decer-
tifying a facility?

Dr. SCANLON. I am afraid you do.

The CHAIRMAN. Senator Breaux, that is one of the things that I
think I have concluded, and I am going to come to you and ask you
for your help, what we need to do in that area and I do not know
how difficult it will be to do but I think we need to take a look at
it.

Senator BREAUX. It may be the only Medicare reform we do all
year.

The CHAIRMAN. Well, I support your approach on Medicare re-
form but I do not think we will get there this year, but we will get
there sometime.

Senator BREAUX. How does the penalty provisions for failure to
comply with standards compare in the dialysis facilities to the situ-
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ation with the nursing homes, which this committee has looked at
before, when you find a violation in a nursing home?

Dr. SCANLON. I think the most important difference is the ability
in the nursing home area to impose a monetary penalty. Even
though, as we have talked before in prior hearings, monetary pen-
alties have not been imposed very often in the nursing home area,
part of that was due to some of the administrative difficulties that
HCFA was having in using that sanction.

They have had more resources this year, the ability to use more
administrative law judges, and hopefully some of those administra-
tive problems will be resolved and we will be able to identify
whether or not monetary penalties will be an effective technique in
the nursing home area. But that, I think, is the principal difference
between nursing homes and dialysis facilities.

Senator BREAUX. Tell me, either Mr. Grob or Mr. Scanlon, who
can tell me about the Networks? What are they supposed to do and
how do they work or how are they supposed to work?

Mr. GroB. The Networks actually sponsor a lot of improvement
projects for the facilities in their regions and they also gather clini-
cal and other data to gauge the effectiveness of the operations of
the clinics.

The key thing here is that they do do that and there has been
a set of measures that have been used, for example, to demonstrate
that the care overall has improved. But what is lacking is that they
do not use that same approach for individual facilities or for indi-
vidual physicians or for the care of an individual patient. And of
those three, probably the individual facility is the key.

So they might be issuing reports that things are going great in
the region but if you wanted to know how a particular facility is
doing, you would have trouble finding that out and there might not
be the goals established for that facility that the facility will be
held to. Yet it should be possible to that. In fact, some have tried
that and it does seem to bring about——

Senator BREAUX. Do the people in the Networks work for Medi-
care?

Mr. GroB. The people in the Networks, they are contracted by
Medicare to do the work but they are experts from the dialysis in-
dustry.

Senator BREAUX. Now, do they inspect the facilities or just look
at the overall information coming out of a collective group of facili-
ties?

Mr. GROB. It is more the latter than the former. The inspections
are done by the state survey teams.

Senator BREAUX. Are we duplicating the effort here? Is there not
some way of combining the work that Networks do with inspectors
and have one more efficient operation?

Mr. GroB. That would be the absolute best thing that we could
do. We really think that both approaches, which we have here—you
do have the survey and cert inspections and you do have the Net-
works—they are both good. Either one alone would not be so good
but you have both of them and we think we should do more with

both of them, especially at the individual facility level. There are .

some really good opportunities for on-hand cooperation.
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For example, I mentioned the resolution of complaints. It is also
possible to strengthen the way surveys are conducted, by getting
more information from the renal Networks about what is happen-
ing in individual facilities.

There is a lot more that could be done about getting these two
groups working more closely together. They do not overlap what
they do. So if you can get them working more closely together, you
ia)re going to get a better product out of it. It is going to be much

etter.

Senator BREAUX. Well, is there any way to compare the state of
. this industry, this treatment as far as quality, 10 years ago to what

it is today? Are we better off today with the type of treatment or
are we about the same or are we going in the wrong direction?

Mr. GROB. Overall, I do not think there is any question but that
the efficacy of the treatment has improved. There seems to be no
?uestion about that from the point of view of the clinical guide-
nes.

However, I think from the point of view of the service to the pa-
tient in the facility and the failure to really get control over medi-
cal errors when they occur or complaints when they are registered,
I think that those areas are very deficient.

And I would like to take, if you do not mind, the opportunity to
elaborate on the question you asked about comparison to the nurs-
ing home industry, because I think there are two other differences.

In the nursing home industry, you have the survey and certifi-
cation reviews approximately once a year. There is no timeframe
for these facilities. As we said now, only about half of them get it

“even once every 3 years and some even less than once every 6
years.

The other thing is if you wanted to check into a nursing home,
you could go to HCFA’s website and they will have a program there
where you can look up any nursing home by name and you can find
out the results of the survey and certifications the last three or
four times they were given but you cannot get that information at
all about any of these ESRD facilities.

Senator BREAUX. Oh, we do not have that information on the
website?

Mr. GROB. It is not there.

Senator BREAUX. So you cannot compare them to nursing homes.
Before, you could go off and you can find more information about
a toaster oven than you could about some medical facilities—find
out how often it breaks and how much it costs to repair it and
which ones are reliable and which ones are not. The nursing home
industry now has that, working with HCFA, has put that on the
Internet and made it available to everyone just to be able to check,
and you are saying we do not have that type of system for the dial-
ysis programs?

Mr. GROB. That is exactly right.

The CHAIRMAN. Is the information available so it could be put on
line?

Mr. GROB. There are fewer surveys, so from that point of view,
there is less information. However, these Networks do gather a lot
of information for the regional dialysis facilities, so there is facility-
specific information that is available. In fact, if I may go even fur-
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ther here, the idea would be to use at the facility level some of the
techniques that are being used at the regional level to promote an
improvement in care. Facilities ought to be able to compare how
well they do with respect to other facilities, previous periods of
time, things like that, and other people ought to be able to compare
them and goals ought to be set. And if you did those things, I
think, in connection with strengthening the survey process, I think
it could be done. I think you could see a real improvement here.

The CHAIRMAN. So you think there would be information avail-
able that could be put on line here. :

Mr. GROB. Yes.

The CHAIRMAN. And it would be available through an agency
that contracts with Medicare.

Mr. GroB. Yes. Both the surveyors and the networks are contrac-
tors of the Health Care Financing Administration. Now, I think ev-
eryone agrees that the performance measures and the other data
need to be improved and HCFA is planning to do that. I think the
industry recognizes that and has some of its own initiatives.

Senator BREAUX. It is clear, too, and I think the Chairman would
agree with me that if you have that information out there to the
public, it is an incentive to the providers to do a better job.

Mr. GrOB. Exactly.

Senator BREAUX. Because they know their record is out there,
like a nursing home’s record, with all the good features and all the
negatives. People are going to shop and compare.

Mr. GrOB. That’s right.

Senator BREAUX. If you have that information out there, there is
going to be a real incentive to make sure we are doing a better job
because we are going to get reported on.

Mr. Gros. Exactly.

Senator BREAUX. What I am hearing then is inadequate suffi-
ciency of inspections and an inadequate range of tools with which
to penalize the operator for deficiencies that need to be addressed.

Mr. GROB. Yes.

Senator BREAUX. Dr. Bays and Mr. Smith, I do not have any
other questions but I would certainly like to thank you very much.

Dr. Bays. Well, I am on the network and the first thing you have
to realize is that information on networks is voluntarily sent to the
network from the clinics. There is no way that they check the au-
thenticity of the data. I have seen the data and to me, it is a joke.
The way they measure adequacy is also a joke. It is taking their
word for it.

We have the ability now, this electronic age, to get the true data
and get it from the back of the machines. Unfortunately, the net-
work is run by the industry, it is staffed by the industry, has vol-
unteers, and it is like letting the fox watch the henhouse.

We have gone from a mortality rate in the United States of 10
percent to 25 percent. The rest of the civilized world has a mortal-
it)i rate of less than 10 percent and those facts speak for them-
selves.

Senator BREAUX. Mr. Smith, do you have a comment?

Mr. SMITH. Senator, I would like to take one step back to the fa-
cility level and the information that is being gathered and reported.
There is absolutely no incentive at the facility level for them to re-



43

port mistakes that happen. There is incident report, I think it is
called, that they never write. So the information that they are
going to get is going to be false to begin with.

Senator BREAUX. It is like confession time. They are not going to
confess.

Mr. SMITH. You can gather up all the data about how great the
units are doing when it comes to the patient care relationship be-
cause mistakes are never made or never recorded. They are never
reported.

Senator BREAUX. You know, it is interesting. I was reading about
the numbers in the health care system in the country and we all
think we have the finest in the world. I continue to think we do
but these numbers I saw in one of the magazines just a few min-
utes ago was that $334 is the amount of money spent in the coun-
try of Oman for a person per year on health care and Oman ranks
No. 8 in the world for overall fairness and quality of the health
care.

The United States, on the other hand, spends $3,724 per year
per person on health care and we rank 37th in the world on the
quality of our health care system. So it is not just a question of
spending money. It is a lot more and hopefully we are making .
progress.

Thank you very much. I thank the panel.

The CHAIRMAN. I think Dr. Scanlon also wanted to add some-
thing to your last comment, Senator Breaux.

Dr. SCANLON. I just wanted to add that while I agree completely
with the power of information and how we really should be moving
to focus on clinical outcome data, a note of caution in terms of how
long it may take us to get there is also in order. For example, as
we did our work and we looked at the different networks, and we
found extreme variability in terms of both the quantity and quality
of information they were collecting about a facilities performance.

As Mr. Smith has indicated, there are reasons to believe that pa-
tient care information is not always being reported and there are
issues of accuracy of reporting.

As we start to use this information, I think we have to be even
more concerned about errors that may appear in the data and to
have the methods in place to make sure that we have accurate, re-
liable data, and we do not have those today.

So I think while we would like to use patient outcome and clini-
cal data to measure how well a facility is doing, it is going to poten-
tially be a while before we can be there on a national basis.

The CHAIRMAN. I have three questions I want to ask. Let me an-
nounce that Senator Breaux and I may have some questions that
we will submit for answers in writing, but also other members who
could not come may want to do that, as well, so I want to ask you
to do that in 2 weeks.

Dr. Bays, you stated in your testimony that you have concerns
about reuse of dialyzers and you do not reuse them yourself in your
hemodialysis at home. What is your greatest concern about reuse?

Dr. Bays. Well, the greatest concern—there are several concerns
with it. One of them, a dialyzer is like an oil filter, basically the
same thing as your car. When you have an old oil filter, the thing
that filters out gets stopped up. These little pores in this dialyzer
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get stopped up and the things that you do not get out—you talk
about urea, that is mildly toxic in the body. The beta-2
microglobulins, the phosphorus and other factors are the ones that
should be removed.

Another thing is the chemicals that are used in reuse. The major
one is peracetic acid and if you will look at it, peracetic acid is a
fairly nasty animal. In other words, if you spill some on you the
precautions are that you are supposed to get your clothes off. If you
get some on your shoes, you throw them away. If you inhale it, it
can be fatal.

And this dialyzer is like an old garden sprayer. If you take a gar-
den sprayer and you put some weed killer in it and you rinse it
and you wash it and you do everything you want to it and then you
put some insecticide in it, it will still kill your shrubbery when you
use it.

The CHAIRMAN. Well, that is what is wrong.

Dr. Bays. That is simply the basic thing there.

Then also, the chemicals change the proteins, the blood that is
in there, and they form toxins. This all documented in the lit-
erature.

The CHAIRMAN. Thank you.

Now I would ask Mr. Smith a question and that is in regard to
your own experience with the effect of your having cardiac arrest
because of high and low potassium levels. I would like to have you
explain what happened to you there and exactly what you and your
family were told at the hospital about the reasons.

Mr. SMITH. Well, I think there were two distinctly different sto-
ries from the providers if I had died and since I lived. I mean if
I would have died, they would have just told them that it was just
simply that this happens in dialysis. This is just part of being a
dialysis patient.

But since I lived, I really was not told anything. I was told I had
low potassium but there was no investigation as to what caused it
that I am aware of, other than my own. And I believe by looking
back at the records like I did and talking with the doctor and going
back over my chemistry through the labs, I pretty much figured out
what had happened.

So again if I can conclude, there are two different stories, one
had I died, and I did not really get much of a story since I lived.

The CHAIRMAN. And my last question, Dr. Bays, is about the part
of your testimony where you told me that the first facility that you
went to, the technicians were “untrained personnel with no medical
background.” How could you tell this? But, more importantly, if you
were going to voice a concern or other people voice a concern about
an untrained technician, do patients feel comfortable complaining
a}ll')out‘7 the quality of their care or the people who are working with
them?

Dr. Bays. The first thing, I did not realize they were untrained
until I went to the second facility and really understood. It was in-
conceivable to me, as a professional man, that a person would be
untrained and unskilled. I knew they were unskilled but it was in-
conceivable to me that—say if you had an accident and you went
in the hospital. You assume in the emergency room that the one
that that is going to put in the catheters and fluids in you is skilled
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In doing it. You just assume this. So you cannot visualize what ex-
ists. '

Plus the fact that you have to realize this, and most people do
not understand this, that a person who is very anemic and very
uremic has greatly diminished mental and physical abilities. 1
mean your IQ drops down quite drastically.

You go into a dialysis center and just sit back and look at those
patients. They are very lethargic. They really do not have the men-
tal ability—I know this sounds strange to you—to really make in-
telligent decisions. It is only whenever they—it is basically like
concentration camp victims. They are very easy to control and they
do not have the—their main thrust is on keeping alive. I know this
sounds strange to you that this would happen in this country.

The CHAIRMAN. What about patients being willing to complain
about the quality of care that they receive?

Dr. Bays. Well, there are two things there you have to realize.
You remember if you are on the verge, the end, you realize that
if you miss two or three dialysis treatments, you are going to die.
Plus the fact is just think of somebody there and you do not want
to make them mad because they have this needle as big as a 10-
penny nail; they can make you behave,

I know this may sound strange to you. I know when I was on
a network, they would get these complaints. See, they have to send
in the name and patients would not send in their names because
the first thing a network does is send the name back to the facility
to work it out.

So if you are in a position where you will die if you do not be-
have, then you are going to behave. I do not know if this makes
sense to you or not. Until you are in this position, you really cannot
understand.

The CHAIRMAN. And we appreciate that.

Thank you all very much for your testimony. We appreciate your
cooperation and hopefully Senator Breaux and I will come up with
a program that will help some of these situations not to be re-
peated.

Now I am going to call our second panel of witnesses. We have
Terry Bahr, President of the National Renal Administrators Asso-
ciation. We have Dr. William F. Owen, President of the Renal Phy-
sicians Association. Then we have Dr. Jay Wish, President of the
Forum of End Stage Renal Disease Networks, and Dr. Jeffrey L.
Kang, Health Care Financing Administration.

We will take your testimony in the way that I introduced you,
so that will be my left to my right. Mr. Bahr.



46

STATEMENT OF TERRY BAHR, PRESIDENT, NATIONAL RENAL
ADMINISTRATORS ASSOCIATION, RESTON, VA

Mr. BaHR. Thank you, Chairman and members of the committee
for allowing us to present testimony.

I am an Administrator from Scripps Dialysis Center. We operate
two freestanding dialysis units in La Jolla, CA. I am also currently
the president of the National Renal Administrators Association. It
is a voluntary organization for professional managers representing
freestanding and hospital-based facilities.

Looking at the ESRD program for almost two decades, Medicare
reimbursement in both real and inflation-adjusted dollars, has been
while dialysis has been improving quality of care to 300,000 pa-
tients. USRDS and HCFA 1999 data demonstrate that dialysis fa-
cilities have been improving mortality, as well as improving ade-
quacy of dialysis and anemia management. These are two key dial-
ysis quality measurements for the ESRD patient.

We strongly believe that dialysis providers are continuing to
make progress in improving quality in our facilities and Medicare
must do a better job of reimbursing dialysis facilities so that we
can continue to improve patient outcomes.

The Medicare Payment Advisory Commission, MedPAC, essen-
tially agrees with NRAA and the renal community. They rec-
ommend HCFA annually review the composite rate paid to dialysis
facilities because only the largest dialysis providers are currently
being reimbursed more than their cost. Further improvements in
quality will entail more resources. This is an intensive process re-
quiring staff to do more patient care services, education and mon-
itoring.

MedPAC would agree that dialysis facilities are about as produc-
tive and efficient as possible. Therefore, it is unrealistic to expect
dialysis facilities to be able to do more at the current Medicare re-
imbursement levels.

Unfortunately, HCFA has no authority to update the annual
composite rate, as it does for all other Medicare providers.

NRAA would urge members of this committee to join Senators
Frist and Conrad in introducing legislation to support MedPAC'’s
recommendations to increase payments for dialysis facilities by an
additional 1.2 percent in the year 2001 and add an annual in-
crease, inflation adjustment, for the dialysis providers beginning in
2002.

NRAA has supported HCFA in its efforts to improve quality ini-
tiatives, including the current ESRD Clinical Performance Meas-
ures Project. These projects have provided dialysis facilities with
specific data on how well each facility is doing in improving ade-
quacy of dialysis and anemia management. USRDS, funded by
NIIH, provides facilities also with specific profiling data for their fa-
cilities.

NRAA would like to suggest several improvements within the
ESRD program. HCFA should do a better job of ensuring state sur-
veyors are well trained understand the dialysis regulations. HCFA
should require greater collaboration between the 18 ESRD Net-
works and the state surveyors. I think we heard about that earlier
today and it is nonexistent in my State of California. -
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HCFA should require the state surveyors in general to survey di-
alysis facilities at least every 3 years, taking the limited resources
that are currently available and focusing on facilities who have
lower outcomes or have problems which would free them up to im-
prove those facilities.

There are other ways in which HCFA can help the renal commu-
nity. HCFA should be required to respond in a more timely fashion
to issues that are critical to the industry. An example recently,
HCFA took almost a year to get answers to the renal community
on how to deal with ESRD patients in skilled nursing facilities.
These patients were in the skilled nursing facility, and could not
come to the dialysis unit.

It took 3 years for HCFA to tell us what they would do on reim-
bursement for doppler flow studies. We heard about vascular access
and that is a very key point to dialyzing a patient well. It took 3
ﬂears for an answer and the answer was not what we wanted to

ear.

HCFA should allow dialysis providers to utilize and reimburse
new technologies. Instead, it is all considered part of the composite
rate.’

HCFA should require better coordination between the different
departments of HCFA. The recent reorganizations, a number of re-
organizations, have left us finding more questions and who to talk
a}ll)out any specific issue than any answers that have come from
them. :

HCFA should be given the authority to require physicians to
physically see their patients at least two times a month in their
unit or in their office. Currently that is not the case.

Having made all of the above recommendations, we would still
say the best way to monitor and improve quality to ESRD patients

.in a dialysis facility is to use the existing ESRD network structure
in collaboration with the state inspectors. Dialysis facilities should
have to report data on renal community consensus outcomes to
their network and the networks should have to report specific data
back to the facilities and target the below average facilities for im-
provement. We have found in the renal administrators group that
this type of system works best for turning facilities around.

We have been very supportive of all the quality and continuous
quality programs developed, including DOQI and KDOQI. We con-
tinue to have AAMI reuse of dialyzer regulations, support for their
workshops and meetings and education. And that is the end of my
testimony.

[The prepared statement of Mr. Bahr follows:]
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Good morning Mr. Chairman and Members of the Special Committee on Aging. My name is Terry
Babhr, and I am the Administrator at Scripps Dialysis Center, which operates --- free-standing for-
profit dialysis facilities in LaJolla, California. am currently the President of the National Renal
Administrators Association (NRAA).

The NRAA is a voluntary organization representing professional managers of dialysis facilities and
centers throughout the United States. We represent free-standing and hospital-based facilities, which
are for-profit and non-profit providers located in urban and rural areas. Our members manage
approximately half of the dialysis units in this country which provide dialysis services to a majority
of Medicare End-Stage Renal Disease (ESRD) patients. The association was founded to provide
information and education to our members and to work with the Congress, the Administration, and
other oversight organizations on the Medicare ESRD program. Qur organization is dedicated to
providing quality of care to the ESRD patients in our dialysis facilities in the most cost effective
manner. The association is also dedicated to educating our membership on complying with all of
Medicare’s rules and regulations.

We are delighted to have the opportunity to participate in this important hearing on the Medicare
ESRD program. Our testimony will focus on: (1) NRAA’s position on quality of care provided by
Medicare’s ESRD program, (2) HCFA's oversight of the program, (3) NRAA'’s suggestions for
improvements within the ESRD program, and (4) the association’s numerous initiatives directed at
improving the quality of care dialysis patients receive.

Medicare ESRD Program Is Successful, Cost Effective and Improving Quality of Care

The Medicare ESRD program has been highly successful in providing access to life sustaining
quality care to over 90 percent of individuals with end-stage renal disease in this country. The
Institute of Medicine, in' its landmark study entitled, Kidney Failure and Medicare Program,
concluded that, "It (i.e. Medicare’s ESRD program) has been remarkably successful in fulfilling its
intended objectives."

This program has also been extremely cost effective as explained in the latest United States Renal
Data System (USRDS), 1999 Annual Data Report. According to this report, while real Medicare
payments per year for ESRD continue to rise in response to a growing ESRD population, nominal
spending per patient per year actually decreased by 0.2% in 1997 and in the past several years there
has been little or no growth in per patient spending.

Despite almost two decades of declining Medicare reimbursement both in real and inflation adjusted
dollars, dialysis providers have been improving the quality of care to the estimated 300,000 ESRD
Medicare beneficiaries in this country. The USRDS 1999 Annual Data Report demonstrates that

- dialysis facilities have been improving mortality rates. Also, the 1999 Annual Report on ESRD
Clinical Performance Measures Project, published by HCFA, shows steadily improving numbers
on the adequacy of dialysis and anemia management, two key measures of quality of care for
dialysis patients. .
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However, the NRAA strongly believes that if dialysis providers are to continue making progress in
improving quality of care in their facilities Medicare needs to do a better job of reimbursing dialysis
facilities for providing the treatments that lead to improved outcomes.

Need to Include An Annual Inflation Formula to Medicare’s Dialysis Payments

The Medicare Payment Assessment Commission (MedPAC) essentially agrees with the NRAA’s
and renal coalition’s position. MedPAC, in their March 2000 Report to the Congress, recommends
that HCF A annually review the composite rate paid to dialysis facilities because currently all but the
largest dialysis providers are being reimbursed by Medicare at a payment rate that is less than their
costs. Further improvements in quality will entail more resources as improving quality is an
intensive process requiring staff to do more in terms of patient education, monitoring, services and
rehabilitation.

MedPAC would agree that dialysis facilities are about as productive and efficient as possible and
therefore it is unrealistic to expect dialysis facilities to be able to do-more at current Medicare
reimbursement levels.

Unfortunately, HCFA has no authority to annually update the composite rate, as it does for all other
Medicare providers. However, Congress could mandate that they be required to do so.

The NRAA would urge members of this committee to join Senators Frist and Conrad, in introducing
legislation to support MedPAC’s recommendations to increase payments to dialysis facilities by an
additional 1.2% in 2001 and require HCFA to provide an annual inflation update to dialysis
facilities, beginning in 2002.

HCFA’s Oversight of the ESRD Program

The NRAA has supported HCFA'’s efforts to improve quality through their Continuous Quality
Improvement (CQI) Initiatives, including the National Anemia Study, Core Indicator Study and now
the ESRD Clinical Performance Measures Project. These projects have provided dialysis facilities
specific data on how well each facility is doing in impraoving the adequacy of dialysis, anemia and
other quality measures. The USRDS, funded by the NIH, also provides facility specific profiling
data. The association believes that these types of profiling data have significantly improved the
quality of care in facilities.

NRAA'’s Suggestions for Improvements Within the ESRD Program
While the NRAA believes HCFA has made an honest effort to help improve quality of care in

dialysis facilities, the association would like to make the following recommendations for additional
improvements:
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HCFA should do a better job of ensuring that the state surveyors are well trained and
understand the dialysis regulations. In some states the surveyors are very knowledgeable
but in others they do not understand the ESRD regulations and as a result sometimes unfairly
cite dialysis facilities because they have misinterpreted the rules. Lack of adequate training
also frequently results in variations and inconsistencies in interpreting the guidelines among
the states which creates unjustified problems for providers with facilities in more than one
state.

HCFA should require greater collaboration between the 18 ESRD Networks and state
survey agencies. This would help target the limited resources available to helping problem
dialysis facilities improve the quality of care in their facilities.

HCFA should require the state surveyors in general to survey dialysis facilities every
three years. The state agencies should identify problem dialysis facilities and target them
for more frequent inspections. For dialysis facilities that have been found to provide good
quality care, the state surveyors should only conduct brief surveys in the next third year
survey, so that they can spend the bulk of their time on the problem facilities.

There are other ways in which HCFA could assist the renal community in improving quality care.

1.

HCFA should be required to respond in a more timely fashion to issues that are critical
to the ESRD industry. For example, it took HCFA well over a year to respond to the
association’s request for guidance and clarification of the rules concerning ESRD Medicare
beneficiaries in skilled nursing facilities (SNFs), due to the implementation of the SNF
prospective payment system. Another example was the renal community’s request for
continued separate reimbursement for doppler flow studies. It took HCFA three years from
the time of our first meeting with them on this issue to publish a program memorandum
which we now find unacceptable. The NRAA members have a steady stream of questions
for HCFA on reimbursement issues that directly or indirectly affect quality of care. HCFA
should have to respond to such questions within thirty days rather than the months and
sometimes years before answers are given.

HCFA should allow dialysis providers to utilize and be reimbursed for new
technologies instead of continually claiming that they are already included in the
composite rate paid to dialysis facilities. The latest example concerns doppler flow studies,
which are used to measure the dialysis vascular access. If the vascular access is blocked or
in any way narrowed it is very difficult to adequately dialyze a patient. Instead of
establishing a national policy on the medical justification for separate reimbursement for
doppler flow studies, HCFA is leaving it up to each local fiscal intermediary, according to
their Program Memorandum Transmittal AB-00-44. As a result, some patients’ care will be
compromised because the local intermediary has not made a decision on when or if
reimbursement will be made. Dialysis facilities cannot afford to provide this service without
separate reimbursement given that the composite rate paid to dialysis facilities has essentially
been frozen for the past two decades.
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3. Require better coordination between the different departments of HCFA that handle
ESRD issues. The latest reorganizations have resulted in such fragmentation that it is very
difficult to know who in HCFA is handling an issue and to get all the necessary players at
HCFA to coordinate their policies. This fragmentation has also led to confusion and lack of
clarification on what Medicare's rules are which in tun means that dialysis facilities have
to spend too much time on administrative issues which detracts from their time spent on
improving quality of care.

4. HCFA should be given the authority to require physicians to physically see their
patients at least two times a month in the dialysis unit or in their offices. Physicians
should also be required to participate in patient care planning on a monthly basis for unstable
patients and every six months on stable patients in order to qualify for their monthly
capitation fee.

Having made the above recommendations, the NRAA would still say that the best way to
monitor and improve quality of care of ESRD patients in dialysis facilities is to utilize the
existing ESRD Network structure. Dialysis facilities should have to report data on renal
community consensus outcome measures to their Network and the Networks should work with
facilities that are below the average for their area, state or nationally to improve the care their
patients receive. Renal administrators have found that this system works best in turning
problem facilities into facilities that provide their patients with first rate care.

NRAA'’s Initiatives to Improve Quality of Care for Dialysis Patients

The NRAA has taken many steps since the inception of the association to improve the quality of care
in dialysis facilities. First, the NRAA has worked with other organizations in the renal
community to reach consensus on how to improve quality of care by establishing quality
measurement guidelines. The best examples of this are the establishment of the Dialysis Gutcome
Quality Initiatives known as DOQI and KDOQI, which spell out for the first time guidelines for
measuring adequacy of dialysis, and establishes other outcome measure guidelines. NRAA not only
participated in the development of these outcome measures but has had several speakers at spring
and annual meetings educate renal administrators on how to implement these outcome guidelines.

Secondly, the NRAA allots considerable time at each spring and annual conference to having
a variety of experts educate the membership on the newest quality standards. For example,
when new water quality standards are established by the American Association of Medical
Instrumentation (AAMI), the NRAA had someone from the organization speak about the new
standards. The association has also helped sponsor AAMI workshops on water quality standards for
dialysis facilities. The association also regularly has experts talk about re-use of dialyzers and one
of our members has begun the first partnership with a company to centralize the cleaning and
sterilizing of re-used dialyzers which is hoped will prove to be a cost effective and quality enhancing
program for re-using dialyzers. Another NRAA member is currently participating in a research
project on re-use.




Thirdly, as compliance with Medicare’s numerous and complex rules is another key to
improving quality of care, the NRAA undertook to develop a compliance manual for dialysis
facilities. The association is now selling its compliance manual to administrators and others in the
renal community and has held two compliance workshops, with more to follow.

Fourthly, the association has helped improved cost data collection. The NRAA has also had a
long standing interest in improving the data supplied on Medicare cost reports and annually holds
cost report workshops. The NRAA has been credited by MedPAC with improving the quality of
data reported on cost reports. This is important because without accurate cost data, policy makers
cannot make good recommendations on adequate reimbursement for dialysis care. Without adequate
reimbursement dialysis facilities cannot continue to improve quality of care for their patients.

Conclusion

Again, the association thanks the committee for the opportunity to present our recommendations for
improving quality of care in dialysis facilities and HCFA’s oversight of the ESRD program. I would
like to conclude by stressing to the committee that without adequate funding of dialysis facilities,
providers cannot continue to improve outcomes and reduce mortality rates, which are the true
measures of quality of care for ESRD patients. The NRAA urges the members of this committee
to join with Senators Frist and Conrad in support of an annual inflation update being added to
Medicare’s reimbursement for dialysis facilities to help achieve this goal. At this time I would be
pleased to answer any questions that you might have.
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The CHAIRMAN. Thank you, Mr. Bahr.
Now Dr. Owen.

STATEMENT OF WILLIAM F. OWEN, JR., M.D., PRESIDENT-
ELECT, RENAL PHYSICIANS ASSOCIATION, ROCKVILLE, MD

Dr. OWEN. Senators, good afternoon. I am Dr. William Owen, Jr.
I am president-elect of the Renal Physicians Association. The RPA
is the national representative for physicians engaged in the study
and management of patients with renal disease and our goal is to
ensure optimal care under the highest standards of medical prac-
tice. I am a nephrologist in Durham, NC and the Director of Duke
Institute of Renal Outcomes Research and Health Policy. Thank
you for allowing our participation in these hearings to identify op-
portunities to enhance patients outcomes and satisfaction through
improved oversight, accountability and quality of care in the end
stage renal disease program.

The RPA has long supported appropriate oversight and account-
ability of providers, nephrologists and allied health professionals
and payers of ESRD services in the context of quality of patient
services. The RPA views the routine measurement of clinical out-
comes as the infrastructure of quality. These outcomes should be
tied to achievable expectations of performance that have the poten-
tial to enhance the quality and quantity of patients’ lives and meet
their physical and emotional needs. All this should be achieved, of
course, recognizing fiduciary responsibility to the payers of the End
Stage Renal Disease Program.

Examples of the RPA’s commitment to quality of dialysis services
includes our development and dissemination of clinical practice
guidelines for nephrologists, dialysis units and patients. We were
the first to offer minimum standards for the amount of hemo-
dialysis and expanded these, offering best practices for dialyzer
reuse. Moreover, the RPA assumed a substantial partnership role
with the Health Care Financing Administration in translating the
guidelines into national performance measures. Recognizing an op-
portunity to expand health literacy for patients and providers, the
RPA developed a sentinel practice guideline offering guidance for
bogl and shared decisionmaking about initiating and discontinuing
dialysis.

Other relevant initiatives include the development and distribu-
tion of recommendations for the minimum frequency of physician
visits to a dialysis unit, a description of the scope of work for a di-
alysis unit’s medical director, and a documentation tool for fulfill-
ment of the scope of work under the nephrologist’'s monthly
capitated payment.

The RPA has developed and distributed position papers on mul-
tiple topics, including end stage renal disease patient protections in
managed care organizations, in which safeguards for this vulner-
able patient population are articulated; support for the exclusion of
end stage renal disease patients from managed care plans until
greater patient protection is implemented and the AAPCC is ad-
justed and principles for dialysis unit accreditation and certifi-
cation that urge review at a regular frequency and that focus on
patient outcomes, rather than simple operational processes.
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The RPA has taken the lead in organizing dialysis stakeholders
to develop interventions to enhance ESRD patient safety. Also, the
RPA has taken a proactive position to minimize racial inequity in
the ESRD program by sending a letter to all our members remind-
ing them to meet patients’ reasonable expectations for renal trans-
plantation. Last, the RPA supports efforts by other societies to de-
velop minimum uniform criteria for staff training and credentialing
in dialysis units.

The RPA feels that the 18 End Stage Renal Disease Networks
are the best equipped to serve as our public quality oversight part-
ner. The RPA favors the Networks first, because of their greater
depth of experience in quality oversight for ESRD patients; second,
the multidisciplinary leadership of nephrologists, nurses, social
workers, nutritionists and patients; and last, a regional organiza-
tion that recognizes geographic variations in care and oversight.

The RPA acknowledges HCFA’s quality oversight role but feels
that its size and fiduciary mission may complicate quality improve-
ment strategies. Similarly, state health departments have substan-
tial competing tasks that confound their role.

Although the RPA favors the ESRD Networks for quality over-
sight, we recognize opportunities to improve their quality manage-
ment.

The principles of our recommendations are first, that perform-
ance measures for providers and physicians should be actionable
and linked to patient outcomes. Second, the performance of
nephrologists and individual dialysis units should be routinely
monitored. Third, minimum levels of performance should be de-
fined and monitored using quality assurance strategies and
achievement above these minimum benchmarks facilitated using
continuous quality improvement methods.

Fourth, accountability should be maintained and demanded.
Fifth, outcomes should be compared between providers and appro-
priate results should be offered to patients. Six, greater coordina-
tion of efforts between oversight agencies is needed. And last, ade-
quate funding is needed to support all of these activities.

To minimize interpretive vagaries and enforce durable improve-
ment, the RPA feels that these principles are best realized as a leg-
islative mandate, such as our ESRD continuous quality improve-
ment legislative proposal.

Again we thank the Special Committee on Aging for this oppor-
tunity to offer our approach for improving patient outcomes within
the ESRD program. We look forward to being a continued resource
to you and to this Congress. Thank you.

[The prepared statement of Dr. Owen follows:]
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Testimony before the Senate Special Committee on Aging
On Medicare’s End Stage Renal Disease Program
Submitted by the Renal Physicians Association

June 26, 2000

The RPA is the national representative for physicians engaged in the study and management
of patients with renal disease, and our goal is to ensure optimal care under the highest
standards of medical practice. RPA appreciates the opportunity to provide written testimony
to the Special Committee on Aging, and our organization is available as a resource to
Committee as it continues its review of the quality of care provided to the nation’s End Stage
Renal Disease (ESRD) patients. RPA’s testimony will discuss our positions on the issues
raised by the Committee in its request for input, primarily focusing on regulatory oversight of
the ESRD program, and in the context of those positions will offer reccommendations for
improvement where appropriate. :

Overview and History

The RPA has long supported appropriate oversight and accountability of providers,
nephrologists, allied health professionals, and payers of ESRD services in the context of
quality of patient services. The RPA views the routine measurement of clinical outcomes as
the infrastructure of quality. These outcomes should be tied to achievable expectations of
performance that have the potential to enhance the quality and quantity of patients’ lives and
meet their physical and emotional needs. Al this should be achieved recognizing fiduciary
responsibility to the payers of the ESRD Program. .

Examples of the RPA’s commitment to quality of dialysis services includes our development
and dissemination of clinical practice guidelines for nephrologists, dialysis units, and
patients. We were the first to offer minimum standards for the amount of hemedialysis and
expanded these offering best practices for dialyzer reuse. Moreover, the RPA assumed a
substantial partnership role with HCFA in translating the guidelines into national
performance measures. Recognizing an opportunity to expand health literacy, the RPA
developed a sentinel practice guideline offering guidance for shared decision making about
initiating and discontinuing dialysis. Other relevant initiatives include the development and
distribution of recommendations for the minimum frequency of physician visits to the
dialysis unit, a description of the scope of work for a dialysis unit medical director, and a
documentation tool for fulfillment of the scope of work under the nephrologist’s monthly
capitated payment. We would be pleased to provide any of these documents at the
Committee’s request. '
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RPA Positions on Quality Oversight and Improvement

Regarding the specific issues under review by the Special Committee, the RPA has
developed and distributed position papers on the following topics in recent years: 1) ESRD
patient protection in managed care organizations in which safeguards for this vulnerable
patient population are articulated, 2) support for the exclusion of ESRD patients from
managed care plans until greater patient protection is implemented and the AAPCC is
adjusted, and 3) principles for dialysis unit accreditation and certification that urge review at
regular frequencies and that focus on patients’ outcomes, rather than operational processes.
The principal thrusts of these three positions are summarized as follows, and the complete
documents are appended to this testimony:

ESRD Patient Protections in Managed Care - RPA believes that in order to protect the rapidly
expanding managed care population in the United States, particularly vulnerable sub-groups
such as those with ESRD, legistation establishing patient protections must be enacted. At a
minimum, patient protection legislation should include provisions ensuring access to
specialty care, use of reasonable criteria for utilizing emergency services, confidentiality of
medical records, and protection for providers against interference with medical
communications and improper incentives, F oremost, the system must define and evaluate
processes of enrollment and care where the patient and family understand the ramifications of
a particular decision. RPA acknowledges that when cautiously and appropriately
administered, managed care can provide enhanced efficiencies of care delivery. However,
patients often get lost in the fray of efficiency and fall victim to a well-intended but flawed
system. The physician must remain the patient’s advocate in an increasingly sophisticated
system. Early prevention can often save both costs and morbidity. For chronically ill patient
populations such as those with ESRD or those with conditions that are often precursors to
ESRD such as diabetes and hypertension, the limitations inherently present in managed care
can have a tangibly negative effect, including reduced quality or loss of life.

ESRD Patient Participation in Managed Care Plans - Currently, RPA opposes a repeal of
Section 1876 of the Social Security Act, which specifically prohibits Medicare ESRD
beneficiaries from participating in managed care plans. However, the issue of ESRD patient
participation in managed care plans has recently come under increased scrutiny, and therefore
RPA believes this subject merits reevaluation. In order for ESRD patients to safely
participate in managed care plans, the RPA believes that: (1) A quality oversight program
must be implemented that includes continuous quality improvement methodologies such as
clinical practice guidelines, clinical performance measures, and integrated information
systems. Quality improvement processes should encompass the current ESRD Network
system and should focus on actual implementation of CQI methodologies at both the
Network level and the facility level. A national committee should be established to oversee
these CQI efforts. Legislative proposals should include emphasis on patient surveys and
outline the critical success factors needed for QI implementation at the network and dialysis
facility level; (2) Modification of the AAPCC must occur first as many of the other
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difficulties occurring in Medicare managed care flow from inadequate reimbursement for
these groups of patients. Appropriate adjustment for case-mix variability that provides
sufficient reimbursement for both complex and relatively stable ESRD patients will allow the
sponsors of these delivery systems to provide an expanded level of benefits to vulnerable
patients while maintaining fiscal viability; and (3) Any legislative proposal to repeal the 1876
prohibition must be delayed for a minimum of two years to allow for full implementation of
the CQI oversight program and modification of the AAPCC. In the event that the CQI and
AAPCC proposals are not implemented, the ban must not be repealed.

Improving the Dialysis Facility Accreditation and Certification Process - The RPA supports
the accreditation, certification and licensure of dialysis facilities as a visible means of
ensuring accountability, and in order to accomplish these functions appropriately, increased
federa! funding is necessary. The RPA believes that an appropriate accreditation and
certification system will emphasize use of evidence-based quality improvement
methodologies that use outcomes data to enhance facility processes. Within the current
governmental framework exist several alternative solutions with the potential to improve the
outlook for dialysis facility accreditation. One possibility involves legislative modification of
the statutes that govemn certification of facilities providing services to Medicare beneficiaries.
By adding dialysis facilities to the list of provider types for whom certification is statutorily
required (currently nursing homes and home health agencies), ESRD facilities would be
assured that their certification surveys and re-inspections would both occur within a defined
timeframe. Considering the highly vulnerable nature of the patient population being served
by these facilities, and the potential therapeutic and economic benefits of improving care to
these individuals, enactment of legislation expanding the list of Medicare providers requiring
timely certification appears to be a reasonable and cost-efficient method of improving
dialysis facility accreditation. The ESRD Network organizations offer another avenue for
improving dialysis facility accreditation using an existing governmental agency. By
providing deeming authority for certification to the Networks, HCFA would be engaging
organizations that are already in contact with the nation’s dialysis providers and already
heavily involved in the business of improving the quality of care to ESRD patients. The
territorial orientation of the network system would easily allow for consideration of regional
differences as necessary. As the Networks already serve a vital role as a catalyst for
improvement for the nation’s dialysis facilities, providing deeming authority to these entities
would seem to be a natural extension of their current mission. The Networks are responsible
for ensuring the most efficient use of Medicare dollars for dialysis treatment and kidney
transplantation through monitoring quality of care indicators and maintaining timely,
complete data on the ESRD program.

For these reasons, the RPA feels that the eighteen ESRD Networks are best equipped to serve
as our public, quality oversight partner. In summary, we favor the ESRD Networks because
of their: 1) greater depth of experience in quality oversight for ESRD patients, 2)
multidisciplinary leadership of nephrologists, nurses, social workers, nutritionists, and
patients, and 3) regional organization that recognizes geographic variations in care and
oversight. The RPA acknowledges HCFA'’s quality oversight role, but feels that its size and
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fiduciary mission may complicate quality improvement strategies. Similarly, state health
departments have substantial competing tasks that confound their role.

Recommendations

Although the RPA favors the ESRD Networks for quality oversight, we recognize
opportunities to i unprove theu' quality management, and have accordingly developed
the following r for enh ment of the quality of delivered ESRD care.
To minimize interpretive vagaries and enforce durable improvement, the RPA feels that
these recommendations are best realized as a legislative mandate, such as our ESRD
Continuous Quality Improvement legislative proposal.

1) Performance measures for providers and physicians should be actionable and
linked to patients’ outcomes.

2) Performance of nephrologists and individual dialysis units should be routinely
monitored.

3) Minimum levels of performance should be defined and monitored using quality
assurance strategies, and achievement above these minimum benchmarks facilitated
using continuous quality improvement methods.

4) Accountability should be maintained and demanded.

S) Outcomes should be compared between providers, and appropriate results should
be offered to patients.

6) Greater coordination of efforts between oversight agencies is needed.

7) Adequate federal funding is needed for these activities.

Conclusion

The RPA commends the Special Committee on Aging for addressing issues surrounding the
quality of care delivered to the nation’s ESRD patients. We appreciate the opportunity to
provide input to your efforts, and look forward to working collaboratively with the Congress
to advance the goal of continuous quality improvement in the ESRD program.



‘APPENDIX A
Adopted by the RPA/ASN Board of Directors, 1/23/99

RPA/ASN POSITION
ON ESRD PATIENT PROTECTIONS

EXECUTIVE SUMMARY
RPA/ASN belicve that in order to protect the rapidly expanding ged care population in the
United States, legislation blishing patient pr ions must be d. At a mini patient

protection legislation should include provisions ensuring access to specialty care, use of reasonable
criteria for utilizing emergency services, confidentiality of medical records, and protection for
providers against interference with medical communications and improper incentives. Foremost, the
system must define and evaluate processes of enrollment and care where the patient and family
understand the ramifications of a particular decision. Meaningful legislation should also include well-
defined processes for quality improvement, information di ion, and gri resolution,
protections against provider deselection, and out-of-network access, or Point-of Service (POS).

BACKGROUND

1f the managed care population in the United States maintains a steady rate of growth into the next
millennium as expected, it will b i ingly important that meaningful patient protections are
- put into place to ensure that patient health outcomes are not adversely affected by sometimes
bling ged care gies. Recent studies indicate that while fewer than one in seven
Americans with private insurance were insured by a managed care organization (MCO) less than ten
years ago, today nearly three of every four Americans with private insurance are enrolied in some
form of managed care. Including Medicaid and Medi beneficiaries, there are now more than 140

million Americans covered by managed care.

RPAJASN acknowledges that when cautiously and appropriately administered, managed care can
provide enhanced efficiencies of care delivery. However, patients oftentimes get lost in the fray of
efficiency and fall victim to a well-intended but flawed system. The physician must remain the
patient’s advocate in an incr gly sophisticated system. Early prevention can often save both costs
and morbidity. For chronically ill patient populations such as those with End-Stage Renal Discase
(ESRD) or those with conditions that are often precursors to ESRD such as diabetes and
hypertension, the limitations inh ly present in ged care can have a tangibly negative effect,
including reduced quality or loss of life.

As Congress looks to address the shortcomings of managed care, we believe that certain patient
protection principles of fundamental importance must be included as part of any legislative effort to
reform the managed care industry. At a minimum, patient protection legislation should include
provisions ensuring access to specialty care, use of reasonable criteria for utilizing emergency
services, confidentiality of medical records, and protection for providers against interference with
medical communications and improper incentives. Other critical success factors include well-defined
processes for quality improvement, information di ination, and gri resolution, protections
provider deselection, and out-of-network access, or Point-of Service (POS). RPA/ASN

&
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believes that patient welfare and the right of physicians to provide optimal care must remain
paramount within any legislative vehicle. Any promise of those principles is bt

¥ (

NECESSARY PATIENT PROTECTIONS
Access to Specialty Care

One of the most fundamental components of any managed care plan should be a guarantee of the
patient’s right to see a specialist with the training and experience to diagnose and manage a patient’s
specific medical needs: If a plan does not have an appropriate specialist in the network, it should
provide for an outside referral to such a specialist, at no additional cost to the patient. The cost of
delayed care may uhimately be greater than prompt care.

A laint with d care organizations is that patients must make multiple requests
for a referral before seeing a specmhst. As a result, it can sometimes take months before an
appropriate treatment plan is set in place. For patients with chronic conditions, the inability to provide
timely referrals and treatment can have ramifications that last a lifetime. Such managed care policies
governing access to specialty care have critical consequences for pre-ESRD and ESRD patients.
Delays in the scheduling of diagnostic testing and late referrals may increase the rate of progression
to chronic renal failure requmng dialysis and tnmsplamauon for patient survival. These delays can
potentially b life-th g. Latep on of a patient with renal insufficiency restricts
the nephrologists' ability to stabilize the patlcnt s condmon and provide an optimal level of care,
which can delay the need for dialytic intervention or transplantation.

Similarly, because managed care organizations tend to with a limited ber of physicians
to provide dialysis, there would likely be a corresponding decrease in the number of dialysis facilities
available to the patient for his or her dialysis treatments. Easy access to these facilities is critical to
the successful treatment of the ESRD patient, who is often too sick to travel great distances. ESRD
patients are inherently different from other health plan enrollees. Because of the life-threatening
nature of their disease, ESRD patients can not be treated in the seme manner as other managed care
enrollees who are healthier and not in constant need of a physician's care. It seems doubtful that
large health plans would take this geographic factor into account when enrolling physicians in their
dialysis panels.

_ Therefore, RPA/ASN believes that enrollees with life-threatening, chronic, degenerative or other
serious conditions that require specialized care should be provided access to an appropriate specialist
or sub-specialist capable of providing quality care for that condition. If a plan does not have a
participating specialist for a condition covered under the plan, the plan must refer the patient to a non-
participating specialist at no additional cost:- Should an enrollee have a chronic iliness that requires
speciaity care over a long period of time, the specialist must be allowed to become the enrollee’s
principal care provider, thus climinating unnecessary referrals. MCOs should have & procedure to
allow individuals with serious illnesses and ongoing needs for specialty care to receive that care from
a specialist -- one who will coordinate all care for that individual.

Emergency Services
Coverage of emergency care services should be based on a “prudent layperson” standard. Simply

put, use of a “prudent layperson” standard would prevent the insurer, regardless of diagnosis, from
denying coverage for emergency care if a “prudent layperson™ would have considered the symptoms

65-918 2000 -3
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life-threatening. This “prudent layperson” standard would prevent insurers from utilizing narrowly

defined categories of diagnoses when providing coverage for emergency services, and thus enable a
person with an average knowledge of health and medicine to seek emergency treatment when they

have a condition believed to be life-threatening.

While many managed care organizations may oppose the use of a broader definition of emergency
care, implementation of a “prudent layperson™ standard would encourage patients experiencing life-
threatening symptoms to seek diagnosis and treatment when they might otherwise resist doing so for
fear of incurring a substantial medical bill. As a result, physicians and other health care professionals
would be able to treat these conditions before more serious and costly interventions are necessary.

Protection of Providers against Interference with Medical Communications
And Improper Incentives

RPA/ASN firmly believes that no health plan should in any way interfere with oral and written
communication between the physician and the patient. This is pmcuhrly important in the case of
medical treatments that may be available for certain conditions but are expensive, require new
technologies, or not regularly approved by the plan Such protected commumcanons should include

ﬂledlscussmnofﬂlzpanemshealﬂ\m dical care, or treatm isions of the
plan’s utilization review requi nts, or d ion of any financial mcennvs ﬂut may affect the
treatment of the enrollee. Such prohibitions of phys:cmn-panan communications, eommonly known
as a “gag clauses” serve no purpose in achieving optimal health care

Similarly, RPAJASN believes that any patient protection legislation must include a provision
prohibiting financial relationships between the insurer and the health care professional that may act as
an inducement to reduee or limit medically necessary care pmvnded to the patient. A health plan’s use

of financial i to p efficient health care delivery via controlled utilization must not
result in the wnﬂlholdmg of medically neeecsary care. All medically appropriate therapeutic and
diagnostic alternatives must be p d as options in keeping with the physician’s primary role as

patient advocate. We believe dmt any financial arrangement that furnishes a disincentive for
providing the highest quality should be eliminated.

Quality Improvement

Managed care plans should be required to establish and maintain programs to monitor the quality of
health care provided, especially with regard to at-risk or chronically ill patient populations, such as
those with ESRD. Such a quality improvement program should use data based on both performance
and patient outcomes. Plans should report certain standard information to state agencies and the
public with accordance with uniform standards. This information should include at 8 minimum:
utilization data, demographic data, morbidity and mortality rates, disenroliment statistics and
satisfaction surveys, and quality indicators.

Under the ESRD program, the ESRD Network Organization and the United States Renal Data System
(USRDS) exist to oversee the quality of care provided to ESRD patients and these groups work to
improve health care outcomes. Under a system fueled mainly by MCOs, maintenance of such an
effective oversight program may be problematic. Quality improvement systems are critical to the
proper delivery of dialysis care. Managed care organizations may have neither the capabilities nor
the disposition to provide the intensive quality agenda already being pursued by the ESRD program.
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RPA/ASN believe that ideally a quality improvement process should be reiterative, with results
funneled back to providers of service to facilitate enhanced performance. Such a reiterative process
that recycles outcomes data back to providers of service would ge T d of
performance benchmarks, and thus foster continuous quality improvement.

Information Di ination and Confidentiality Concerns

It is the opinion of the RPA/ASN that legislation enacted to provide patient protections must establish
minimum requirements for information dissemination by heaith plans to enrollees. This information
must address issues such as patient rights, restrictions on payments, restrictions on access to
specialists, out-of-area coverage, emergency services, premiums, benefits, treatment options, covered
services, patient satisf gri procedures and the results of appeals. Additionally, insurers
should be required to disseminate that information in casily understood terms so that their patients
can compare the different plans and make informed choices that fits their individual needs. The
purpose of such information is to facilitate the beneficiary's choice of insurer.

We also believe that in addition to the information outlined above, plans should also be required to
provide procedural advice concerning cost-sharing requirements, how to obtain authorization for
services, and how to get referrals to providers who may not be in the network. In other words,
patients ought to have enough information at their fingertips to navigate the system without
frustraticn and failure.

While RPA/ASN firmly supports dissemination of health plan information, we also believe that the
implementation of proced to safeguard the confidentiality of individually identifiable medical
records rep: a fund tally important component of any patient bill of rights. While it is our
understanding that concerns have been raised in the medical research community over the potentially
dampening effect confidentiality provisions may have on research, we do not believe that these
perceived competing concerns are impossible to adjudicate. Therefore, we are of the opinion that
confidentiality polici pliant with all state and Federal requi regarding medical record
privacy should be included in any patient protection legislation.

Out of Network Access/Point of Service Option

In order to ensure that patients are able to receive care commensurate to their need, health plans
which at the time of enrollment restrict the choice of health care professionals must establish a
hanism to allow patients to go out-of-network for Such a mechanism, often known as
. a point of service (POS) option, ensures that the plan have an option for the enrollee to receive
benefits by a nonparticipating health care professional for an additional reasonable premium

The presence of such a vehicle providing out-of-network access can be especially crucial to achieving
positive health outcomes for chronically ill patient populations. For those patients with chronic,
degencrative diseases such as arthritis, diabetes or ESRD, the importance of maintaining continuity of
care with the subspecialist who is not only trained to treat their condition in general but is also
specifically familiar with the patient’s personal history cannot be overestimated.

Provider Selection and Due Process

-RPAJASN believe that health plans should be required to establish pr Is that address provider
selection and allow for. due process for health care professionals terminated from network
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participation. Such provisions would prohibit discrimination against providers when selecting for a:
network, set forth procedures for ble notice of termination, allow for review of the
information leadmg to the termination, and outline rights of appul for such terminated participants.

As with several of the other patient p jon principles add d above, this issue can be of
particular stgmﬁcanee to nephrologists, who treat what is arguably the sickest patient population in
the Medicare universe. In addition to the high risk and high cost of treating ESRD patients, patient
compliance is an important a success factor in treating ESRD. The nephrologist’s ability to affecta
positive result is highly contingent upon the patient’s cooperation. The oonﬂuence of these
circumstances could foster an environment where subspecialists treating chronically ill patients
would be subject to deselection.

Grievance Procedures

RPA/ASN believe that insurers must establish meaningful internal and external grievance procedures
to act as a final “backstop” in ensuring adequate patient p jons. Internally, procedures should
establish the patient’s right to appeal denials of care and to voice concerns regarding the health plan,
and should require the plan tohaveappealsheatd in a timely manner by appropriately credentialed
individuals. Externally, for cases of sufficient seriousness or beyond an established monetary
threshold, individuals must have access to an external, independent body with the capabxlrty and
authority to resolve such grievances. Such a body for ESRD patients must include nephrologi

Under current law enrollees are allowed to appeal their health plan’s decision with regard only to the
denial of care through an internal process. Such a system gives the msumthenghttodecxdewhm
care should or should not be provided. We believe that a more app P iate p of appeal would
address all aspects of the plan’s services, including complaints reg; g the quality of care, choice
and accessnbxhty of providers, and network adequacy A two-stage appeal process shouid be

! d, with requi initially for a review panel of non-involved providers, and an
mdependent body in the second phase. A written explanation of each phase must be provided and ~
timely decisions are required.
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RECOMMENDATIONS

1.

RPA/ASN'’s firmly believes that purposeful reform of the managed care industry is necessary
to protect the exponentially growing number of participants in managed care plans, especially
those with chronic illnesses such as ESRD.

RPA/ASN believe that legislation in this area that addresses the following fundamental issues
will accomplish such reform.

Access to Specialty Care — RPA/ASN believes that enrollees with life-threatening,
chronic, degencrative or other serious conditions that require specialized care should be
provided access to an appropriate specialist capable or providing quality care for that
condition. Frequently, patients in managed care must make multiple requests before
seeing a specialist. For patients with chronic conditions, the inability to provides timely
referrals and treatment can have ramifications that last a lifetime, particularly for pre-
ESRD and ESRD patients. Delays in the scheduling or diagnostic testing and late
referrals may increase the rate of progression to chronic renal failure requiring dialysis
and transplantation for patient survival. These delays can be potentially life-threatening.

Emergency Services — Coverage for care should be based on a “prudent layperson”
standard. The use of a “prudent layperson” standard would prevent the insurer,
regardless of diagnosis, from denying coverage of emergency care if a “prudent
layperson” would have considered the symp life-th

5

Protection of Providers against Interference with Medical Communications and
Improper Incentives — RPA/ASN firmly believes that no health plan should interfere
with oral and written communication between the physician and the patient. Such

d ications should include the d ion of the patient’s heaith status,
medlcal care, or treatment optlons, provnsmns of the plans utilization review
or di ion of any fi ia) incentives that may affect the treatment of

the enrollee. Similarly, patient protection legislation must mclude a provision prohibiting
financial relationships between the insurer and the health care professional that may act
as an inducement to reduce or limit medically necessary care provided to the patient.

Quality Improvement -~ Managed care plans should be required to establish and
maintain programs to monitor the quality of health care provided, especially with regard
to at-risk or chronically ill patient populations, such as those with ESRD. Quality
improvement programs should use data based on both performance and patient outcomes.

Information Dissemination and Confidentiality Concerns — Patient protections
legislation must establish minimum requirements for information dissemination by health
plans to enrollees Information must address issues such as patient rights, restrictions on
pay , treatm pti restrictions on access to specialists, out-of-area coverage,
emergency services, premiums, benefits, covered services, patient satisfaction, grievance
procedures, and the results of appeals.

Out of Network Access/Point of Service Options — Health plans which at the time of
enrollment restrict the choice of health care professionals must blish a point of

10
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service (POS) option, a mechanism to allow patients to go out-of-network for treatment.
The presence of such a vehicle providing out-of-network zccess can be especially crucial
to achieving positive health for chronically ifl patients such as those suffering
from ESRD. The importance of maintaining continuity of care with the subspecialist
who is not only trained to treat their condition in general but is also specifically familiar
with the patient’s personal history cannot be overestimated.

* Provider Selection and Due Process — Health plans should be required to establish
protocols addressing provider selection and allow for due process for health care
professionals terminated from network participation. Such provisions would prohibit
discrimination against providers when selecting for a network, set forth procedures for
reasonable notice of termination, allow for review of the information leading to
termination, and outline rights of appeal for such terminated participants.

e Grievance Procedures — Insurers must establish internal and external grievance
procedures to ensure adequate patient p i Internally, procedures should
establish the patient’s right to appeal denials of care and to voice concerns regarding the
health plan, and should require the plan to have appeais heard in a timely manner by
appropriately credentialed individuals. Externally, for cases of sufficient seriousness or
beyond an established monetary threshold, individuals must have access to an external,
independent body with the capability and authority to resolve such grievances.

Congress should maintain passage of patient protection legislation as its highest priority.

11
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APPENDIX B
RPA Principles on ESRD Patient Participation in Managed Care

RPA opposes a repeal of Section 1876 of the Social Security Act, which specifically prohibits
Medicare ESRD beneficiaries from participating in managed care plans. The issue of ESRD patient
participation in managed care plans has recently come under increased scrutiny, and therefore RPA
believes this subject merits reevaluation. Results of recent studies conducted by HCFA, while still
awaiting rigorous validation, fail to confirm that ESRD patients would experience adverse outcomes
in managed care delivery systems. Other relevant literature indicates that vulnerable patient groups
such as those with ESRD would require special treatment in managed care settings. This divergence
of data demonstrates a need for further study of these issues.

As noted in the RPA/ASN Position Paper on “Managed Care and Nephrology”, legislative proposals
that focus on the subject of allowing ESRD- patients to enter managed care environments must
address the following issues:

1. A quality oversight program must be implemented that includes continuous quality improvement
methodologies such as clinical practice guidelines, clinical performance measures, and integrated
information systems. Quality improvement processes should encompass the current ESRD
Network system and should focus on' actual implementation of CQI methodologies at both the
Network level and the facilify level. A national committee should be established to oversee these
CQI efforts. Legislative proposals should include emphasis on patient surveys and outline the
critical success factors needed for QI implementation at the network and dialysis facility level.

2. Public and private sector funding must-be obtained to support this initiative, including
contributions from private plans covering ESRD patients during their 30 month waiting period
for entrance into the Medicare ESRD program, and contributions to Network activities by the
Medicaid program.

3. ESRD patients must have access to the level of specialty care necessary to treat their condition.

4. ESRD patients must be afforded the following protections if and when they are allowed to enter
managed care: a. receive easy to understand marketing information; b. receive information on
plan enrollment and disenrollment; c. access to a prudent layperson standard for emergency
medical care; and d. access to an efficient and effective appeals process.

5. Modification of the AAPCC must occur first as many of the other difficulties occurring in
Medicare managed care flow from inadequate reimbursement for these groups of patients.
Appropriate adjustment for case-mix variability that provides sufficient reimbursement for both
complex and relatively stable ESRD patients will allow the sponsors of these delivery systems to
provide an expanded level of benefits to vulnerable patients while maintaining fiscal viability.
RPA suggests including an analysis of the potential impact of AAPCC changes with specific
emphasis on determining what level of risk for providers is appropriate and how this level of risk
will affect the treatment of the sickest ESRD sub-populations. Such an analysis should also
address a study of Medicare patients not part of the ESRD program, and AAPCC methodologies
outside the ESRD milieu.
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. The nephrologist’s ability to function autonomously within the current system must be preserved.
This autonomy should maintain the nephrologist’s freedom in clinical decision making and foster
the nephrologist’s position as the leader of the renal care team.

. The nephrologist’s ability to negotiate contracts, achicve appropriate reimbursement for their

services, and develop relationships with the other essential participants in a capitated payment
system must be preserved. :

. The outcomes from HCFA’s ESRD Managed Care Demonstration Project must be considered in
developing a legislative policy that affects ESRD patient enrollment in managed care.

. Any legislative proposal to repeal the 1876 prohibition must be delayed for a minimum of two

years to allow for modification of the AAPCC and full implementation of the CQI oversight
program. In the event that the AAPCC and CQJ proposals are not implemented, the ban must not
be repealed.

13
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APPENDIX C
REVISED DRAFT, 372000

Adopted by the RPA/ASN Board of Directors, 4/14/97

RPA/ASN POSITION ON
IMPROVING ACCREDITATION OF DIALYSIS FACILITIES

Executive Summary

The RPA/ASN supports the accreditation, certification and licensure of dialysis facilities as a visible
means of insuring accountability, and that in order to accomplish these functions appropriately,
increased federal funding is necessary. The RPA/ASN supports public and private sector efforts to
accredit and/or certify dialysis facilities provided an appropriate process and methodology are
established and provided the renal community has appropriate and reasonable participation. The
RPA/ASN believe that an appropriate accreditation and certification system will emphasize use of
evidence-based quality improvement methodologies that use outcomes data to enhance facility
processes. The RPA/ASN believes that legislation should be enacted to expand deemed certification,
with appropriate safeguards, to include ESRD providers, and that the certification process must be
unified among the various levels of government to avoid duplication and etiminate unnecessary
expense to dialysis facilities. .

Background

Over the past decade, the number of Americans requiring treatment for End Stage Renal Disease
(ESRD) has experienced significant continual growth. According to data released by the Health Care
Financing Administration (HCFA), more than 361,000 patients were receiving treatment under the
Medicare program for ESRD (as of 12/31/97), with an approximate annual rate of growth of 8
percent. Consistent expansion of the kidney failure patient population heightens the challenges
facing the nation’s renal care community in their efforts to provide the highest possible level of care
to an extremely vulnerable group of patients.

A key component of high quality ESRD patient care is the availability of accredited facilities
providing dialysis services. However, the current accreditation process has often worked against
optimal dialysis facility availability. Improvements in the accreditation process are needed to

h patient conveni and therefore facilitate compliance, which is arguably equal to or more
important in the treatment of chronic kidney disease than any other medical condition. Increasing
access to dialysis facilities and thereby reducing the hardships that excess travel time places on
patients is critically important to improving outcomes. Patient non-compliance invariably jeopardizes
the adequacy of their dialysis and leads to infection, increased co-morbidities and ultimately loss of
life. Financially, non-compliant dialysis patients escalate the burden on an already stressed health
care system by increasing the likely necessity of emergency dialysis, surgery, and hospitalization.
However, as dialysis centers become more accessible, treatments become less burdensome on
patients’ time, more economical, and more conducive towards the maintenance of a predialysis
lifestyle and employment, with improved patient outcomes.
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On a positive note, the issue of dialysis facility accreditation has gamered the attention of health care
policymakers in recent years, and as a result several efforts are underway to examine and enhance the
methodologies under which this accreditation occurs. Foremost among these initiatives is a 1997
study performed by The Lewin Group and Johns Hopkins University in response to a HCFA RFP to
review the Medicare survey and certification process for dialysis facilities. Included among the
study’s recommendations were:

e The success of the accreditation process is dependent upon increased funding, and
reallocation of those funds.

e Increased uniformity of the inspection process is necessary, with particular emphasis on
frequency and training of inspectors. The goal for inspection frequency should be once every
1-2 years, and implementation of uniform processes for collection and analysis of outcomes
data and data sharing must be established. :

e Accreditation survey content must be standardized.

e Communications and cooperation from all stakeholders in the process is necessary.

Complimenting the Lewin study is a HCFA sponsored effort to develop a dialysis facility-specific
data report for use by state surveyors. This project is intended to fulfill a legislative mandate set by
the Balanced Budget Act of 1997 (BBA *97) to develop a method for assessing the quality of care
delivered to Medicare’s ESRD beneficiaries, and was managed under contract by the Colorado
Foundation for Medical Care (CFMC). The initiative seeks to use existing databases to develop user-
friendly facility-specific profiles based on an outcome-oriented approach. Other HCFA activities in
this area include the Agency’s ongoing efforts to continually improve ESRD care through the ESRD
Core Indicators Project and its Health Care Quality Improvement Program. Finally, the Office of the
Inspector General (OIG) issued a report on the Medicare certification process that, while primarily
focusing on hospitals and nursing homes, does confirm the lack of resources available for dialysis
facility certification and accreditation.

‘RPA/ASN strongly supports the accreditation, certification and licensure of dialysis facilities as a
necessary and visible method of insuring public accountability, and as such we believe the public
sector efforts to examine these issues represent a positive step toward improving dialysis facility
accreditation. However, we continue to believe that the current process is fraught with problems and
compromises the ability of nephrologists to provide the highest level of quality patient care possible.
This paper will discuss the current accreditation system and its limitations, and analyze both the
merits of improving accreditation within the current govemmental framework, and the potential of
private accreditation of dialysis facilities. Further, the paper will offer recommendations on how to
ensure accountability using this methodology, and discuss the accreditation process and its effect on
renal care delivery.

Dialysis Facility Accreditation: Current Situnation

Under the current system, dialysis' facilities are accredited through a federally-funded block grant
program intended to ensure that institutions and agencies providing care to Medicare and Medicaid
beneficiaries meet all federal health, safety and program standards. Federal funds are provided to
cach state. State surveying agencies then conduct on-site surveys, which are randomly monitored by
federal surveyors. This fragmented execution of the certification process is the source of many of
the current system’s difficulties. Two significant problem areas are the irregular distribution and
dispersal of federal funds and the inconsistent, “patchwork” nature of the actual surveying process,

15
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both circumstances being a function of 50 separate state government entities carrying out certification
duties.

One result of budgetary constraint and enormous expansion of the health care industry is the lack of
financial resources to achieve appropriate licensure of institutions serving the Medicare/Medicaid
population. Out of the pool of money provided to each state for inspection of facilities providing care
to these beneficiaries, the states are responsible for certifying or accrediting a wide range of health
care providers. Included on this list are home health agencies, nursing homes, ambulatory surgical
centers, rural health clinics, and numerous others, in addition to dialysis facilities. To further
exacerbate the accreditation outlook for institutions providing ESRD services, inspection of two of
the provider types on the list, home health agencies and nursing homes, is statutorily required and
therefore must be performed before any other surveys take place. As a result, ESRD facilities are
competing with all of the other types of institutions providing care to Medicare/Medicaid
beneficiaries (about ten provider types) for the funds remaining from the federal certification grant to
each state. Consequently, new dialysis facilities can sit idle for months before receiving their initial
certification, and existing centers often go years between their subsequent inspection surveys. Patient
care is jeopardized by forcing chronically ill recipients of dialysis services to travel significant and
unnecessary distances to receive treatment while a nearby center awaiting accreditation sits unutilized
(thus reducing patient compliance), or by allowing problems that do arise at previously accredited,
“good” facilities to remain uncorrected.

The current system also often allows the quality of the surveys that do occur to be compromised.
Lack of uniformity in the training and education of the surveyors causes great variability in the
caliber of inspections from state to state. While the dialysis facility certification process in some
states is a positive and educational exercise that fosters the development of effective processes of
patient care at the institution, in other states accreditation inspections can be arbitrary and punitive,
and contrary to the needs of the local kidney patient population. A common complaint is that the
primary training of the inspectors performing surveys at dialysis facilities is geared towards
inspecting nursing homes or home health agencies, rendering the inspectors uninformed about the
nuances of dialytic care. Some dialysis unit medical directors have noted that surveyors unfamiliar
with renal care processes will often focus on issues peripheral to dialysis delivery while ignoring the
more critical elements of ESRD services, or will cite the facility for “violations™ that do not reflect
deviation from the state regulations governing ESRD facilities.

In spite of the efforts of HCFA and the state regulatory agencies to ensure that providers of dialysis
services receive both initial accreditation and recertification on a timely and intelligent basis, the
current system is at best inconsistent and at worst reduces the adequacy of the patient’s dialytic care.
The RPA/ASN believes that it is appropriate to explore new methods of accrediting the nation’s
dialysis facilities, whether through the framework of the present govemnmental system or through the
use of private accrediting bodies (under the Medicare deemed status program). Accordingly,
RPA/ASN is supportive of HCFA's efforts to review the requirements and methodologies associated
with the accreditation and certification of dialysis facilities.

Use of Existing Structures
Within the current governmenta! framework exist several alternative solutions with the potential to
improve the outlook for dialysis accreditation. One possibility involves legislative modification of the

statutes that govern certification of facilities providing services to Medicare beneficiaries. By adding
dialysis facilities to the list of provider types for whom certification is statutorily required (currently

16
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nursing homes and home health agencies), ESRD facilities would be assured that their certification
surveys and re-inspections would both occur within a defined timeframe. Considering the highly
vulnerable nature of the patient population being served by these facilities, and the potential
therapeutic and economic benefits of improving care to these individuals, enactment of legislation
expanding the list of Medicare providers requiring timely certification appears to be a reasonable and
cost-efficient method of improving dialysis facility accreditation.

The ESRD Network organizations offer another avenue for improving dialysis facility accreditation
using an existing governmental agency. By providing deeming authority for certification to the
Networks, HCFA would be engaging organizations that are already in contact with the nation's
dialysis providers and already heavily involved in the business of improving the quality of care to
ESRD patients. The territorial orientation of the network system would easily allow for consideration
of regional differences as necessary. As the Networks already serve a vital role as a catalyst for
improvement for the nation’s dialysis facilities, providing deeming authority to these entities would
seem to be a natural extension of their current mission. The Networks are responsible for ensuring the
most efficient use of Medicare dollars for dialysis treatment and kidney transplantation through
monitoring quality of care indicators and maintaining timely, complete data on the ESRD program.

Advantages of Private Accreditation of Dialysis Facilities

The concept of private sector accreditation of health care providers serving Medicare beneficiaries is
time-tested and valid, and would provide substantial benefit to the ESRD community. The federal
government acknowledged the merits and benefits of this licensure method when it created the
Medicare deemed status program. A key factor in granting an accrediting body deeming authority is
HCFA’s determination that the organization’s standards are equivalent to or more stringent than
federal health, safety and program regulations. Once the deeming authority has been granted to
providers serving the Medicare ESRD population and the public/private sector partnership has been
forged, significant benefits would be realized, including:

[ Private accrediting organizations would assist the federal government in the enormous task of
certification of new dialysis facilities and re-certification of existing ones, greatly reducing
both the backlogs in these areas and federal regulatory expenditures.

. Improved quality of patient care would invariably result from the higher standards in some
areas that accrediting organizations would bring to the process and an overall cross-
fertilization of accrediting methodologies.

¢ Private sector resources would produce inspectors well-trained in the specifics of ESRD care,
leading to a reorientation of the certification process towards an educational model that
would foster facility development.

* Participants would reap economic benefit as the costly delays previously experienced in '
opening new dialysis facilities would be eliminated; the possibility that Medicare will enact
user fees for certification in the future increases the potential for cost savings.

* vandersofESRDcmwouldbegnntedweesstoﬂlesametypsofwedmontlmoﬂm
health care providers have utilized for years.

17
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Accountability and Unification

In order to earm HCFA deeming authority, the RPA/ASN believes that an applicant dialysis facility
accrediting organization must demonstrate accountability for its actions, and develop appropriate
methodologies and standards. In addition to demonstrating that its standards are equivalent to or
more stringent than HCFA standards, the applicant should develop a comprehensive reporting

- mechanism and establish a framework for a partnership with HCFA and the National Renal Coalition.
Among the elements of the partnership should be:

L] Notification of survey schedules to HCFA.

¢ Random inspections of a per ge of accredited facilities by HCFA for validation by
qualified inspectors.

L] Reports to HCFA on dialysis facilities with demonstrated deficiencies, particularly regarding
water treatment and reuse, as these activities are often the source of deficiencies.

L4 Notification to HCFA of any dialysis facilities whose processes pose a danger to the patient’s
health or public safety.

‘. Notification to HCFA of all newly accredited dialysis facilities, and all facilities whose

accreditation has been denied or suspended.

To develop appropriate survey methodologies and standards, the RPA/ASN believes that it is
necessary to incorporate multidisciplinary input from all members of the national renal community.
The methodologies and standards developed should be as scientifically valid and as clinically
relevant as possible, with a clear link to continually improving facility performance and thus
positively affecting patient outcomes. Additionally, the surveys should be as non-intrusive as
possible. .

One of the common complaints about the current process relates to the duplication among the various
Jjurisdictions certifying dialysis facilities, and opponents of private accreditation feel that it will result
in an additional layer of expense. Therefore, a crucial element to the success of private accreditation
efforts is the unification of the certification process so that licensure criteria of all affected
governmental entities (national, regional, state, local) are satisfied. It is the opinion of the RPA/ASN
that the criteria for granting HCFA deemed status to dialysis facilities must be designed in such a way
to meet the standards of the other governing bodies and avoid duplication of certification efforts.
HCFA oversight of the accreditation process is needed to ensure public accountability and allow the
unification of the process so that state licensure requirements can be eliminated. Unifying the survey
and certification process will help eliminate the duplication and additional expense, simplify multiple
governmental standards, and ease the regulatory burden on providers of ESRD services while
improving patient outcomes. Precedent does exist for recognition of HCFA-approved accrediting
bodies for state licensure purposes. The states of Oregon and Florida have recognized the
Commission on Office Laboratory Accreditation (COLA) for licensure of physician office
laboratories (POLS).
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Recommendations

1. The accreditation or certification of dialysis facilities is a visible mechanism of insuring
public accountability. Therefore, RPA/ASN supports accreditation and certification, as well as
licensure, of dialysis facilities.

2. RPA/ASN believe that in order to achieve appropriate accreditation and certification of the
nation’s dialysis facilities, increased federal funds be provided to HCFA by Congress, and
reallocation of those funds by HCFA must be considered.

3. RPA/ASN believe that as methods for enhancing the accreditation and certification of the
uvation’s dialysis facilities are evaluated and developed, evidence-based quality improvement
methodologies that use ontcomes data to enhance facility operations should be emphasized.

4. RPAJ/ASN supports the development and enactment of legisiation that would expand
deemed certification for ESRD providers, with appropriate safeguards.

5. Public and private sector efforts to accredit and/or certify dialysis facilities can be supported
provided an appropriate process and methodology are established and provided the renal
community has appropriate and reasonable participation.

6. If multiple entities and both public and private entities accredit or certify dialysis units,
these efforts should be substitutive rather than duplicative. Private sector initiatives to accredit
or certify dialysis facilities, subject to oversight by HCFA, must replace the Medicare
certification process and the state licensure process, the former under the Medicare deemed
status program.

7. The process for developing accrediting standards should be undertaken with appropriate
inpuat from all involved parties, including the member organizations of the National Renal
Coalition, the regional ESRD Networks, and representatives or designees from HCFA.

8. The methodologies, standards, and measures established by both public and private sector
entities to review and accredit dialysis facilities should be scieutifically valid,

defensible, uniform, and as non-invasive and non-intrusive as possible. Both public and
private sector accreditation/certification initiatives should be subjected to reasonable cost
benefit analyses.
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The CHAIRMAN. Thank you, Dr. Owen.
Now Dr. Wish.

STATEMENT OF JAY WISH, M.D., PRESIDENT, FORUM OF END
STAGE RENAL DISEASE NETWORKS, MIDLOTHIAN, VA

Dr. WisH. Good afternoon. The Forum thanks Senators Grassley
and Breaux and the Special Committee on Aging for the oppor-
tunity to testify regarding the oversight of Medicare’s End Stage
Renal Disease Program. My name is Jay Wish. I am President of
the Forum of ESRD Networks. I am an academic nephrologist from
Cleveland, OH and I am on the faculty of Case Western Reserve
University. I have been involved in the Network program since
1980 and I am currently Chairman of the Medical Review Board
of Networks 9 and 10. My appearance before you today as a spokes-
person for the ESRD Networks is symbolic of the fact that all 18
Networks are governed, through their boards of directors and medi-
cal review boards, by volunteer renal professionals and patients
whose only agenda is to ensure that a high level of care is delivered
to patients with ESRD.

The 18 ESRD Networks are independent, nonprofit corporations
which contract with HCFA to oversee the quality of care delivered
to Medicare ESRD beneficiaries. The Networks’ responsibilities are
defined by their scope of work, which specifies activities in quality
improvement, data collection and analysis, and community out-
reach. The geographical boundaries of the Networks are illustrated
on the first poster.

The Forum is a nonprofit corporation whose purpose is to facili-
tate communication among the Networks, between the Networks
and HCFA, and to represent the Networks to the renal community
and to other organizations, such as the U.S. Senate. The Forum is
funded by annual dues from the Networks and by contracts with
HCFA to perform specific functions, such as an information clear-
inghouse, the organization of certain national meetings, and the
administration of some national work groups, all ef which promote
the quality of care delivered to Medicare ESRD beneficiaries.

The 18 ESRD Networks work directly with providers to improve
the quality of care that is delivered to ESRD beneficiaries. Because
their peers respect the volunteer professionals -on the medical re-
view boards of the Networks, facilities tend to buy inte the Net-
works’ quality agenda. The Networks are able to identify better
performing facilities and then export their successes to the other
facilities in the region through workshops, publications, and site
visits.

The Forum endorses the dual eversight model with state survey
agencies operating in a regulatory mede to enforce minimum stand-
.ards of patient care mandated by the conditions of coverage and
the Networks working in a nonpunitive, collegial, quality improve-
ment mode to stress education, data analysis and targeted inter-
ventions to bring all providers up te a higher level of patient care
and outcomes.

Medicare regulations require that a Network facility relationship
exist and that all Medicare-certified ESRD providers participate in
Network activities. Each Network interacts with facilities in sev-
eral ways: by providing quality oversight, by implementing facility-
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specific quality improvement projects, by sharing facility-specific
data and regional comparatives with the respective facilities, acting
as a clearinghouse for information and resources, and by conduct-
ing educational seminars and regional meetings.

Networks perform specific activities to facilitate the improvement
of patient care processes and outcomes at the facility level. These
include but are not limited to participating in the National ESRD
Clinical Performance Measures Project, conducting focussed quality
improvement projects and special studies, managing information
and providing profile reports to facilities and other providers, proc-
essing patient grievances and addressing patient concerns, and con-
ducting educational activities, including seminars, workshops,
newsletters, videotapes and distribution of printed materials.

Over the last 6 years since the inception of what is now known
as the National ESRD Clinical Performance Measures Project,
there have been statistically significant improvements in clinical
outcomes likely attributable to Network quality improvement ini-
tiatives. The areas most improved include, in the next poster,
hemodialysis adequacy. As you will see, 74 percent of hemodialysis
patients had a mean URR, which is urea reduction ratio, the target
for adequacy of dialysis, of greater than 65 percent in 1998, com-
pared to only 43 percent in 1993, and in anemia management,
which is on the next poster, you will see that if you use your target
hematocrit of 30 percent as your quality improvement criterion,
then 78 percent of patients had a hematocrit above this level in
1998, compared to only 46 percent in 1993.

Some of the most significant recent activities of the Forum of
Networks have included collaborating with the Renal Physicians
Association and the National Patient Safety Foundation in the de-
velopment of a patient safety committee to investigate and reduce
medical errors in dialysis facilities; designing a national quality im-
provement project addressing vascular access which, as you have
heard, is the lifeline for renal patients and something that really
does need to be focussed on at the national level; assisting HCFA
in the development of a patient orientation package to be distrib-
uted to each new ESRD beneficiary; and surveying Networks re-
garding their renal transplant assessment activities.

The Forum agrees that the current ESRD oversight model is not
perfect. The Forum has recommended an increase in the frequency
of facility surveys by the Medicare state surveyors to ensure that
providers are meeting the conditions of coverage. Texas and Ohio,
for example, have instituted dialysis facility licensure programs to
fund the cost of more frequent surveys. Texas does every facility
every 3 years and Ohio does every facility every year, but it costs
the facility the licensure fee to cover the cost of these site visits.

The conditions of coverage need to be updated to include more
rigorous facility staffing and personnel training requirements.
However, the dual oversight model with the state surveyors having
a quality assurance focus and the Networks having a quality im- .

: mr:gxent focus is fundamentally sound and should not be dis-
- With the volunteer expertise that resides in the medical review -
boards and an evolving powerful data infrastructure, the Networks
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are an invaluable resource that continually brings the quality of
patient care to a higher level.

That -concludes my testimony and I would be happy to answer
any questions.

[The prepared statement of Dr. Wish follows:]
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FORUM OF ESRD NETWORKS
TESTIMONY FOR SENATE SPECIAL COMMITTEE ON AGING

~ ‘PRESENTED BY JAY WISH, MD
PRESIDENT

Introduction

The Forum of ESRD Networks (Forum) appreciates the opportunity to testify before the Senate Special
Committee on Aging regarding the oversight of Medicare’s End-Stage Renal Disease (ESRD) Program.

The Forum is an organization representing all 18 ESRD Networks. The Forum facilitates the exchange of
information and ideas among the 18 Networks, renal related organizations and the Health Care Financing
Administration and serves as a clearinghouse for the distribution of material to support the improvement of care
delivered to patients with ESRD.

The 18 ESRD Networks are independent non-profit corporations established to oversee the quality of care
provided to Medicare ESRD beneficiaries. The Networks’ contract with HCFA is defined by the scope of
work, which specifies activities in quality improvement, data collection/analysis and community outreach. The
geographical boundaries of the Networks were reconfigured by HCFA in 1988 and are illustrated in Figure 1
below.

Figure 1: ESRD Networks

¢ Forum is pleased to provide the following responses to questions posed by Senators Grassley and Breaux.
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1. Description of the Forum of ESRD Networks

The Forum is incorporated as a 403C non-profit corponmon in the state of New Yoik. The bylaws of the
Forum specify that the purpose of the corporation is to “serve as a forum in which assistance, advice,
information, ideas, and policy proposals may be exch d between and among the Networks and the Health
Care Financing Administration (HCFA) and its agenms, and other renal care organizations.” In 1995, HCFA
recognmd the vnlue of the Forum of ESRD Networks in providing a clearinghouse for information with

to N qun.hty ight activities, evolving practice guidelines, patient educational materials,
and Federal ive/: hanges which impact the ESRD program. As a result, HCFA provided funds
to create the Forum of ESRD Networks Clannghouse as a support office and information distribution center
for the ESRD program. The Forum Clearingh office, 1 d in Midlothian, Virginia has acted as a liaison
between the Networks, HCFA, and prominent renal organizations and works to facilitate an improvement in the
care received by ESRD patients by supporting Network data collection/analysis and quality improvement
activities. The Forum office currently consists of one full-time administrator and one part-time assistant. As
part of its clearinghouse activity, the Forum office:

¢ Maintains a web site on the Intemnet that outlines Forum activities and provides links to the 18 individual
Networks as well as to other renal web sites;

* Provides an annual report summary of the 18 individual Network annual reports;

e Provides support to the national ESRD Clinical Performance Measures (CPM) Project;

e Maintains a library of resources to support Network activities includi idelines, patient
educational materiais, nephrology journals, and materials from otha renal pmfmlonal and patient
organizations.

ByobtammgeonsmsusonmmoflmponaneetodxethtyofcamofESRDbeneﬁcmns,tbeFonnnuab!e
toeﬁ'ecuvelympmdeRDNaworks TheForums bership ists of one p
representative, the Medical Review Board chairperson, and the E: ive Di fmmeachESRDNetwmk
organization,

The Forum’s goals are:

® To foster the improved delivery of care to Medicare ESRD beneficiaries through the Networks'
comprehensive quality impr program;

® To create and maintain an information infrastructure that supports quality imp: activities at the
provider level;

¢ To assist Networks in identifying the areas where the greatest opportunities for improvement exist so that
interventions can be most effectively targeted;

¢ To promote the use of the evolving information infrastructure to accumulate evidence that can be used as a
basis for clinical practice guidelines.

(TPg;fsmWWampM@Mmmm:qmwwmmmw
igure
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Figure 2: Forum Strategic Plan

CREATE INFORMATION INFRASTRUCTURE

PAND
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PARTICIPATION i PROJECTS (Q1Ps)

BUILD PARTNERSHIPS B PURSUE FACILITATORS

The Standardized Information Manag System (SIMS), a national information infrastructure that supports
Network quality improvement activities, was implemented this year (2000). Designed by the Networks, the
renal community and HCFA, SIMS was designed to:

o Electronically link all 18 ESRD Networks with HCFA;
e Transfer ESRD data collection forms electronically to HCFA central office;
+ Provide standard data clements, data definitions and reporting/analysis tools.

The Forum actively promotes continuous quality improvement activities among the Networks to facilitate
outcomes improvement within dialysis facilities and renal transplant centers. The Forum partnered with HCFA
to increase hematocrit levels for ESRD patients in the National Anemia Cooperative Project. This project
improved the processes of ‘anemia management by:

e Providing facilities with a continuous quality improvement manual with a focus on anemia managemcnt
o Providing facilities with an algorithm for the treatment of anemia;
¢ Providing facilities with their respective facility-specific profiles on hematocrit and erythropoietin usage.

The Forum was awarded a contract by HCFA in 1999 to develop and administer the national ESRD CPM

Project. This project began in 1992 as the Core Indicators Project and involves the annual cotlection by the

Networks of clinical data from a random sample of ESRD patients to assess patterns of care. In 1998, following
e pubhcanon of the National deney Foundation’s Dialysis Outcomes Quality Initiative (DOQI) clinical

p 2 id based clinical performance measures were derived and provided the basis for the
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evolution from the Core Indicators Project to the ESRD CPM Project. The CPMs currently used include

adequacy of dialysis, anemia g nutrition, lar access for hemodialysis p and
hypertension management for peritoneal dialysis patients. The annual data feedback reports obtained from
these proj i “tools in ing patient care p and on a national and regional

Ry arc cd
level and identifying opportunities for improvement.

2. Description Of Mechanisms By Which Networks Ensure Quality Of Care

The 18 ESRD Networks work directly with ESRD providers to improve the quality of care provided to ESRD
beneficiaries. The ESRD Networks do not provide direct patient care.  With volunteer leadership by
nephrologists, transplant surgeons, nurses, social workers, dietitians, admini s and pati Networks
engage providers to improve patient care p and hrough a non-punitive paradigm.- By
collecting and analyzing process and outcomes data, Networks collaborate with providers to identify
opportunities for improved care and to design ble quality impr initiatives. Strict conflict of
interest rules apply to assure an objective and impartial review process.

A Board of Directors that provides oversight of Network operations and assures compliance with contractual
requirements governs each Network. Each Network has a Medical Review Board (MRB), a multidisciplinary
group that directs its quality improvement efforts. All Networks have a structured mechanism to assure patient
input and involvement. Patients are represented on the Networks’ Boards of Di s and Medical Review
Boards.

The current system of external oversight of the ESRD program includes the Networks and state survey
agencies. The state survey ies op ina latory mode to hold providers accountabie to the
minimum standards mandated by the Conditions of Coverage. The Networks, through their governance by
professionals who are iated with individual providers, have expertise on dialysis treatment.that the state
survey agencies lack. The Networks’ collegial orientation ducation and improvement objectives
rather than enforcement of minimum standards.

Through an information infrastructure that has developed over 20 years, the Networks are able to identify
clinical trends at the provider, region, state, and Network level and to develop and implement targeted
interventions to effectively improve care:

Networks have established channels for dinating and collaborating with other agencies and organizations
to avoid duplication of efforts and to build upon the expertise of many groups. These include HCFA, State
Health Department and Survey Agencies, Peer Review Organizations and renal related professional groups
such as the Renal Physicians Association (RPA), American Society of Nephrology (ASN), National Renal
Administrators Association (NRAA), American Nephrology Nurses Association (ANNA), National Kidney
Foundation (NKF), and American Association of Kidney Patients (AAKP).

~
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3. Description Of Relationship Between Networks And Facilities

Medicare regulations require that a Network-facility relationship exist and that all Medicare certified providers
participate'in'Network activities. These relationships are maintained, enhanced and supported by a mutual
interest to improve care and assure quality. Each Network interacts with facilities in several ways:

Providing quality oversight;

Implementing facility-specific quality improvement projects;

Sharing facility specific data and regional comparatives with the respective facilities;
Acting as a clearinghouse for information and resources;

Conducting educational i and regional meetings.

Although Networks have traditionally assumed a quality improvement role, working in a confidential
relationship with providers to educate and improve ¢ hrough a sy focus, ¢ ionally a provider
will not respond to a collegial Network approach. In such cases, a Network may assume more of a quality
assurance role by conducting a site visit, requiring a plan for corrective action, referring the problem(s) to the
state survey agency, and/or recommending to HCFA that sanctions be imposed.

4. Description Of Processes The Networks Undertake To Ensure That Facilities Are Providing
Proper Care.

Networks perform specific activities to facilitate the improvement of patient care processes and outcomes at the
“acility level. These include, but are not limited to:

« Participating in the national ESRD Clinical Performance Measures Project;
a Raises level of awareness by facilities of measure domains and outcomes
a Provides benchmarks of performance that facilities can use as targets
o Conducting focused quality improvement projects and special studies;
0 Addresses regional variations in processes and opportunities for improvement
a .Eng expertise of Medical Review Board regarding evidence-based methods
e Managing information and providing profile reports;
o Drives internal quality improvement activities at the facility level -
o Identifies areas for targeted intervention
o Processing patient grievances and addressing patient concerns;
o Fosters communication between patients and providers .
o Mediates conflicts to achieve satisfactory resolutions for patients and providers
o Identifies patterns of care which may require intervention activities
o Conducting educational activities including seminars, workshops, newsletters, videotapes, and distribution
of printed materials.

The Network program has fostered a national improvement in the four areas of care monitored by the national
ESRD CPM Project (adequacy of dialysis, i hypertension, nutrition). Due to Networks’
participation since the project’s inception, national and Network specific data are available on care provided to
ESRD patients. Over the last 6 years, the CPM project has demonstrated statistically significant improvements
" clinical likely attributable to Network quality improvement activities. Areas most improved

wclude:
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Hemodialysis Adequacy (Figure 3):

0 74% of hemodialysis patients had a mieir URR 2 65% in 1998 compared to 43% in 1993,
a The diffe b C ian and African-American patients receiving adequate dialysis was 6% in

1998 compared to 10% in 1993.

Percent of adult (aged >18 yrs) in-center hemodialysis patients
with mean URR >65% in Oct-Dec 1998 compared to previous
study years, by race,

1999 ESRD Clinical Performace Measures Project

(01993 81994 01995 @ 1996 M 1997 W1998

g

Figure 3
percent of patients

o 88 8 8
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e Anemia Management (Figure 4):
‘o 78%ofhnnodlalympmen13hadammhcmatocm>30%ml998comparedto46%ml993 :
o Thex‘hﬁ'exvcm:ebetwm:nCmu:asumandAfncan—A ican p with h it > 30% was 2% in
1998 compared to 8% in 1993. ’ :

Percent of aduilt (aged >18 yrs) In-center
hemodialysis patients with mean hematocrit >
30% in Oct-Dec 1998 compared to previous

IDWQSB\BSQ 831995 01996 01697 l|995]

Figure 4

percent of pationts

Black White
Race .

These changes demonstrate the positive effects of the partnership between Network and facility staff on the care
received by ESRD patients.

Networks conduct quahty improvement projects (QIPs) to assess and improve the outcomes of care. QIPsarea
continuous process, using data on p and ¢ of care to recognize opportunities to improve care
and to develop measurable mpmvement initiatives. Examples of Network quality improvement projects
include:

Improving influenza and hepatitis B vaccination rates;
Increasing the placement of arteriovenous fistulae in hemodialysis patients;
Improving surveillance for stenosis of arteriovenous grafts;
lmprovmg adequacy of hemodialysis;

ing the frequency of of peritoneal dialysis adequacy;
lmprovmg anemia management.

‘Working one-on-one with Network quality improvement staff and Medical Review Board experts allows the
facility staff to improve the care delivered to patients. The Networks are able to achieve buy-in from facilities
hich understand that:
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¢ Network staff are trained in the principles and application of conti quality impro (CQD;

® Network Medical Review Board members are highly respected practitioners with considerable clinica:
experience;

* Network’s data infrastructure offers facilities data tracking toofs that they may not otherwise have;

® Networks recognize and praise high performers.

Each Network collects data from dialysis facilities regarding patient demographics, co-morbid conditions,

pme&mdomeomehxdicatom,paﬁemmmddeeﬂu,mdfaciﬁtydmeﬁsﬁcs. These data are validated
andanalyudbytheMedicalRevichoardandcanbeusedtoimpmvepaﬁemcareby:

Supporting facility quality improvement projects;

Targeting facilities for Network intervention activities;

Evaluating Network-wide quality improvement projects;

Driving the development of health care policy specific to ESRD;

Identifying predictors of morbidity and morality;

Entering the medical lit to by part of the evidence basis for the development or updating of

P

Networks also provide community outreach services to renal professionals, patients and family b
Using a variety of educational venues and information distribution methods, Networks impact the lives of
patients by: . .

o Conducting patient-fi d seminars and confe .

¢ Providing rehabilitation information (i progr ional educational materials, job placement
programs) to providers and patients;

® Addressing patient gri and family 3

®  Assisting transient patients in finding dialysis services.

Networks are a significant provider of information to facilities. Networks house and: regularly distribute
information to facilities regarding: :

o Evid based medicine including clinical practice guideli and care paths;
e Disaster preparedness;

o FDA alerts;

. CentusforDiseaseConnoImdPrwmﬁong\ﬁdeﬁmmdmmmmdaﬁons;

e Patient education ials;

o National ESRD CPM Project annual reports, highlight reports and supplemental reports.

ManyNetwotkmﬁ'mtminedinoonﬂimmohxﬁonmdmediaﬁonandpmvidefaciﬁﬁawithanmble
resource to discuss handling challenging patients. MnnyNetworkshomealibrarythateominspaﬁun
edncaﬁmvideosandmaterialsdmmavnihbkmﬁwiﬁﬁamdpaﬁemmmqm

All Networks ings di d at bringing together facility personnel to discuss on-going and
emerging clinical issues. Situforthmeme:ﬁngsmchombmedmasc&dbiﬁtyandeonvmiminmdam
mmahmmhofwﬁﬁm%mﬁmmyo&hmﬁmmﬂ:mwnﬁnﬁnge&waﬁmmﬁa g
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Mecting topics are determined regionally by a planning committee composed of all stakeholders with the goal
f improving processes of care. Recent meeting topics have focused on:

Patient safety and medical errors;
Adequacy of dialysis;

Vascular access;

Managing anemia;

Dealing with challenging patients.

§. Forum Initiatives Directed At Improving The Quality Of Care Dialysis Patients Receive

The Forum’s role in improving the quality of care received by ESRD patients is through enhancing the
effectiveness of the 18 Networks. Interventions.by the Networks have led to a significant improvement in the
percentage of patients receiving adequate dialysis as demonstrated by data from the national ESRD CPM
Project cited above. Opportunities for improved dialysis adequacy continue to exist and all Networks will focus
on this area for their 2000-2001 quality improvement projects. The standards for dialyzer reuse are specified
in the Conditions of Coverage for Medicare-approved dialysis facilities and are enforced by state surveyors.
The Conditions of Coverage currently in effect do not specify standards for dialysis facility staffing ratios and -
training.

The Forum has assumed a leadership role in identifying new initiatives that enhance the effectiveness of the
Networks in improving patient care. The Forum’s activities are driven by its strategic plan (Figure 2).
. Appendix 1 summarizes the 1999-2000 accomplishments of the Forum in each of the strategic plan domains.
Appendix 2 summarizes the current activities of the Forum in each of the strategic plan domains. Some of the
most significant activities include:

o Collaborating with the Renal Physicians Association and National Patient Safety Foundation in the
development of a Patient Safety Committee to investigate and reduce medical errors in dialysis facilities;

o Designing a National Quality Improvement Project addressing vascular access;

o Participating on the Public Reporting and State Surveyor Committees addressing the public release of data;

o Assisting HCFA in the development of a patient orientation package to be distributed to each new ESRD
beneficiary.

o Partnering with the Renal Physicians Association to rank and implement the NKF-DOQI guidelines at the
provider level;

o Surveying Networks to report on renal transplant assessment activities;

o Participating in the Renal Physicians Association’s development of “Shared Decision-Making in the
Appropriate Initiation and Withdrawal from Dialysis” clinical practice guideline.

Conclasien

The increasing visibility and credibility of the Forum and the ESRD Networks in the national landscape are due,
in large part, to their long: ding and ing advocacy for improved ESRD patient outcomes through the
~plication of continuous quality improvement methedologies and the development of an appropriate data
~frastructure. This advocacy is untainted by the agenda of any single professional consti y, and its
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is limited only by the commitment that all stakehold: have to the p Through their clearinghouse
activities, the Forum and the ESRD Networks foster evidence-based medici i ing provid
clinical practice guidelines and other literature that may improve the quality of patient care. Although

[+ 1

opportunities for improvement continue to exist, the dra in the p tage of patient receiving
adequate dialysis and achieving target h i-levelsoverd\epaswyeaxsdemonsuammeabilityof
Networks to effect change. With the vol expertise that resides within the Medical Review Boards and an

evolving powerful data infrastructure, the Networks are an invaluable resource that continuously brings the
quality of patient care to a higher level.

For additional information on the ESRD Networks or the Forum, please contact:

Jay Wish, MD

Division of Nephrology
University Hospitals of Cleveland
11100 Euclid Avenue

Cleveland, OH 44120

Telephone: 216-844-3163

Fax: 216-844-3328

E-mail: jaywish@earthlink net
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-Appendix 1: Forum Accomplishments

GOALS 1999-2000 ACCOMPLISHMENTS
-Provide Leadership - < - -
Create Information Implemented Standardized Information
Infrastructure Management System (SIMS)
Continued to develop and formalize United States
Renal Data System (USRDS) relationship
Collaborated in the development and testing of a
facility data system
Actively sought to communicate with the private
sector industry
Participated on National ESRD CPM Project
Expand Quality commi and sub
Measurement

and Reporting

Merged the CPM and Core Indicators Projects
inated and impl ted the NKF-DOQI
] practice guideli

Participated in the “Shared Decision Making in

. the Initiation and Withdrawal of Dialysis” clinical

practice guideline

Encouraged organizations, such as Council of
American Kidney Societies, to actively seek and
take.the lead in a research venture with an

- academic medical center

Began to established relationship with National
Pahent Safety Foundation and RPA i in the

1 t of a patient safety
Received HCFA contract to survey Networks on
transplant data and referrals
Supported Networks 1 & 11 collaboration with
RPA to prioritize clinical practice guidelines

Foster Evidence-Based
Medicine

Circulated CQI articles to MRB Chairs
Encouraged Forum representatives to speak at
national meetings to update the community on
the Forum's current activities and positions
Used Forum Clearinghouse to gather information

Enhance Patient
Participation and
Strengthen the Hand of
Consumers

Received HCFA contract to develop committee to
d a standardized new patient packet
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Create Public-Private
- ~Partnerships

Developed CPM Initiative with HCFA, RPA, NKF
Supported the renal community's

“(RPA/ASNFORUM) implementation of NKF-

DOQI project
Maintained RPA relationship and share
committee representation

Supported the Forum Clearinghouse as a partner
with HCFA

Evaluated the need for & type of information
applicable for public release

Explored private sector accreditation

Researched expanding state surveyor agency
collaboration

Distributed Core Indicators and Anemia QIPs
Initiated and encouraged the growth of existing
partnerships with dialysis chains

Established relationship with renal magazines to
published Network lish and

Proy

Facilitate Health
Professional Education

Held regular MRB chair tings

Encouraged Forum representatives to speak at
national meetings on behalf of Forum and
Networks

Developed liaison with RPA and ASN

Pursued joint initiative with RPA to support
“Teach the Teachers" program
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Appendix 2: Current Forum Activities

GOALS

2000 CURRENT ACTIVITIES

Provide Leadership

Create Information
Infrastructure

Pursue facility data system collaboration
with HCFA

Developing and formalizing USRDS
relationship

Exploring data collection of difficult patients
Final implementation of Standardized
Information Management System

Expand Quality Measurement
and Reporting

Participating on national ESRD CPM Project
committees and subcommittees
Encouraging Network level reporting in
support of quality improvement
ting in the devel
Safety Committee with RPA
Pursuing liaison with National Patient
Safety Foundation through the Patient
Safety Committee
Revising the Medical Records Model
Surveying Networks on transplant data,
referrals and outcomes

t of a Patient

Foster Evidence-Based
Medicine

Circulating CQ! articles to MRB Chairs
Encouraging Forum representatives to speak
at national meetings to update the
community on the Forum's current activities
and positions

. Using Forum Clearinghouse to gather

information

Collaborate with RPA to research physician
level measures using evidence-based
medicine

Enhance Patient
Participation and Strengthen
the Hand of Consumers

Participating on the New Patient Packet
Committee to distribute uniform mfotmanon
to patients
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Create Public-Private
- Partnerships

Supporting Dr. William Owen's initiative to

develop a “Modifying Errors Noted in
- Dmlyms Trial™ proposal
ining RPA relationship and share

committee mpresentation

Supporting the Forum Clearinghouse as a
partner with HCFA
Evaluating the need for & type of
information applicable for public release
Expanding state surveyor agency
collaboration

Initiate and encourage the growth of existing
partnerships with dialysis chains

Providing representation on Robert Wood
Johnson End of Life Committee

Providing representation on State Survey
Committee and Public Reporting committee -
of HCFA

Facilitate Health Professional
Education

Holding regular MRB chair meetings
Encouraging Forum ives to speak
at national meetings on behalf of Forum and
Networks

Developing Liaison with RPA and ASN
Pursuing joint initiative with RPA to support
"Teach the Teachers® program

Facilitate Network Quality
Improvement Projects (QIPs)

Standardizing QIP activities and distribute
document describing the differences between
outcomes research and quality improvement
Documenting the success of Network QlPs
Develop part p with renal to
publish QIP abstracts and Network activities
Supporting Networks 1 & 11 Prioritization
QIP in conjunction with RPA
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End Stage Renal Disease (ESRD)
Network Program Annual Report

Summary
1998

- Prepared by the Forum of ESRD Networks
Midlothian, VA
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Annual Report Summary

INTRODUCTION

The national End Stage Renal Disease (ESRD) program which ds Medi benefits to cover the
high cost of medical care for most individuals suffering from ESRD was created in October 1972
through the passage of Section 2991 of Public Law 92-603. Modifications to the ESRD program were
enacted by Congress four years later in order to improve cost effectiveness, ensure the quality of care
provided under the prog kidney P ion and home dialysis, and increase program
accountability. Tlus legislation, PL 95—292 authorized the establishment of ESRD Network areas and
Network organizations, consistent with criteria determined by the Secretary of the Department of
Health and Human Services. The legislation mandated 32 geographic areas and organizations, but in
1987 Congress reduced the number to the existing’ 18 Networks (see front cover). This report
summarizes the annual reports submitted by these 18 Network organizations for calendar year 1998.

ESRD POPULATION & CHARACTERISTICS

Although the ESRD population is less than 1% of the entire U.S. population n commues to mcrease ata
rate of 7%-8% per year impacting all races, age groups and soci the
ESRD Network Organizations cover all 50 states plus Puerto Rico, Saipan and the U.S. Virgin Islands,
much variation is seen in both the overall population and the ESRD population. While California
(Networks 17 & 18) has the largest state population, the state of Georgia has the largest population on
dialysis. At the end of 1998 there were 248,845 patients being dialyzed and 87,301 were newly
diagnosed (Appendix A). As scen in Appendix B, Washington, DC had the highest incidence rate,
804.78 per million, while Alaska had the lowest at 109.12 per million. Of the U.S. territories,
American Samoa has the lowest incidence rate with only 144.94 cases per million population.
Although the incidence in some states has fallen slightly, the overall incidence and prevalence of ESRD

i to rise nationally. Appendix C displays the incid data for 1997 and 1998 by Network.
The national average incidence rate has risen to over 317 cases per million population and the overall
ESRD prevalence counts have more than doubled since 1988 (USRDS 1999).

The Forum of ESRD Networks aggregated data obtained from the ESRD Networks to calculate both
state and national incidence rates for 1998 (Table 1 and Appendix B). Included in the count were all
new ESRD pati both dialysis and pl as well as all non-Medicare patients reported to the
Networks. :

Incidence rates are calculated by dividing the number of new cases by the general population. The
U.S. Bureau of Census estimated population for July 1, 1998 was used in the calculation.
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TABLE 1
ESRD INCIDENCE RATES BY NETWORK
CALENDAR YEAR 1998
Network based Initiated ESRD . Incidence Rate Per
-Patients’ Resid e - | "General Population™ | ~ —Million Population -
.1, 3,473 13,429,862 257.34
2 - 6,201 18,175,301 341.07
3. 4,100 12,093,393 339.03
- 4. 4,577 12,745,054 358.81
-5 5.550 14,260,433 376.57
6. 6,833 19,024,662 356.69
7 5,192 14,915,980 348.02
. 8 4,421 12,534,712 352.70
9 . 6,889 21,045,187 327.34
’ 10 4,395 12,045,326 364.87
11 5,863 21,142,576 277.07
12 3,554 12,592,792 282.22
13 3,649 10,253,983 355.86
14 6,323 19,759,614 320.00
15 3,677 14,704,096 250.00
16 2,179 11,694,384 186.33
B 17/18% 10,425 34,131,356 305.30
L. Total 87,301 274,554,711 317.97
ource: Forum of ESAD

*Networks 17 and 18 have been combined to incorporxtc the state of Catifornia. Hawaii and American territorics are included

s AGE

In 1998 a majority of the ESRD patients were between the ages of 60 and 79 with the pediatric

old (Table 2 and Figure 1)

(Appendix D).

y small with less than one percent of the ESRD population under 20 years
. This same age distribution can be seen in the incident population
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TABLE 2
PREVALENCE OF DIALYSIS POPULATION BY AGE AND NETWORK

Age Prevalence in Unitod States

018 20-28 30-39 4040 50-50 €0-89 70-79
Age

>80 Unk

Source: 1998 Network Annual Reports

DECEMBER 31, 1998

‘Network *| ‘0-19°°[*20-29 | 30-39 |~ 4049| 50-59 1 6069 |~70-79 |~ >80 °| Unk | Total -

1 50 266 688 1,086 1,528 | 2,142 | 2,637 1.209 0 9,606
163 595 1,516 2,761 3,685 | 4,294 | 4,104 1,711 0 18,829

3 93 349 886 1,556 | 2,292 | 2,768 | 2,531 919 0 11,394

4 96 324 843 1,590 | 2,087 | 2,934 [ 3,287 | 1,224 0 12,385

5 145 481 1,309 2,442 | 3,082 ! 3,690 [ 3,471 1,109 | 136 | 15,865

6 136 79 1,975 3,481 | 4,838 | 5431 | 4,395 | 1,403 1 22,450

7 96 437 1,061 1,903 | 2,480 | 3,269 [ 3,491 1,531 0 14,268

8 108 551 1,210 2,272 | 2,907 | 3,479 | 2,952 956 0 14,435

9 157 572 1,429 | 2,405 | 3,019 | 4,076 | 4,237 | 1,443 13 17,351

10 117 341 84 1,550 | 1,951 | 2,504 | 2,684 97 3 10,991
11 93 507 1,107 2,088 | 2,726 | 3,297 | 4,000 1,683 [ 15,501

12 93 320 744 1,204 | 1,643 | 2,149 | 2,307 983 0 9,533

13 79 418 914 1,720 | 2,147 | 2,615 | 2,083 723 0 10,699
14 189 729 1,632 3,057 | 4,028 | 4,793 | 3,888 1,155 3 19,474
15 102 339 874 1,373 | 2,013 | 2,414 | 2,251 687 3 10,056
16 75 258 546 901 1,139 | 1,352 1,385 542 0 6,198
17 72 366 896 1,661 2,281 | 2,723 | 2,715 1,175 13 11,902
18 205 793 1,518 | 2,452 | 3,307 | 4,154 | 3,938 [ 1,541 0 17,908
Total 2,069 | 8,436 | 19,992 | 35,592 | 47,153 | 58,084 | 56,356 | 20,991 | 172 | 248,845

% Total 1% 3% 3% 14% 19% 23% 23% 8% 0
- Source: 1958 Network Annual Reports
Figure 1 l
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+ RACE

While the vast majority of ESRD patients are white, the number of Blacks and Native Americans with
ESRD is disproportionately high compared to the U.S. population. While Black Americans comprisc
13% of the population they make up 38% of the total ESRD population and Native- Americans establish
less than 1% of the US population and 2% of the ESRD population. Network 6 has a large population
of Blacks and Network 15 is home to a large number of Native Americans. Appendices E and F
present tables comparing the prevalent and incident ESRD population by race and Network.

« DIAGNOSIS

The leading cause of renal failure in the United States is diabetes. Table 3 and Figure 2 categorize
prevalent dialysis patients by primary diagnosis. A list of primary causes for ESRD can be found in
Appendix G. ’

TABLE 3
PREVALENCE OF DIALYSIS POPULATION BY PRIMARY DIAGNOSIS AND NETWORK
DECEMBER 31, 1998

Cystic

Network | Diab Hypertension GN Kidney Other' Unknown® Total
1- 3,452 2,335 1,577 471 1,760 11 9,606
2 6,622 4,531 2,862 636 2,476 1,702 18,829
3 4,601 2,921 1,902 524 1,292 154 11,394
4 4,632 3,392 1,745 419 2,187 10 12,385
5 . 5.731 5,193 2,449 685 1,140 667 15,865
6 8,139 7,346 2,403 694 2,706 1,162 22,450
7 5,005 4,644 1,882 656 1,614 467 14,268
8 5,239 5,120 1,751 571 1,754 0 14,435

.9 7,052 4,124 2,757 577 2,824 17 17,351

10 3,787 3,601 1,414 297 1,800 92 10,991
11 6,071 4,151 1,873 485 2,354 567 15,501
12 - 3,723 2,604 622 554 1,680 350 9,533
13 4,262 3,730 1,364 409 669 265 10,699
14 9,136 4,744 2,477 677 2,397 43 19,474
15 5,009 1,669 1,413 511 1,044 410 10,056

.16 2,433 1,065 1,182 496 741 281 6,198

217 5,017 2,621 2,342 562 1,347 13 11,902

C 18 7,458 4,948 2,616 471 2,409 0 17,908

Total 97,369 68,739 34,631 9,701 32,194 6,211 248,845

% .| 391% 27.6% 13.9% 3.9% 12.9% 2.5%

Source: 1998 Network Annual Reports

'Other refers to those primary causes tisted in Appendix G

*Unknown refers to causes both unknown and

As shown by Figure 2, diab P d 39% of the prevalent dialysis patient population in 1998.

Hypertension followed with 28%, glomerulnephritis with 14% and other causes accounted for 13% of
the dialysis population with 3% of patients having an unknown primary cause. The percentage of
patients with a primary diagnosis of diabetes is up slightly by 1% since 1997. With similar results,
Appendix H illustrates the primary diagnosis of incident pati by Network. While diabetes is the
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most common cause of ESRD it is prominently the cause of ESRD in women while hypertension is
most common cause of ESRD in men (USRDS 1999). ~

Given the diverse patient populations seen within each geographic region it is surprising that there is
litle variation between the Network populations with respect to the diagnosis of their prevalent
populations. All Networks reported diabetes as the primary cause of renal failure in 1998 but Network
15, at 50%, had the highest perceniage of patients with this primary diagnosis. Network 8 joined the
Networks in this category in 1998 by reporting a lower percent of their total patients with a primary
diagnosis of hypertension.

Figure 2

Pr Dialysis P by Primary Diagnosis’
. December 1998

! Hypertension N D Cysuc Kldnay
/ _Other
| \ 13%
i Unknwn
i Diabetes .
39% \
i
i
* GENDER
In 1998, males represented over half of the ESRD inci and prevalent population, 53% and 52%

pectively. With the ption of Networks 6 and 8, all Networks reponed a higher ratio of males to
females (Appendices I and J).

« TREATMENT MODALITY

Today, ESRD patients have a variety of choices for outpatient renal replacement therapy. They have
the option of dialyzing at home, in a hospital-based facility, or an independent facility offering
treatment. Some transplant centers, in addition to providing kidney transplants, offer dialysis services.
Appendices K and L display the number of patients in each Network by modality.

Table 4 lists Medicare ESRD providers by type of service offered by Network. As expected based on
. patient populations, Network 6 has the largest number of dialysis providers (314) and Network 16 has
the smallest number of providers (96).
-
While in-center hemodialysis is the predominate modality choice, changes are occurring in Qeritonea!
dialysis (Appendix M). Contimous cycling peritoneal dialysis rose between 1997 and 1998 in most
Networks. In-center peritoneal dialysis fell in all Networks as did ‘CAPD (Appendix N).
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TABLE 4
MEDICARE ESRD PROVIDERS BY TYPE OF SERVICE AND NETWORK
DECEMBER 31, 1998

etwork Total Tr 1 Dialysis Hospital' Independent’
S Sl 122 15 - 118 40 78

2 183 14 181 101 80

3 109 3 108 48 60

4 208 -14 189 39 150
5 246 15 240 48 192
6 314 10 308 25 283
7 230 7 226 15 211
8 253 12 246 . 15 231
9 250 16 244 52 192
10 118 8 116 34 82

11 258 20 249 113 136
12 193 18 182 50 132
13 212 18 203 32 171
14 263 20 247 13 234
15 175 14 166 30 136
16 96 5 93 32 61

17 143 9 136 29 107
18 213 17 203 18 185

Total 3,586 235 3,455 734 2,721
‘Source: National Listing of Medicare Providers Fumishing Kidney Dialysis and Transplant Services, January 1999

! Hospital and Independent counts are inctuded in the total dialysis count.
Note: Detail does not 2dd to total because most transplant centers also provide dialysis services and are counted again as dialysis providers,

According to the annual facility surveys conducted by the Networks, 13,212 transplants were
performed at 235 transplant facilities within the United States during 1998. Of these transplants, 8,859
were from cadaveric donors while 3,498 were from living related donors and 825 from living non-
related donors. Cadaveric donors represent 67% of transplants performed, but due to decreases in the
availability of cadaveric donors, the percent of living and living unrelated donor transplants have
increased in recent years and in 1998 represented 33% of all transplants performed. The number of
patients waiting for a kidney transplant is listed in Appendix O.

Table 5 and Appendix P list the number of transplants performed by Network. Networks 11 and 14
had 20 transplant centers each. Network 11 performed the largest number of transplants in 1998,
1,375. Network 3 performed the least number of transplants, 314 and had the least number of
transplants by living related donor.



TABLE §
KIDNEV TRANSPLANTS BY NETWORK
CALENDAR YEAR 1998
ey —
Total Cadaveric | Living Related Living Unrelated Unknown
~Network | -Transplants-| - Bonor- -{- - —Donor - - -~ -Ponor- - | - v -
1 628 339 . 21 68 0
2 341 549 2 50 0
3 14 214 87 13 0
4 832 671 141 19 1
S 853 467 249 137 1]
6 788 573 188 27 0
7 663 536 108 19 [1]
8 671 454 175 42 0
9 972 731 21 0 0
10 557 350 207 0 0
1 1,375 818 420 137 1)
12 657 461 157 39 [1]
[} 393 275 98 20 0
14 954 681 228 45 0
15 629 368 188 4 29
16 445 278 134 33 1]
17 662 444 167 51 0
18 978 650 247 81 0
. Total 13,212 8,859 3,498 825 30
Source: 1998 Facility Survey, Medicare Providers

NETWORK DESCRIPTION

The start of 1997 marked the 20% year of the ESRD Network program. The program began in 1977
when HCFA published the final regulations establishing 32 Network Coordinating Councils to
administer the newly funded ESRD program. With only 40,000 dialysis patients receiving care in 600
facilities, the Networks' responsibilities fi d on organizational activities, health planning tasks, and
medical review activities. .

By 1987 the ESRD program encompassed over 100,000 patients and 1,800 facilities administering renal
replacement therapy. At this time, Congress consolidated the 32 Networks into 18, redistributing and
increasing their geographical areas as well as their program responsibilities. Funding mechanisms
hanged when Congl dated that $ 0.50 from the composite rate payment from each dialysis
treatment be allocated to fund the Network program. In 1988, HCFA began contracting with the ESRD
Networks to meet their legislative responsibilities. These contracts placed greater emphasis on quality
improvement activities and standardizing approaches to quality assessment. Networks still collected
and analyzed data for quality imp but health-planni jons diminished

The Networks began working on a new three year Scope of Work (SOW) in July 1997. The contract
established a new ESRD Network Organization Manual that allowed HCFA to efficiently modify some
requirements of the ESRD Network program while enabling Networks to better understand contract

responsibilities.
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The impact of the new manual is more significant to the daily dpemions of the Networks. As specified
in the Scope of Work, each Network is responsible for conducting activities in the following areas:

Quality Improvement

Community Information and Resource
Administration

Information Management

Fal ol ol

HCFA contracts require each Network to have an Executive Director, a Director of Quality
Improvement, and a Director of Data Management as well as other necessary staff to fulfill the contract
obligations. The role of the Executive Director is to coordinate the activities of the Network. The
Quality Imp: Director di quality-related requirements and creates and implements
quality imp: proj The Data Manager’s role is the ding and transmission of
data between the facilities, the Network, and HCFA.

In addition to these staff, Networks employ other individuals to plish contract responsibilities.
Though these positions vary from Network to Network, additional staff in the areas of quality
improvement and data are essential for the coordination of the many Network activities. Table 6 shows
the type, number and percent of staff employed by each Network.

TABLE 6
NETWORK STAFF BY TYPE, NUMBER AND PERCENT
DECEMBER 31, 1998

~ | Administrative | Quality | - - Data Patient Services -
etwork | # % b % # % | 4 % | Total Staff"

L 3 [ 3% | 2 [22%| 3 [33% [ 1 1% 9

] 3 [ 30% | 2 |20% | 4 |40% | 1| 10% 10

4 [ 36% | 2 [18% ] 5 |46% | 0 0% 11

3 [ 37% | 2 [25%! 3 [371% | o 0 3

4 [ 3% | 3 [21% | 4 |21% | 1 9% 12

3 [ 21% | 3 [271% | 5 |46% | 0 0% 1

2 | 2% | 2 |22%| 4 |44% | 1 1% 9

2 | 25% | 2 [25% | 3 131% | 1 13% 8

5 [ 39% |2 [15% ] 4 [31% ] 2 15% 13

2 | i8% | 3 |21% | 4 |31% | 1 9% 11

3 | 4% | 2 2% | 2 [29% [ © 0% 7

2 | 2% | 2 0% | a4 |a5% [ 1 1% 9

3 1 21% | 4 |31% | 3 [21% | 1 9% 11

2 | 25% | 25 [31% | 25 [ 31% | 1 12% 8

2 | 20% | 1.5 |21% | 35 | 50% [ 0 0% 7

3 | 30% | 3 [30% [ 3 [30%] 1 % 10

3 | 37% | 1 | 13% | 4 4% | 1 13% 9

Lo L
Source: 1998 Network Annual Reports

As seen in Table 6, Networks operate with a relatively small number of employees for the size of the
ESRD patient population served. The patterns of staffing are similar across the Networks, with respect
" to the mumber of staff assigned to functional categories but still reflect regional variations. Over
seventy percent of the Networks have patient services staff while the other Networks handle these
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ponsibilities through their quality impr or administrative personnel. The staff classification
amsabovemforca!culauonpurposesonlyandoﬁendonolmdmmemnalm’eofstaﬂ'work
duties. Due to the small staff size in the N ks an i ve assi may be responsible for

supporting the quality improvement staff a portion of the time and the data staff the other time.

" Network staff are supported by a variety of committees with volunteer members from within the
Network-area. Each Network is required by contract to specify appropriate roles and functions for
these committees and each is required to have the following:

.* Network Council: A body composed of renal providers in the Network area that is representative
of the geography and the types of providers/facilities in the entire Network area as well as at least
one patient representative: The Network Council serves as a liaison between the provider
membership and the Network.

* Board of Directors (BOD): A body composed of representatives from the Network area including
at least one patient representative, The BOD (or executive comnuttee) supervises !hc performance
of the Network's administrative staff in ing and req and
maintains the financial viability of the Network.

* Medical Review Board (MRB): A body composed of at least one patient representative and
representatives of each of the professional disciplines (physician, registered nurse, social worker,
and dlclman) that is engaged in treatment related to ESRD and qualified to evaluate the quality and

of care d d to ESRD pati

PPIop

® Any other committees necessary to satisfy requirements of the SOW. These committees are
designated by the Network and/or BOD and may include, but are not limited to patient advisory,
grievance, organ procurement, transplant, finance, and rehabilitation,

HCFA NATIONAL GOALS AND NETWORK ACTIVITIES

The 1997 Scope of Work outlines four goals to provide direction to the national ESRD Network
program. These goals outline the basic functions of the ESRD Networks and are used to direct the
Network daily activities. Each Network tailors their activities to meet and exceed HCFA expectations.

The four goals for 1998 are:

1. Improving the quality of health care services and quality of life for ESRD beneficiaries;

2. Improving data reporting, reliability and validity between ESRD facilities/providers, Networks and
HCFA;

3. Establishing and improving partmerships and cooperative activities among and between the ESRD
Networks, Peer Review Organizations, State Survey Agencies and ESRD facilities and providers;
and,

4. Evaluating and resolving grievances.

These goals and how the Networks d them are di d below.
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GOAL ONE: IMPROVING THE QUALITY OF HEALTH CARE SERVICES AND QUALITY OF LIFE
FOR ESRD BENEFICIARIES

| ] QUALITY IMPROVEMENT PROJECTS

The Networks are required to Quality Imp Projects (QIPs) to assess and improve the
outcomes of care provided to ESRD beneficiaries. Quality improvement, as defined in the Scope of
Work is “a continuous process, using information from data on processes and outcomes of care to
recognize oppormumities to improve care and to develop measurable improvement initiatives.” A QIP is
a collaborative effort between Networks and health care providers and/or beneficiaries, which results
in arn ble imp of The Dialysis Qutcome Quality Initiative (DOQI) clinical

ideli blished in the fall of 1997 provide the foundation for Network QIPs. Each QIP
subnumed o HCFA for approval must fit into one of four broad categories. These are adequacy of
dialysis, anemia, prevention, and vascular access. Table 7 and Appendix Q show the types of Quality
Impr Projects impl d by each Network during 1998.

TABLE 7
QUALITY IMPROVEMENT PROJECTS
CALENDAR YEAR 1998

Network Title

1 )? ing the Utilization of P Access in Incident Hemodialys.s Paticrts
Improving Influenza Vaccination Rates
2 Improving Peritoneal Dialysis Adequacy Measures
Earty Detection of Venous Stenosis in AVG’s (o Prevent Thrombosis
3 Vascular Access
Cooperative Ancmia
) "Adequacy of Dialysis
Earty Referral 10 Nephrology Care
5 Improving the Adequacy of Hemodialysis Dialysis in ESRD Network §
Improving Influenza Vaccination Rates
6 Improving Influenza Vaccination Rates
Improving Hepatitis B Vaccination Rates
Peritoneal Adequacy
7 ESRD Hepatitis B Vaccine Study

Cooperative ESRD Vascular Access
8 chmdulys:s Aaq\m:y

9/10 | Peritoneal Dialysis Prescription Adequacy
'] Hemodialysis Central Venous Catheter

11 A Systems Based Approach 1o Quality Improvement
Strategies for Managing the Contiruum of Care in the ESRD Patient
12: Vascular Access Quality Improvement Project
I roving Hepatitis B Vaccination Rates
13 Early Detection of Venous Stenosis in AVG’s to Prevent Thrombosis
: Adequacy of Hemodialysis
- 14.. . | ESRD Immunization Cooperative Project
¢ 15" . [ Peritoneat Dialysis Adequacy

Improving Influenza Vaccination Rates

'| Reducing the Rate of Hemodialysis Access Infection

roving At of Hemodialyis Patienss in Northern California ESRD Paticms
Vascular Access: Incressing & Maintaining AV Fistulae
rovi itis B Vaccination Rates
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In addition to their QIPs, Networks promote improved quality through:

Participating in the collection of Dialysis Outcomes Data (Core Indicators Project):
Conducung special projects and studies;

E ging patient vocational rehabilitation programs;

Providing educational opportunities and materials;

Collaborating with Peer Review Organizations on state speclﬁc quahty initiatives; and
Providing technical assistance 1o state survey agencies.

a CORE INDICATORS PROJECT

The ESRD Core Indicators Project is a product of the joint efforts between HCFA, the Forum of ESRD
Networks, Networks, and other members of the renal community. Implemented in July 1994, the
project collects data on bl [ to generate national and Network-specific data
that reflects care provided to ESRD patients. The purposes of the core indicators project are to:

e Assist ESRD providers in improving care delivered to dialysis patients;
o Compare the prevalence of important clinical characteristics for adult patients; and
» Identify opportunities to improve care.

The four areas of care monitored by the core indicators are:

Adequacy of dialysis d by urea reduction ratio (URR);

Anemia manag d by b it

Hypertension measured by pre/post dialysis diastolic and systolic blood pressure; and
Nutritional status measured by serum albumin.

Annually, each Network validates the dialysis patient population within its geographic area. After the
process is complete, a census report is produced for HCFA containing such items as name, gender,
etiology of ESRD, Social Security Number, and date dialysis was initiated for every hemodialysis and
peritoneal dialysis patient alive within the calendar year. HCFA then selects 2 random sample of in-
center hemodialysis and peritoneal patients. In 1998, the sample consisted of 8,838 in-center
hemodialysis patients and 1,650 peritoneal dialysis patients (Tables 8 & 9). Once a random sample of
patients is chosen, HCFA then uses data specific cellection forms to obtain core indicators data.
Networks collect and enter each patient form into a standardized data file ensuring the data are correct.
Once all the data are collected, HCFA analyzes the core indicators data and provides feedback reports
to the Networks which, in turn, are distributed to dialysis providers.

Tables 8 and 9 illustrate the sample number of in-center hemodialysis and peritoneal patients within
each Network that was taken at the end of 1998. As noted the sample ranges from 2.5% to 9.4% for
hemodialysis patients.
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TABLE 8
1998 CORE INDICATORS PROJECT
NUMBER OF ADULT (2 18 YEARS) IN-CENTER HEMODIALYSIS PATIENTS BY NETWORK AND SAMPLE SIZE

DECEMBER 1998
L .. | ... Nomber of Hemodialysts Patients | = . _ __ . .
Network December 1998 Sample Size
8,181 485
16,701 497
9.509 489
11,170 492
13,982 494
19,544 4
12,33 497
14,16 4
13,95 494
10 9.275 488
1 12,949 494
12 7,788 485
13 9,594 489
14 17,745 4
15 8.788 488
16 5,033 472
17 10,386 4%C
18 15,945 497
Total 217,044 8,838
S —
Source: 1999 ESRD Core Indicators Report
TABLE 9

1998 CORE INDICATORS PROJECT
NUMBER OF ADULT (2 18 YEARS) PERITONEAL DIALYSIS PATIENTS BY NETWORK

SAMPLE DECEMBER 1998
| Network Sample Size Network Sample Stze
7 1l 115
% T 88
7 13 75
70 14 98
88 15 70
163 16 76
71 17 0
- 102 18 17
126
10 7l Total 1,650
TS e S— —— -
Source: 1999 ESRD Core indicators Project
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Percent of adult (aged >18 yrs) i

Figure 3

1

with mean KtV > 1.2, by

Network, in Oct-Dec 1998, 1999 ESRD Clinical Performacs Measures Project
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The above figures (Figures 3 & 4) report findings for two of the core indi s, ad of dial
and anemia, for the adult, in-center hemodialysis patients. These dam are represcnmnvc of the pancms
included in the 1998 core indicators sample. Using data collected on each selected patient, g
values for adequacy of dialysis was calculated by Kt/V (a specific calculation factoring in patient size,
time of treatment and dialyzer clearance). The percent of pati receiving adeq hemodialysis is
displayed in ascending order by Network and for the U.S. Figure 3 shows the percentage of patients
with a KUV > 1.2. The threshold used in reporting, KUV 21.2, is the minimum acceptable level set
forth by the DOQI Clinical Practice Guidelines. Figure 4 illustrates the percentage of patients with
hemoglobin > 10 gm/dL varied among the Networks, ranging from 72% to 85%.

Each year that the Core Indicators Project has been performed, there have been statistically and
clinically significant improvements made in hemodialysis adequacy and anemia management. See
ESRD Core Indicators Reports for more details.

n SPECIAL STUDIES AND PROJECTS

Networks develop special studies to examine issues specific to each Network area and patient
population. While these studies are often limited to only one Network area, some projects are
developed to incorporate multiple Networks.

Examples of Network special studies are provided below as well as Appendix R:

« Network of New England Clinical Indicator Project (Network 1)
Network Core Indicators Monitoring (Network 2)
ESRD Emergency Preparedness Resources for Pennsylvania and Delaware Dialysis Facnlmes
(Network 4)
Vancomycin Resistant Enterococcus (VRE) (Network 5)
Familial Clustering of End-Stage Renal Disease in HIV-Associated Nephropathy (Network 6)
Evening Dialysis Study (Network 7)
The Physician Activity Report (Network 9/ 10)
Transplant Reviews (Network 11)
" Pre-ESRD (Network 15)
Northwest Renal Mortatity Report (Network 16)
1998 Pacific Island Core Indicators Follow-Up (Network 17)
Heparinization Practice Project (Network 18)
Cooperative National Study of Renal Decisions (CONSORD) (Networks 5, 8, 11, 18)

] VOCATIONAL REHABILITATION

Networks are responsible for assisting providers in defining or establishing rehabilitation goals for
referring suitabl did to vocational rehabilitation programs. Networks study the patterns of
patient employment within the Network area. They maintain and distribute vocational rehabilitation
information to providers and patients. The vocational rehabilitation information includes dialysis shifts
avaitable after 5 pm, job placement programs, exercise programs, and educational materials.

Networks are contracted to report the number of patients between 18 and 55 years who are referred for
vocational rehabilitation and the number of patients in this age category who are employed or attending
school (full or part time). Table 10 provides the p ge of pati t 18 and 55 years in
these two categories by Network. In calendar year 1998, Network 5 reported the highest percent of

14
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referrals (16.5%) and Network 3 reported the highest percent of patients employed or attending school
(40.1%). Appendix S provides additional information on vocational rehabilitation in the Networks.

TABLE 10
VOCATIONAL REHABILITATION BY NETWORK
DECEMBER 31, 1998

- % Patlents 1855 Years Percent of Patients 18-55
Network * Referred to Vocational Years Employed or
Rehabilitation Attending School "
4.0 31.2
7.1 2.6
1.1 40.
6.5 26.
16.5 27,4
10.4 19.
4 21.
6 .
0 6. X
1 10.0 26.
) 7.5 36.
B 13.8 20.
14 75 3.
- 15 123 4.
16 16.1 .
17 7.8 24.4
18 82 3.9
National A 3.81 266

Source: 1998 Network Annual Reports

‘a EDUCATIONAL OPPORTUNITIES

Networks serve as a clearinghouse for educational materials with the purpose of increasing the
understanding of End Stage Renal Discase, the care/treatment required, and other related issues.
Networks distribute these materials not only to patients and their families, but also to other concerned
parties such as dialysis facilities and other renal related organizations. An ple of ional
matenals developed by some Networks include disaster preparedness guides; patient advocacy
that help pati play a proactive role in improving their health; patient and facility
newsletters; mformauon on resolving patient grievances; and vocational rehabilitation information.

Networks also plan and provide support for various educational conferences throughout the year.
These conferences bencﬁt boxh lhe care providers as well as the patient population. Many Networks
provide annual ed [+ and di d toward nephrology nurses and

technicians, nephrologists, and social workers. Often the seminars are held in conjunction with the
American Nephrology Nurses Association and National Kidney Foundation.
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GOAL TWO: IMPROVING DATA REPORTING, RELIABILITY AND VALIDITY BETWEEN ESRD
FACILITIES/PROVIDERS, NETWORKS AND HCFA

To accomplish the second goal, Networks utilize both internal and external databases to track various
data. . Data reporting is an essential function of the Networks. . Accurate data collection has a two-fold
purpose:

1. Aids the Networks by providing a look at issues facing the regional ESRD population and a check-
system to measure facility accuracy and timeliness;

2. Provides the national ESRD data system with accurate data to support quality improvement
initiatives, HCFA policy decision and the USRDS research activities.

Each Network supports and maintains its own database to store patient specific information and ESRD
related events. On a broad level, these databases maintain demographic data as well as track patient
tr ions such as changes in modality, facility, plant status, or death. - In this manner, Networks
are able to maintai counts of pati within their area.

The information tracked within Network databases is collected from the ESRD provider through the
Medical Evidence Report Form (HCFA 2728) and the Death Notification Form (HCFA 2746).
Providers are responsible for submitting these documents in an accurate and timely manner. Networks
monitor providers based on their data submission practices and are responsible for addressing non-
compliance. Other clinical data elements are also retained in their Network database for quality
improvement activities.

Networks are also responsible for transmitting these data to HCFA using the ESRD Data Entry and
Editing System (EDEES). Each month, Networks must upload all information collected in EDEES to
the HCFA database. Table 11 shows the number of forms collected by Networks in 1998.

TABLE 11
DATA FORMS PROCESSED
CALENDAR YEAR 1998
Medical Evidence Death Netification

Network (BCFA 2728) (BCFA 2746) Total

1 3,690 2,530 6,220
2 6,414 4,240 10,654

3 3,050 2,924 5,974

4 4,583 2,937 7,520

5 5,705 3,659 9.364

6 6,910 4,333 11,243

7 . » 9.548

8 4,760 3.294 8,054

9 6,699 4,267 10,966

10 3.871 2,327 6,198
11 6.000 4,000 10,000

12 3,912 2,602 6,514

13 3.986 2,660 9,548

14. 6,327 4,038 10,365

15. 3,878 2,263 6.141
16 2,265 - 1,477 3,742
e e 4,093 2,661 6,754
. 18" Y 6,707 4,216 10,923

Souree: ma Network Annuat Reports.
*Network sumbers not provided
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R izing the need to dardize each ESRD Network’s data system, HCFA began working with the
Networks and Forum of ESRD Networks to accomplish this ization. In October of 1997, the
Southeastern Kidney Council (Network 6) was awarded a 24-month contract to design, develop, and
install Standard Information Management System (SIMS). The purpose of the project is to design,
develop,-purchase and install a standard information management system that supports the ESRD
Network Organizations. It will also provide communication and data exchange links among the
Networks, HCFA, and other segments of the renal community to support quality improvement activities
that relate to the treatment of ESRD. Throughout 1998, Networks began shaping the project through
established workgroups to determine core data set elements, security issues and a standardized data
dictionary. Two Networks, Network 5 and Network 6, began Alpha testing SIMS in November 1998
with Beta testing expected to begin in June 1999. SIMS has an expected release date of December 1999
(Southeastern Kidney Council 1998 Annual Report).

In building this information infrastructure, the Networks hope to better pursue initiatives to measure
and improve the quality of healthcare delivered to the ESRD patient population. The ultimate goat of
SIMS is to improve the quality of care delivered by making ESRD data more accessible to dialysis
facilities, Networks and the renal community.

GOAL THREE: ESTABLISHING AND IMPROVING PARTNERSHIPS AND COOPERATIVE ACTIVITIES
AMONG AND BETWEEN ESRD NETWORKS, PEER REVIEW ORGANIZATIONS
(PROS), STATE SURVEY AGENCIES AND ESRD FACILITIES AND PROVIDERS

Networks participate in a number of activities with organizations facilitating cooperation and joint
ventures to fulfill this goal. Each Network creates unique partnerships with organizations to help
provide better care for the ESRD patient population.

All Networks provide support and leadership to the Forum of ESRD Networks. Network MRB
Chairmen and Board members, Executive Directors, and other staff members assist the Forum by
volunteering for positions on the Forum Board of Directors as weil as on various Forum committees.

The Forum, as a result of the participation of all 18 Networks, has been instrumental in developing and
promoting 2 number of national initiatives that improve partnerships within the Network system. These
include the SIMS initiative, the semi-annual meetings of MRB Chairpersons, development of a strategic
plan, quarterly conference calls among the Executive Directors, and distribution of clearinghouse
materials to all Networks.

The Forum received several contract modifications from HCFA in 1998 to assist in serving the
Networks more efficiently. The Forum sp d a Spring ing b HCFA rep ives and
the Networks. The meeting drew representatives from HCFA, Network staff from their Data, Quality
and Executive departments as well as many Network Medical Review Board Chairmen to discuss issues
impacting the ESRD Networks. The Forum also received a contract modification to print and distribute
the 1998 ESRD Core Indicators Data Collection Form as well as to format and distribute the Core
Indi Suppl and Highlight Reports.

In addition to working with the Forum, Networks foster relationships with Peer Review Organizations
(PROs). As seen below in Table 12, Networks implemented cooperative studies in conjunction with the
PROs in the area of quality improvement during 1998. The projects varied from Network to Network
but all projects focused on improving the care received by ESRD patients.
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TABLE 12
’1998 NETWORK-PRO COLLABORATION PROJ'FJCI‘S

1O
Monnnnng AV Graﬁs for Early Dcwcuon of Venous

Stenosis
Detmarva Foundation for Medical Care mproving q of
West Virginia Medical Institute, Delmarva F ion for ing the infl ination rate
Medical Care, Virginia Health
Florida Medical Quality Assurance, inc. Hepatitis B vaccination
¥| Mid-South Foundation for Medical Care Foot care
Michigan PRO Flu vaccination
North Dakota PRO ics for ing the Comi of Care in the ESRD
Patient
Vascular Access

Be-Wise Immunize QIP protocol

Peritoneal dialysis adequacy
Pre-ESRD Care

Vascular Access CPMs
Hepatitis B vaccination and Immune status among ESRD
patients in Northern California

Networks communicate with State Survey Agencies (SSAs) through the exch of , annual
reports, and other appropriate quality reports. The high degree of communication helps to facilitate the
exchange of ideas on issues of quality improvement and patient grievances.

Networks continually communicate and coordinate activities with members of the renal community. In
addition, they have fostered strong relationships with advocacy and research organizations. Some of
the renal community Networks work with include:

o AAKP:  American Association of Kidney Patients
e AKF: American Kidney Fund

o ANNA: American Nephrology Nurses Association
o ASN: American Society of Nephrology

¢ NKF: Nationat Kidney Foundation

¢ NRAA: i Renal Admini s A

« RPA: Renal Physicians Association

Other organizations Networks work with include:

e CDC: Centers for Disease Control

« FDA: Food and Drug Administration

e NAHQ: National Association for Healthcare Quality

e UNOS:  United Network for Organ Sharing

« TUSRDS: United States Renal Data System

Many of the ESRD Network p 1 are ly involved on renal community Boards of Directors

and committees. For example, several ESRD Nclwork staff work closely with both the National
Kidney Foundation (NKF) and the American Association of Kidney Patients (AAKP) to avoid
duplication of services to patients within their Network area.



113

All ESRD Networks collaborate with UNOS to collect transplant data. The Networks' assist UNOS in
collecting forms dealing with transplantation which are overdue and UNOS in turn supplies dam and
reports.

GOAL FOUR: EVALUATING AND RESOLVING PATIENT GRIEVANCES
Networks are responsxble for evaluaung and resolving patient grievances. Each Network has a formal

grievance 1 approved by HCFA. During 1998, Networks processed 105 formal
beneficiary gncvanoes This represents a small decrease from 1997.

A formal beneficiary grievance is a d d plaint usually alleging that ESRD services did not
mect professional levels of care. This type of complaint requires the Network to conduct a formal
review of the information and an evaluation of the grievance, which may require the involvement of a

Grievance C: ittee and/or the Medical Review Board.

Grievances come to the Networks in many forms, and from many sources including telephone calls and
letters from patients, families, facilities, and patient advocates. Though many of these “complaints”
never reach the formal grievance stage, Networks dedicate large amounts of staff time responding to
these concerns. It is estimated that ESRD Networks process about 3,000 such patient concerns
annuaily. The relatively small number of formal beneficiary grievances is an indication that Networks
address most concerns before they become formal grievances.

Tables 13 displays the number and type of formal written grievances filed in each Network during
1998.

TABLE 13
FORMAL GRIEVANCES PROCESSED
CALENDAR YEAR 1998
Network | # of Grievances Network | # of Grievances
1 0 1
2 12 12
3 0 13
4 1 14 10
] 10 i5
6 22 16
7 10 - 17
[] 16 18 1
9/10 18 Total 118
Source: 1998 Network Annual Reports

As noted, several Networks (1, 3, 11 and 16) had no formal grievance investigations in 1998 while
Network 6 p d 22 formal gri . Table 14 groups grievances into broad categories based on
their general type given their description in each Network's Annual Report. The majority of the
grievances relate to the patient’s relationship to the staff and complaints regarding the staff or dialysis
provider. The majority of the complaints lodged by facilities concern the handling of disruptive and
abusive patients.
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TABLE 14
TYPE OF GRIEVANCE

Treatment Related

® -Any conccrn relating to the medical reatment-a paticnt receives at the ynit. These
may inctude time of treatment, availability of treatment times, quality of treatment
received, etc.

Physical Environment
®  Any concern relating o the physical atmosphere of the unit. These may include
temperature, cleandiness, hazards, etc.

Staff/Provider Retated

® Any concern including difficulties with provider policies or staff such as
professional behavior, comp , adhy to policy. etc.

Disruptive/Abusive Patient

®  These complaints, lodged by the facility, concern how to handle a patient and/or
family that is disruptive, abusive, or i

Patient Transfer Related
®  These complaints relate to the imter-facility patient sransfer process.

Transicnt Dialysis Related

e  Any complaint concerned with the facility assisting the patient and/or family in
identifying a provider for tcmporary dialysis treatument.

Source: 1998 Network Annual Reports

B SANCTION RECOMMENDATIONS

Networks are authorized to propose (to HCFA) sanction recommendations against facilities and to make
recommendations for additional facilities in the service area, as they are necessary for each particular
Network.

During 1998, only one sanction recommendation was made to HCFA. This sanction involved a facility
that the Network felt its practices over time did not meet the standard of care and observed that the
standardized mortality rate was consistently higher than the state average. The facility was not closed
but was required to follow specific guidelines to monitor and improve deficiencies.

‘Il RECOMMENDATIONS FOR ADDITIONAL FACILITIES

There were three Networks recommending additional facilities in their area. These recommendations

vary in their objectives which include:

e The need for a Medicare assessment of the costs to operate dialysis centers to include wage
adjustments and local regulations to help with shortage of trained p 1

"o The need for HCFA to develop a billing code to accommodate the non-chronic, acute patients who

require dialysis for an extended period of time. These patients do not need be hospitalized, but do
require dialysis treatment until kidney function returns. Due to billing complications it is difficult
to accommodate these patients in the traditional cutpatient setting.

20
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The difficulty of providing ambul portation for hemodialysis patients in Skilled Nursing
Facilities due to Medicare bundling costs.
The need to increase transplantation services in one Network.

The need to eval a ism for ing acute care facilities adequately for treating
patients who cannot be treated in chronic facilities duc to behavioral problems.

SUMMARY

This report summarizes highlights of ESRD Network's 1998 activities. The following Internet
addresses provide additional information about the ESRD Networks and the ESRD program. All
Network web sites can be access through the Forum's home page, www .esrdnetworks. org.

NETWORK WEB ADDRESSES

Network

:/Iwww . networkofnewengland. org
~ | bup://www esrdnetworks. org/networks/oet2/ne2 .htm
i :/Iwww tareweb.org
4- http://www.esrdnetworks. org/networks/netd/netd . hum
S - bup: //www.estdnetS.org
[ ://erww esrdnetworks. org/networks/net6/net6. htm
: | hap://www.esrdnetworks.org/networks/pet7/net7.htm
3 ://www esrdnetworks. org/networks/net8/net8. htm
| _9/10" ' | bttp://www.renalnetwork.org
< -+ | bitp://www.esrdnetworks. org/networks/net1 1/net1 1.htm

hup://www.esrdnetworks. org/networks/et 2/net)2.htm

hatp://www esrdnetworks. org/networks/net12/net12.ham

L X btp://www.nephron.com/net14. htm!
; hup://www esrdnetworks.org/networks/net ] S/net1S.htm
16.- 1/ /www . nwrenalnetwork. or
- hatp: //www.network17.org
- hup://www.esrdnetworks. org/networks/net18/oet18.hum
hatp: //www . simsproject.com

ORGANIZATION WEB ADDRBSB

Acq:yofnspecﬁcNetworkAnmancponcanbeobmmdﬁomdchetworkofﬁce Network
and

are listed on the inside front cover of this report.

21
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APPENDIX A
1998 INCIDENCE AND PREVALENCE BY DIALYZING NETWORK

Patlents New.to ESRD in 1998 | Patients' at 12/31/1998
3.469 9.606
6,196 18,829
3,980 11,394
4,698 12,385
5,588 15,865
6,809 22,450
5,182 14,268
4,464 14,435
6.937 17,351
4,215 10,991
5,882 15,501
3,608 9,533
3,622 10,699
6,388 19,474
3,679 10,056
2,184 6,198
4.112 11,902
6,288 17,908
87,301 248,845

Source: 1998 Network Anmual Reports
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APPENDIX B
STATE AND NATIONAL ESRD INCIDENCE RATES
CALENDAR YEAR 1998
Initiated ESRD General Population Incidence Rate Per.
Patients’ Residence Therapy 1998 (1/1/98) Millicn on
Alsbama 1,564 4,351,999 359.38
Alaska | 67 614.010 109.12
Arizona V1580 4,668,631 338.43
Arkansas 734 2,538,303 289.17
| California 9,861 32.666.550 301.87
| Colorado T 3.970.971 191.64
[ Connecticut . 54 3,274,096 2%9.55
Detaware 25: 743.603 38.89
District of Columbia 421 523,124 804.78
Florida 5,191 14,915,980 348.02
[ Georgia 2.567 7,642,201 35.90
Hawaii 4 1,493,001 83.07
Idaho 230 1,228,684 87.1
Illinois 4,395 12,045,326 364.8°
Indiana 1,864 ,899,195 5.9
Iowa 666 ,862,447 232..
Kansas 656 629,067 49,
Kentucky 1,160 ,936.499 194.6¢
Loaisiana 1,928 4,368,967 4412
Maine 247 1,244,250 98.51
| Marytand _ 2.018 5,134,808 93.00
Massachusetts 1,625 6,147,13. 64.
Michigan 3.131 9,817,24; 8.
Minnesota 1.058 4,725.41 3.9
Mississippi 1,105 2,752,092 401.51
Missouri 1,799 5.438,55' .79
Montana 158 880,453 79.4.
| Nebraska 433 1,662.71 260.4:
’_Nevadz 459 1,746,89 262.7.
New Hampshire 219 1,185,04 84.80
New Jersey 3,003 8.115,01 70.
| New Mexico 466 1,736.93 268..
| New York 619 18,175,301 341.07
| North Carolina 2,712 7,546,439 59.37
| North Dakota 127 638,244 98.98
Ohio - 3,865 11,209,493 344.80
| Oklahoma 987 3,346,713 94.92
[ Oregon ~ - - 649 3,281,974 197.75
Pennsytvania 4,321 12,004,451 360.04
“Rhode Island 301 988,480 304.
South Carclina 1,507 3,835,962 392.86
South Dakota 1% 738.171 269..
Tennessee 1,752 5.430,621 3n.
Texas 6,323 19,759,614 320.00
Utah : 336 2,099,758 160.02
‘Vermont 116 590,883 96.32
| Virginia 2319 791,345 341.46
[ Washington __ 1,075 689,263 88.95
West Virginia 612 ,811,156 37.91
Wisconsin_ "~ - 1,343 5,223,500 257.11
M. Ty 74 480,907 153.88
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APPENDIX B
STATE AND NATIONAL ESRD INCIDENCE RATES
CALENDAR YEAR 1998

~o | IMtated ESRD -] - General Popatan Tocidence Rate Per

Patients’ Residence Therapy 1998 T s Million Population
Unknown US 239 .
United States 86,079 270,298,524 318.46
American Samoa 9 62,093 144.94
Gusm n $49,101 489.6(
Puerto Rico 1.062 3.860,000 275.
Saipan 5] 66,611 33028
Virgin Islands 35 118,382 295.
Unknown 7
US and Territories 87,287 274,554,711 317.92
Qutside US 14
Total New ESRD §7,301 274,554,711 317.97
Source of Population Cersus:  hatp://www.cemsus o estmates/siaie/STO09TT 1.1

hap:, Census, 1 u' invi
L]

24
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APPENDIX C
INCIDENCE INCREASE (DECREASE) FROM END YEAR 1997 AND
End Year 1998
ts’ Residence Initiated ESRD Initiated ESRD % Difference
Therapy 1997 Therapy 1998 .
2 ¢ TN o S0
1.378 1,580
ifornia 9,094 9,861
lorado 683 761
JConnecticut 946 948
iDelaware 184 252
District of Columbia 378 421
Florida 4,955 5,191
Georgia 2,433 2,567
Pawaii 420 457
[idato 214 230
[itinois 3,998 4,395 10%
[indiana 1,618 1,864 15%
12%

e

12%

1%

2%

9%

8%

4%

Missouri 1,636 1,799 . 10%
Montana 140 158 13%
[Nebraska 401 433 8%
[Nevada 406 459 13%
INew Hampshire 193 219 13%
[New Jersey 2,781 3,033 9%
[New Mexico 4438 466 4%
[New York 5,863 6,199 6%
[North Carolina 2,512 2,712 8%
hio 3,483 3,865 1%

"25
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APPENDIX C
INCIDENCE INCREASE (DECREASE) FROM END YEAR 1997 AND
END YEAR 1998
[Patients’ Residence Initiated ESRD Initiated ESRD % Difference
Therapy 1997 Therapy 1998
JOklahoma 901 987 10%
[Oregon 618 649 5%
[Pennsylvania 3,959 4,321 9%
JRhode Island 267 301 13%
[South Carotina 1,399 1,507 8%
fSouth Dakota 194 199 3%
[Tennessee 1,729 1,752 1%
[Texas 5,794 6,323 9%

ican Samoa 7 9 29%
Rico 974 1,062 9%
ipan 16 2 38%
T SB[ BT T
[Unknown 7
- [Total US and Territories 80,996 87,287 3%
[Outside US 14
[Total New ESRD 80,996 87,301 8%

Source: l;SNewmrkAmeqnm

26
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APPENDIX D
INCIDENCE OF DIALYSIS POPULATION BY AGE AND NETWORK
DECEMBER 31, 1998
Network 019 20-29 30-39 406 [ 50-89 60-69 70-79 280 Unk | Total.
9 181 303 496 781 103; 556 469
184 3% 3 1072 1407 1475 152 ,090
3 25 95 235 4 691 m 104; 501 980
1 278 492 656 114 13 563 4.698
61 5 409 64 N4 126 13 52 10 380
7! 24 500 931 1336 165 1498 56 ,809
. 40 16 321 539 m 1126 1474 81 5,206
k) 169 307 602 828 1087 1001 92 4,43
78 173 464 733 1097 1668 1901 14 6,934
10. 60 125 287 468 678 929 1139 34 220
g ki 164 3 730 957 1302 1589 685 883
2. 52 11 24 402 553 826 962 435 ,608
13- 58 120 263 504 703 88 787 302 ,622
4 101 23 475 905 1210 1573 1401 434 4 388
15 61 106 264 a7 674 [1a] $27) 346 1 ,678
16 36 2 171 269 3 495 s1 23¢ 0 2,184
17 1 [¥7] 255 482 03 968 016 508 13 4,118
18- 4 206 361 680 983 1419 669 8 0 6,223
Totd 1,079 | 2,59 5,18 10309 | 14,728 | 20,370 | 22,160 9,872 36 86,933
% Total 1% 3% 7% 12% 17% 23% 4;5} 11% 0%
Source: 1998 Network Anmual Reports
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APPENDIX E

1998 ESRD PREVALENCE OF PATIENTS BY RACE IN
NETWORK RECEIVING TREATMENT

7,368 186 - 56 9,606

9,161 121 1,423 0 18,829
5,296 163 28 2,339 1] 11,394
7,754 45 30 170 26 12,385

5,673 245 0 211 274 15,865
6,449 193 348 399 169 22,450
8,304 190 37 122 0 14,268
5,136 73 66 24 0 14,435
10,916 64 3 264 4?2 17,351

5,504 183 36 421 6 10,991

9,649 224 484 111 0 15,501

6,575 86 105 7 1] 9,533

4,228 68 430 76 0 10,699
6,864 260 67 5.936 187 19,474
7,051 237 1,547 238 51 10,056
4.858 425 254 4 0 6,198

6,188 3,409 106 0 29 11,902
11,914 2,082 118 289 0 17,908

128,888 8,699 3,881 12,260 840 248,845
52% 3% 2% 5% 0%

Source: 1998 ESRD Network A

Annual Reports. Patient numbers are derived

28

from those patients receiving treatment
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APPENDIX F
1998 ESRD INCIDENCE OF PATIENTS BY RACE IN
NETWORK RECEIVING TREATMENT

White -{: Unknown Total -~
2,845 24 3,469
3,467 [ 6,090
1,854 0 3,980
3414 18 4,698
2,589 56 5,380
2,763 39 6,809
3,600 0 5,206
2,126 1 4,443
5,059 22 6,934
2,385 7 4,220
4,264 0 5,883
2,726 0 3,608
1,761 1 3,622
2,788 11 6,388
2,838 20 3,678
1,787 0 2,184
2,401 1,026 51 0 18 4,118
4,383 663 22 116. 0 6,223

: 56,837 . 5,088 1,104 4,504 228 86,933

BRI s 31% 65% 6% 1% 5% 0%
)

29

52
Source: 1998 ESRD Network Annual Reports. Patient numbers are derived from those patients receiving treatment
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APPENDIX G
LIST OF PRIMARY CAUSES OF END STAGE RENAL DISEASE

Diabetes

Type II, adult-onset
Type 1, juvenile type

Glomerulonephritis

Glomerulonephritis (GN)
Focal glomerulonephritis
Membranous nephropathy
Membranoproliferative GN
Dense deposit disease

IgA nephropathy, Berger’s disease
IgM nephropathy

Rapidly progressive GN
Goodpasture’s Syndrome
Post infectious GN

Other proliferative GN

Hypertension/Large Vessel Disease

Renal disease due to hypertension
Renal artery stenosis

Renal artery occlusion
Cholesterol emboli, renal emboli

Cysuc/lleredltarleongemtal Diseases

Polycystic kidneys, adult type
Polycystic, infantile

Medullary cystic disease

Tuberous sclerosis

Hereditary nephritis, Alport’s syndrome
Cystinosis

Primary oxalosis

Fabry’s disease

Congenital nephrotic syndrome

Drash syndrome

Congenital obstructive uropathy

Renal hypoplasia, dysplasia, oligoncphronia
Prune belly syndrome
Hereditary/familial nephropathy

Other
Secondary GN/Vasculitis

Lupus erythematosus

Henoch-Schonlein syndrome

Sclerodema

Hemolytic uremic syndrome

Polyarteritis

Wegener’s granulomatosis

Nephropathy due to heroin abuse and related
drugs

Vasculitis and its derivatives

Secondary GN, other

Interstitial Nephritis/Pyelonehpritis

Analgesic abuse

Radiation nephritis

Lead nephropathy

Gouty nephropathy
Nephrolithiasis

Acquired obstructive uropathy
Chronic pyelonephritis
Chronic interstitial nephritis
Acute interstitial nephritis
Urolithiasis
Nephrocalcinsois

Neoplasms/Tumors

Renal tumor (malignant, benign, or
unspecified)

Urinary tract tumor (malignant, benign, or
unspecified)

Lymphoma of kidneys

Multiple myeloma

Light chain nephropathy

Amyloidosis

Complication post bone marrow or other
transplant

Miscellaneous Conditions

30

Sickle cell disease/anemia

Sickle cell trait and other sickle cell -
Post partum renal failure

AIDS nephropathy

Traumatic or surgical loss of kidneys
Hepatorenal syndrome

Tubular necrosis

Other renal disorders

Etiology uncertain
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) APPENDIX H
1998 ESRD INCIDENCE BY PRIMARY DIAGNOSIS

“ Network [::Diabetes _|: Hypertension..| Glomerulonephritis, Cystic Kidney' | Other: | Unknow |~
- [+ - S e Pt BT - .| Disease” " Causes | m
| S 1,351 805 421 143 719 30
2 2,437 1,266 640 145 997 605
3 1,963 1,008 387 97 525 0
4. Z 1,923 1,152 583 113 920 7
S, 2,243 1,603 639 169 524 202
6 2,988 1,912 598 185 980 146
CT = 1,978 1,633 478 144 757 217
‘8§ 1,872 1,492 374 117 588 0
-9 s 3,167 1,506 762 165 1,320 14
10 1,550 1,269 375 87 836 103
11 - 2,541 1,502 491 153 940 256
i Y 1,561 990 340 191 401 125
- 13 1,662 1,115 347 123 271 104
Lo 14 F 3,233 1,409 637 191 871 47
v 18 L 1,854 639 415 163 427 180
16 . 938 419 301 141 297 88
17 - ° 1,924 827 585 162 604 16
L. 18 -] 2,048 1,758 599 131 787 0
= Total "3.-| 38,133 22,305 8,972 2,620 12,764 2,140
-%of. Total| 43.86% 25.66% 10.32% 3.01% 14.68% 2.46%

Source: 1998 Network Annual Reports

31

65-918 2000 - 5
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APPENDIX 1
1998 INCIDENCE OF PATIENTS BY GENDER IN NETWORK RECEIVING TREATMENT

> Male" oM 7 - Femalery :-:| = Unknowh #
' 1,896 1,573 0
3,299 2,791 0
2,192 1,788 0
2,585 2,113 0
2,801 2,579 0
3,317 3399 93
2,890 2,316 0
2,203 2,240 0
3,564 3,354 16
2,248 1,972 0
3,175 2,708 0
1,953 1,655 0
1,844 1,778 0
3,326 3,062 0 6,388
2,028 1,649 1 3,678
1,214 970 0 2,184
2,214 1,891 13 4,118
3,341 2,882 0 6,223
46,090 40,720 123 86,933
tal = 53% 47% 0%

Source: 1998 Network Annual Reports

32
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APPENDIX J
1998 PREVALENCE OF PATIENTS BY GENDER IN NETWORK
RECEIVING TREATMENT
Tl os 5 Female,

4,472

8,645 0 18,829
4,954 0 11,394
5,746 0 12,385
7,460 76 15,865
11,308 365 22,450
6,494 0 14,268
7,364 0 14,435
8,277 17 17,351
5,242 1 10,991
7,228 0 15,501
4,566 0 9,533
5,243 0 10,699
9,728 0 19,474
4,738 5 10,056
2,823 0 6,198
5,761 12 11,902
8,538 0 17,908

118,587 476 248,845
48% 0%

Source: 1998 Network Annual Reports

33
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APPENDIX K

IN-CENTER DIALYSIS PATIENTS BY NETWORK MODALITY

DECEMBER 31, 1998

NETWORK

H dialysis Peritoneal Dialysis
-1 8,138 30
2 16,214 14
3 9,851 1
-4 11,099 9
s 13,955 45
6 19,785 0
-7 12,489 2
. 8 12,908 5
9 14,744 30
10 9,788 12
11 13,366 0
12 7,821 0
13 9,368 4
14 17,484 18
15 8,844 2
16 5,052 13
17.. 10,389 12
18 16,027 13
Total 217,322 210

Source: 1998 Network Anmal Reports

34
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APPENDIX L
HOME DIALYSIS PATIENTS BY NETWORK
DECEMBER 31, 1998

NETWORK: | Hemodialysis | -GAPD [---GCPD - {-Other PD -Total
1 50 583 707 1 1341

2 145 1,038 781 0 1,964

3 56 657 829 0 1,542

4 59 511 624 0 1,194

5 148 860 810 10 1,828

6 176 1,433 1,141 18 2,768
7 162 508 726 0 1,396

8 124 746 637 10 1,517
9 65 1,636 860 11 2,572
10 65 716 408 2 1,191
11 75 1,350 709 1 2,135
12 136 929 647 0 1,712
13 22 607 420 2 1,051
14- 66 796 930 2 1,794
15 62 578 565 1 1,206
16 220 558 340 15 1,133
17 25 685 746 0 1,456
18 17 1,078 837 1 1,933

Total 1,673 15,269 12,717 74 29,733

Source: 1998 Network Anmual Reports

35
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APPENDIX M
1997 AND 1998 DIALYSIS MODALITY: IN CENTER

36

HEMO PD
1997 1998 % Change 1997 | 1998 % Change
7,526 8,138 8% 20 30 50%
15,174 16,214 7% 35 14 -60%
8,914 9,851 11% 20 1 -95
10,291 11,099 8% 4 9 -80%
13,108 13,955 6% 59 45 -24%
18,161 19,785 9% 5 0 0
11,596 12,489 8% 15 2 -87%
11,735 12,908 10% 12 5 -58%
13,065 14,744 13% 19 30 58%
9,096 9,788 8% 18 12 -33%
12,128 13,366 10% 0 0 0%
7,001 7,821 12% 0 1] 0%
8,811 9,638 9% 0 4 n/a
16,062 17,484 9% 58 18 -69%
7,960 8,844 11% 10 2 -80%
4,631 5,052 9% 17 13 -24%
9,540 10,389 9% 13 12 -8%
14,718 16,027 9% 4 13 225%
5o 199,517 | 217,592 9% 349 210 -40%
Source: 1998 Network Annual Reports
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APPENDIX N
1997 and 1998 DIALYSIS MODALITY: SELF-CARE SETTING- HOME

HEMO CAPD CCPD OTHER PD
% % % %
1998 | Change | 1997 |- 1998 | Change | 1997 1998 | Change | 1997 | 1998 | Change
50 -29% 691 583 -16% 708 707 0% 0 1 n/a
145 -1% 1,182 | 1,038 -12% 763 781 2% 0 0 0
56 -13% 781 657 -16% 848 829 2% 0 0o 0
59 -28% 636 511 -20% 597 624 5% 0 0 0
148 3% 922 860 1% 753 810 8% 5 10 100%
176 n% 1,601 1,433 -10% 1,059 | 1,141 8% 15 18 20%
162 -17% 609 508 -17% 666 726 9% 1 0 -100%
124 -11% 885 746 -16% 545 637 17% 27 10 -63%
65 -48% 1,725 | 1,636 -5% 827 860 4% 18 11 -39%
65 -35% 763 716 6% 365 408 2% 5 2 -60%
75 -16% 1,576 | 1,350 -14% 694 709 2% 2 1 -50%
136 7% 1,029 929 -10% 667 647 3% 0 0 0%
22 -44% 659 607 -8% 428 420 2% 2 2 0%
66 -1% 868 796 -8% 891 930 4% 5 2 -60%
62 -28% 558 578 4% 557 565 1% 16 1 -94%
220 -19% 628 558 -11% 312 340 9% 14 i5 7%
25 9% 738 685 1% 772 746 3% 0 0 0
; 17 -15% 1,225 | 1,078 -12% 816 837 3% 0 1 n/a
=71 1,959 | 1,673 | -15% 17,076 | 15,269 | -11% | 12,268 | 12,717 4% 110 | 74 -33
Source: 1998 Network Anmmal Reports
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APPENDIX O
NUMBER OF RENAL TRANSPLANTS PERFORMED
CALENDAR YEAR 1998
e B om0 W a0 - ) Patients Walting for
|- Tatal Kidney Transplants - |° - Kidney Tfansplants*=.
628 2,112
841 3,999
>3- 314 1,443
- 4 832 2,580
- .5 853 3,566
. 6 788 2,224
: 7T 663 - 1,265
8 671 2,030
9 972 1,737
10 557 2,157
11 1,375 3,505
12 657 1,126
13 393 1,304
14 954 1,835
< 1S: - 629 1,237
i 16 445 907
17 662 1,965
e ¢ N s 978 3,240
- Total i 13,212 38,232

Source: 1998 Network Annual Reports
* Patients my be placed on more than one transplant center's waiting list, so patients may be counted more than once
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APPENDIX P
RENAL TRANSPLANT RECIPIENTS BY DONOR SOURCE
CALENDAR YEAR 1998
NETWORK Cadaver Living Related Unrelated Unknown Total
1 339 221 68 0 628
2 549 242 50 0 841
3 214 87 13 0 14
4 671 141 19 1 32
5 467 249 137 0 353
6 573 188 27 0 788
7 536 108 19 0 663
] 454 175 42 0 671
N ) 731 41 0 0 972
10 350 207 0 0 557
11 818 420 137 0 1,375
12 461 157 39 0 657
13 275 98 20 0 393
14 681 228 45 0 954
15 368 188 44 29 629
16 278 134 33 0 445
17 - 444 167 51 0 662
18 650 247 81 0 978
Total 8,859 3,498 825 30 13,212

Source: 1998 Network Anmial Reports
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APPENDIX Q
1998 NETWORK QUALITY IMPROVEMENT PROJECTS

P

Cooperative Anemia Project

A Sy

- Based Approach to Quality Imp

-

TransAtlantic Renal Council (3)

Renal Network of the Upper Midwest, Inc. (11)

HEMODIALTSISADEQUACY - "
Adequacy of Dialysis

Improving the Adequacy of Hemodialysis_
Hemodialysis Adequacy

Hemodialysis Central Venous Catheter
Adequacy of Hemodialysis

Improving Adequacy of Hemodialysis in Texas

ing the Rate of Hemodialysis Access Inf

Improving Adequacy of Hemodialysis in Northern California ESRD
Patients

‘PERITONEAL DIALYSIS ADEQUACY  °".° .
Improving Peritoneal Dialysis Adequacy Measures

PD Intervention Project

Peritoneal Dialysis Adequacy

Peritoneal Dialysis Prescription Adequacy

Peritoneal Dialysis Adequacy

Peritoneal Dialysis Adequacy

Improving Adequacy and Nutrition for Peritoneal Dialysis Patients in
Network 17
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ESRD Network Organization #4
Mid-Atlantic Renal Coalition (5)
Network 8, Inc.

The Renat Network, Inc. (9/10)
ESRD Network Organization #13
ESRD Network of Texas, Inc. (14)
Northwest Renal Network (16)

TransPacific Renal Network (17)

ESRD Network of New York, Inc. (2)
Southeastern Kidrey Council, Inc. (6)
Network 8, Inc.

The Renal Network, Inc. (9/10)
ESRD Network 12

Intermountain ESRD Network (15)

TransPacific Renal Network (17)
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Texas ESRD Immunization Cooperative Project

ESRD Network of Texas, Inc. (14)
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APPENDIX Q
1998 QUALITY IMPROVEMENT PROJECTS

TOPIG- -~ - et e <= o = =+ - smmer o [ NETWORK - - -~~~
VASCULAR ACCESS

Increasing the Utilization of Permanent Access in Incident ESRD | ESRD Network of New England, Inc. (1)
Patients

Early Detection of Venous Stenosis in AV Grafts to Prevent ESRD Network of New York (2)

Thrombosis

Vascular Access TransAtlantic Renal Council (3)

Cooperative ESRD Vascular Access Study ESRD Network of Florida (7)

Vascular Access ESRD Network 12

Early Detection of Venous Stenosis in AV Grafts to Prevent ESRD Network Organization #13

Thrombosis

Increasing and Maintaing AV Fistula Rates Southern California Renal Disease Council, Inc. (18)

NEPHROLOGY CARE = ... . . . PP

Early Referral to Nephrology Care ESRD Network Organization #4

lS)u':uegies for Managing the Continuum of Care in the ESRD Renat Network of the Upper Mid-West (11)
atient

HEPATITIS B VACCINATION - T T T

ESRD Network of Florida (7,

Network #12

Southeastern Kidney Council (6)

Southern California Renal Disease Council, Inc. (18)

INFLUENZA IMMUNIZATION. ... .. . -7 Ccl oo "ol 0 s
. ESRD Network of New England, Inc. (1)

Mid-Atlantic Renal Coalition (5)

Southeastern Kidney Council (6)

Renal Network of the Upper Mid-West (11)

Intermountain ESRD Network (15)

Source: 1998 Network Annual Reports
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APPENDIX R
1998 NETWORK SPECIAL STUDY PROJECTS

T . a7t

‘| Increasing the Utilization of Permanent Access in Incident ESRD Patients

1 ion of the DOQI Guideli

Network 4 Rec ded Pediatric Scope of Care Guideli

Increasing Educational Efforts to Promote Living Donor Kidney Transplant

Famity History Study

-| Racial Variation in Autosomal Dominant Polycystic Kidney Disease

.| Fetal and Early Life Events and the Devel of ESRD
Home Hemodialysis Training Demonstration Project
Ci Contacts and Resolving Grievances

Transplant Rate Improvement Project

Network Core Indicators: 100% Sampli

Medical Review C ittee Follow-Ups

Peritoneal Dialysis Review

15 Network Specific Standard Mortality Ratios

Source: 1998 Network Annual Reports
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APPENDIX S

VOCATIONAL REHABILITATION
PATIENTS AGED 18-55 YEARS AS OF DECEMBER 31, 1998

Referrals to Patients Employed Facilities Offering
NETWORK Number of Patients Vocational or Attending School Dialysis Shift
18-55 Years Rehabilitation Full or Part time after 5 pm

1 2,884 116 900 70

2 6,549 505 1,941 119

3 3,897 434 1,564 66

4 3,063 198 818 37

5 5,711 942 1,544 58

6 6,067 629 1,195 31

7 5,123 379 1,085 32

8 4,756 125 911 32

9 6,191 186 1,578 105

10 3.870 243 mn 45

11 5,154 517 1,343 63

12 2,867 214 1,032 31

13 4,152 573 834 38

14 8.070 605 1,869 40

15 3,750 461 1,294 47

16 2,389 384 744 51

17 4,337 340 1,058 55

18 6,724 553 1,607 74
Total 85,554 7,404 22,089 978

Source: l998- Network Anmuai Reports
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The CHAIRMAN. Thank you, Dr. Wish.
Now Dr. Kang.

STATEMENT OF JEFFREY L. KANG, M.D., DIRECTOR, OFFICE
OF CLINICAL STANDARDS AND QUALITY, HEALTH CARE FI-
NANCING ADMINISTRATION, U.S. DEPARTMENT OF HEALTH
AND HUMAN SERVICES, WASHINGTON, DC

Dr. KANG. Good afternoon, Chairman Grassley, Senator Breaux,
Senator Wyden, distinguished committee members. Thank you for
inviting us to discuss our efforts to improve the quality of care in
Medicare’s End Stage Renal Disease Program.

I would also like to thank the General Accounting Office and the
HHS Inspector General for their assistance in this area and I
finally want to thank the other witnesses, Dr. Bay and Mr. Smith,
for coming here today to share their experiences and concerns, as
well.

As today’s testimony has made clear, there is much we need to
do to build upon the success we have had in improving the quality
of ESRD care. If I can have the first graphic here, the percentage
of patients with adequate red blood cells has increased from 46 to
83 percent over the last 5 years.

Next graphic? This is a graphic similar to Dr. Wish’s. The per-
centage of patients receiving adequate dialysis over the same pe-
riod has increased from 43 percent of patients to 74 percent of pa-
tients.

Next graphic? Then finally and most importantly, these improve-
ments in both anemia management and adequacy of dialysis have
been associated with a 2 percent reduction in 1-year mortality
rates over this similar time period. That means 6,000 lives saved
per year on an annual basis.

Despite these measurable successes, we at the Health Care
Financing Administration are committed to working with patient
groups, ESRD facilities, networks, states, to address outstanding
problems and to further improve the quality of care and service
that is being delivered. We believe that we can do more by focus-
sing on the patient’s entire experience with dialysis and creating
a culture of continuous quality improvement throughout the dialy-
sis community.

Some of our efforts we already have in place will help. Perhaps
the most important, as Senator Breaux has mentioned, is securing
the funding for more surveys. The president’s budget in 2001 pro-
poses a tripling of the budget from §2.2 to $6.3 million for surveys.
This would allow us to increase the number of facilities surveyed
from 15 percent a year to well over 33 percent a year. We look for-
ward to working with this committee on securing that much-needed
funding.

Also critical to our efforts to improve responses to beneficiary
complaints. The complaint system, as you have heard today, needs
to be easier to use and more responsive to patients. It should be
more manageable and integrated both into the network process and
the survey process. We have already developed a system for net-
work reporting of standardized complaint information in an elec-
tronic system and this is the first step toward tracking and being
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more responsive. Finally, we are working with the Networks and
state surveyors to better integrate their responses to complaints.

We will also work with the Networks and state survey agencies
overall to coordinate their efforts. We have asked the Networks to
share information and data that they discover to the States and we
will be soon asking state survey agencies likewise to share informa-
tionkthat they receive from the state survey process to the Net-
works.

We are in the process of developing new rules to strengthen qual-
ity requirements for dialysis centers and also, as Dr. Owen recog-
nized, we are developing new measures and advanced measure-
ments to measure the quality of care in dialysis centers, including
patient satisfaction instruments.

We plan to collect these measures on all patients from all provid-
ers over the next coming years and then certainly we plan to in-
tend to publish whatever information we have regarding facility-
specific performance as soon as we can.

In particular, by the end of this year we will be previewing, simi-
lar to our nursing home compare website, another website for dial-
ysis facilities. That will be up by the end of this year and it would
include some of the information that we currently have, which is
the percentage of patients who have anemia, the anemia has been
corrected, the adequacy of dialysis and standardized mortality
rates.

We obviously, as new information becomes available, agree with
the committee that more information to the public will help in
making informed decisions with regard to choosing dialysis facili-
ties.

Finally, with regard to increased payment for out-patient dialy-
sis, in the president’s 2001 budget request, as recommended by the
Medicare Payment Advisory Committee, he has also proposed to in-
crease the rates another 1.2 percent for the next year. This would
actually be a total increase of 3.6 percent over the last 2 years. We
look forward to working with the Congress to secure this funding.

Thank you again, Chairman Grassley, for holding this hearing
and I am happy to answer any of your questions.

[The prepared statement of Dr. Kang follows:]
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TESTIMONY OF
JEFFREY KANG, M.D., DIRECTOR
OFFICE OF CLINICAL STANDARDS AND QUALITY
HEALTH CARE FINANCING ADMINISTRATION
on the
MEDICARE END STAGE RENAL DISEASE PROGRAM
before the
SENATE SPECIAL COMMITTEE ON AGING
June 26, 2000

Chairman Grassley, Senator Breaux, distinguished Committee members, thank you for inviting us
to discuss our progress in improving the quality of care in Medicare’s End Stage Renal Disease
(ESRD) program. We would also like to thank the General Accounting Office and HHS

Inspector General for their assessments and assistance in this area, as well.

We are working diligently, in partnership with the dialysis community, to improve the quality of
care provided to Medicare End Stage Renal Disease beneficiaries, and we have had measurable
success. Between 1993 and 1998 the percentage of ESRD patients with adequate red blood cell
(hematocrit) levels increased from 46 to 83 percent, while the percentage of patients receiving
adequate dialysis increased from 43 to 74 percent. And, between 1990 and 1997, the overall one

year mortality rates for dialysis patients declined from 24.9 deaths per 100 patient years to 22.8.

We are committed to working with States and the End Stage Renal Disease Networks to make
further improvements and target weak performing dialysis facilities. We are testing more
advanced measurements of the quality of care provided in dialysis centers. We are developing
new rules to strengthen quality requirements for dialysis centers. And we are developing facility-
specific data that will help consumers make informed choices, help facilities identify areas in

which they need to make improvements, and help surveyors target oversight efforts.

We also want to decrease the time between surveys of dialysis facilities, from every six years to
every three years, so we can better monitor the quality of care. To do so, the President’s fiscal
2001 budget would increase funding for surveys from $2.2 million to $6.3 million. And we look

forward to working with you to secure this much-neede revenue.
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We also want to increase payment for outpatient dialysis, which until this year had not been
updated since 1991. For the past several years, the Medicare Payment Advisory Commission
(MedPAC) has recommended updating the rates to reflect the increasing acuity of patients and
cost of services. The Balanced Budget Refinement Act of 1999 went part of the way by
increasing the rates 1.2 percent in 2000 and another 1.2 percent in 2001. The President is
proposing to fully comply with MedPAC recommendations and increase the rates another 1.2

percent for 2001. We look forward to working with you to secure this funding, as well.

BACKGROUND

The Medicare statute was amended in 1972 to specifically authorize coverage for individuals with
diabetes, hypertension or other diseases that result in severe impairment of kidney function known
as ESRD, beginning in 1973. Since then, Medicare has paid for some $126 billion worth of
services for a total of more than one million ESRD patients. The number of patients served has
grown steadily and there are now over 300,000 Medicare ESRD beneficiaries. The program is
projected to pay out $15.3 billion in ESRD-related benefits this year, some $5 billion of which will
go to nearly 4,000 dialysis providers, with 58,248 approved outpatient stations providing dialysis

treatment.

The Medicare ESRD benefit specifically includes coverage for kidney transplantation. Mortality
rates are 50 percent lower for ESRD patients who receive a kidney transplant versus those who
remain on dialysis, according to the United States Renal Data System. The 1-year graft survival
rate for living donor transplants increased from 88.8 percent in 1988 to 93.9 percent in 1996,
according to a recent paber in the New England Journal of Medicine. For cadaveric transplants,
the 1-year graft survival rates increased from 75.7 percent in 1988 to 87.7 percent in 1996.
Transplantation also eliminates the need to be dialyzed three times per week for three to four
hours at a time, and the common adverse side effects of dialysis such as fatigue, loss of appetite,
and problems with the vascular access site such as infection, clotting, and stenosis. Medicare has

paid for a total of 136,000 kidney transplants since 1973, and expects to cover 8,500 this year.
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Congress, in 1978, established the ESRD Network Organizations Program to provide
coordination and guidance, and assure effective and efficient administration of the Medicare renal
disease benefits. ESRD Network responsibilities include:

. Promoting criteria and standards for quality and appropriateness of care;

. Encouraging the use of treatment settings that are compatible with patients’ successful

rehabilitation;

. Receiving, evaluating, and resolving grievances involving ESRD patient care and/or
services; and

. Establishing a Network Council and Medical Review Board to represent area dialysis
facilities.

This program was recodified in 1986 when Congress redefined ESRD Network areas. Funding
for the ESRD Networks comes from withholding 50 cents per patient per dialysis treatment from
payments to dialysis facilities. There are currently 18 ESRD Network Organization areas, and

fiscal 2000 ESRD Network funding is $17 million.

We regularly communicate with and visit ESRD Networks to monitor and assist them in their
duties. They submit formal reports to us quarterly, and we conduct annual conferences with the
Forum of ESRD Networks to discuss their activities and issues. We now have new contracts with
these Networks, which become effective July 1, 2000, that are designed to help us promote a

more uniform process for oversight and reporting of Network activities across regions.

The ESRD Network Organizations provide a collegial approach to helping ESRD care providers,
with a focus on education to improve quality. State survey agencies also.play a critical role in
quality assurance and improvement by conducting inspections to verify that minimum quality and

performance standards are being met.
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Improving Quality

Improving the quality of care delivered to ESRD beneficiaries is a high priority for us. Beginning
in 1994, we took a leadership role in developing clinical indicators to assess the quality of care for
dialysis patients. Through the ESRD Networks, we collect measurements each year that indicate
the quality of clinical care provided on a national sample of dialysis patients. These measures,
which focus on issues such as the adequacy of dialysis and anemia management, indicate whether

patients are receiving appropriate care.

The data on these measures are detailed in an annual report that we disseminate to all dialysis
providers in order to help them identify opportunities for improvement. Using this national
sampling approach, we have been able to document improvement every year since 1994 in the

number of dialysis patients receiving appropriate care.

We now are working to learn the rate at which each individual dialysis center is providing
appropriate care. By next year, we plan to collect thesc measures on all patients from all
providers. This will enable us to assess each facility’s care, help each facility address any specific
weaknesses it may have, and share findings with the public. We are developing a system for
dialysis facilities to collect and report these data electronically, and expect to begin testing this

electronic system later this year.

We also are getting ready to begin using 16 additional clinical performance measures, as
mandated by the Balanced Budget Act (BBA) of 1997. These measures have been developed and
were pilot tested last year by ESRD Networks using a national sample of dialysis patients. They
will be collected this year, both on a national sample of patients for quality improvement
purposes, and on a all patients from a sample of dialysis facilities, through the electronic reporting

system that we are testing,
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In another quality improvement initiative, the National Anemia Cooperative Project, our ESRD
Networks have worked with dialysis providers to improve the management of anemia in dialysis
patients. Its goals were to decrease the proportion of patients with dangerously low hematocrit
levels (less than 31 percent), and to educate dialysis providers on how to use quality improvement
techniques. The project involved development of tools such as a quality improvement project
guide book and an algorithm for determining appropriate steps in anemia treatment. Between
1996, when the project was implemented nationally, and 1998, the percentage of patients with

hematocrit levels greater than 30 increased from 72 percent to 83 percent.

Guarding Hemodialyzer Safety
A key area where we want to foster further improvement is in the reuse of hemodialyzers. This
long-standing practice is specifically addressed in our current conditions of coverage for dialysis
centers, which mandate compliance with comprehensive guidelines issued by the Associztion for
the Advancement of Medical Instrumentation. These extensive guidelines address aspects of safe
hemodialyzer reuse, such as personnel training, infection control, and equipment maintenance.

- The guidelines specifically state that, “A decision to reprocess hemodialyzers should be made by a
physician knowledgeable about reprocessing and its medical and economic implications,” and they

mandate that patients be fully informed about reuse of dialyzers.

Because this is such a critical piatient safety issue, we plan to propose that each dialysis facility be
required to incorporate its reuse program into its overall quality assurance and performance
improvement program. We also believe additional funding for enforcement surveys and for
Network quality improvement initiatives would help to ensure the industry remains in compliance

with the guidelines.

Strengthening Conditions of Coverage
Revising our conditions of coverage for dialysis centers is a key part of our plans to further
strengthen our ability to improve the quality of ESRD care. Dialysis centers must meet these

conditions in order to bill Medicare and Medicaid.
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We are trying to accomplish several things in the new conditions. We want to:

Encourage the dialysis industry to work toward continuous quality improvement through
systems change:

Monitor and improve patients’ entire experience with dialysis;

Implement the BBA requirement to monitor the quality of care in dialysis facilities;
Capitalize on recent improvements in data collection and reporting that we developed in
cooperation with the ESRD Networks; '
Incorporate clinical advances created by the National Kidney Foundation's Kidney Disease
Outcomes Quality Initiative on adequacy, nutrition, vascular access, anemia, etc.; and

Incorporate the latest advances in infection control from the Centers for Disease Control.

The proposed conditions would:

Require facilities to collect and report the performance measures discussed above, and
other measures which may include data on patient satisfaction;

Establish minimum performance standards for clinical outcomes such as adequacy of
dialysis, nutritional status, and anemia management, and require facilities that fail to meet
these minimum criteria to take corrective actions;

Hold facilities’ governing bodies accountable for developing and monitoring data-driven
quality assessment and improvement programs designed to ensure that quality issues are
addressed prospectively, rather than waiting for problems to develop and be detected
before addressing them; and

Increase the emphasis on specific health and safety standards, such as water quality and

infection control.

We expect to publish these proposed new conditions of coverage next year, and will then accept

and consider public comments before issuing a final regulation.
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Improving Network and State Surveyor Accountability

We are working to improve the performance and accountability of ESRD Networks and state
survey agencies. For ESRD Networks, we want to develop performance-based contracts, which
tie contract renewal, as well as bonus payments, to how well the Network does in meeting
specific targets. For ESRD Networks, these targets would likely focus on use of standardized
performance data to improve the overall clinical performance of dialysis facilities, use of
complaints as a quality safeguard, and ensuring that poor performers meet minimum standards of

care.

Meanwhile, we have made several improvements to the ESRD survey process. The survey
process and manuals have been revised to focus on the critical safety and health areas in a dialysis
facility, i.e., infection control, water quality, reuse of hemodialyzers and other dialysis supplies,
and the physical environment in the facility. The basic and advanced surveyor training for State

agency surveyors has been improved and standardized.

To further improve the State survey process, we are developing facility-specific profiles to help
State survey agencies focus their limited budget dollars. These reports will profile dialysis centers
by a variety of measures that indicate whether a facility may have quality problems and warrants a
closer look. These profiles are being pilot tested in seven states this summer and we hope to
make them available nationwide by next year.

We also want to increase on-site oversight of State surveyor activities by exploring the possibility
of conducting more observationai surveys in which our staff or a contractor accompany State
surveyors during their inspections to assess their effectiveness. We also want to increase the
effectiveness and efficiency of State surveyors by providing them with more data which they can
use to foster quality improvement. We are revising the guidelines that State survey agencies use
to reinforce the accountability of dialysis facility medical directors for patient care. We will
explore greater use of the Internet to publish survey results. And we will provide more

information to the public about State survey agencies.
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And, as mentioned above, we want to decrease the time between surveys of dialysis facilities,
from every six years to every three years, so we can better monitor the quality of care. To do so,
the President’s fiscal 2001 budget would increase funding for surveys from $2.2 million to $6.3
million. We believe this would be money well spent, with a direct impact on the quality of patient

care

Improving Beneficiary Information

As mentioned above, we are planning to share with the public the information that we will be
gathering about the quality of care provided at each dialysis facility. We will do so through a new
Internet site that, like our Nursing Home Compare website, will help consumers make informed
decisions when seeking care. We plan to preview the site later this year with data we now have
available to us, such as the type of treatments offered at each facility, the number of hemodialysis
stations, the percentage of patients who receive adequate dialysis, the percentage whose anemia
has been corrected, and the actual versus expected patient survival rate. We will add additional
information as it becomes available to us and as we ensure that appropriate privacy concerns are

addressed.

We also want to increase consumer awareness of the role and activities of ESRD Networks and
State survey agencies. We will do so through the new Internet site, a new information packet for

patients, and brochures for distribution at dialysis facilities, health fairs, and other sites.

Meanwhile, last year we updated our ESRD beneficiary brochure which stresses the importance
of receiving adequate dialysis treatments and what patients can do to improve their adequacy
measures. It has been distributed to all dialysis facilities and patients and can be found on our

www.medicare.gov website.
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Improving Responses to Complaints

We are working to improve responses to beneficiary complaints about ESRD facilities. We agree
that the eight elements identified by the HHS Inspector General for an effective complaint system
-- accessibility, objectivity, investigative capacity, timeliness, responsiveness, enforcement

authority and follow-up, improvement orientation, and public accountability -- are essential.

We have a workgroup examining how to ensure that all of these are addressed as we strengthen
the complaint resolution process and alternative dispute resolution processes that now exist. Our
goal is to make the system easier and more responsive to patients, and more manageable and

integrated for ESRD Networks and State survey agencies.

We have already developed a system for Network reporting of standardized complaint
information that is the first step toward an electronic system for reporting and tracking rusponses
to complaints. We will develop pilot projects to explore ways in which ESRD Networks and
State surveyors can better integrate their responses to complaints, and we will establish guidelines
for building a more cooperative relationship between Networks and States. We also want to
strengthen procedures for anonymous complaints to address the potential for retaliation against

patients.

Expanding Beneficiary Options

To further increase options for ESRD beneficiaries, we are conducting a demonstration project
 involving Medicare+Choice HMOs. Current law bars ESRD beneficiaries from enrolling in
Medicare+Choice plans, although they may remain in one if they develop ESRD after enrollment.
As of 1998 there were some 18,500 ESRD beneficiaries in Medicare+Choice plans, and studies
show that their dialysis care, access to transplantation, and mortality rates were no different than

for fee-for-service beneficiaries.
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Our demonstration, being done with three HMOs (Kaiser-Permanente in Southern California,

Health Optior{s in South Florida, and Xantus Healthcare), is testing:
. Year-round open enroliment for ESRD beneficiaries,

. Adjusting payment for age, treatment status (dialysis, transplant episode, or functioning

graft) and morbidity; and

. Extra benefits uniquely of interest to the ESRD patient.

This test is expected to conclude in September 2001, with independent evaluation due by June
2002. However, since plans do provide comparable care for ESRD beneficiaries, the

Administration would support legislation to remove the restriction on enrollment now.

CONCLUSION
We have made substantial improvements in the care provided to Medicare ESRD beneficiaries,
and are committed to making further strides. We believe we can do so by focusing on the
patient’s entire experience with dialysis and creating a culture of continuous quality improvement
throughout the dialysis community. Expanding and improving the information available to
consumers on the quality of care in dialysis centers should also help to foster renewed attention to
providing high quality service that meets beneficiary needs. Strengthening the role of ESRD
Networks and State survey agencies, especially by securing funds for more frequent surveys as
proposed in the President’s budget, is critical. And increasing payments to reflect increasing costs
and patient acuity, as the President is proposing, is also essential to ensure high quality. I thank
you again for holding this hearing, and I am happy to answer your questions.\ \

~

Hi#
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The CHAIRMAN. I am going to direct my first question to you, Dr.
Kang, but I want Dr. Owen to listen because I would like to ask
his reaction.

In May, the Health Care Financing Administration provided re-
sponses to questions from the committee. The letter stated that pa-
tients with adequate blood cell levels increased between 1993 and
1998 from 46 percent to 83 percent. In addition, the letter said that
the patients receiving adequate dialysis increased from 43 percent
to 74 percent.

What exactly is it that prevents all patients from having ade-
quate blood cell levels and adequate dialysis?

Dr. KaNG. With regard to dialysis, there is a tradeoff because, as
you have heard from previous festimony, patients have to be en-
couraged to be on the machines as long as possible. I think that
this is a matter of education of providers, of facilities and bene-
ficiaries. And I think that since the technology is with us, we are
going to continue to work on that and there is no particular reason
why we cannot continue to improve the adequacy of dialysis rates
and anemia management.

So this is just a matter of continuous quality improvement and
the trends continue to show improvement.

The CHAIRMAN. Quality improvement in the procedure or in the
education of the patients to stay on the process longer?

Dr. KanG. Well, I do not want to blame the patients because this
is a very complicated issue. I think it is patients, facilities, provid-
ers in the process, so it is multi-factorial and we need to be work-
ing on all angles.

The CHAIRMAN. Now Dr. Owen.

Dr. OWEN. It is actually both. It is patient-specific as well as pro-
vider-specific. I am going to start with the providers.

The achievement of the appropriate benchmarks were really gen-
erated in the context of the Dialysis Outcomes Quality Initiative by
the NKF for anemia, in hemodialysis adequacy by the RPA and
then followed by the NKF. That represented the first time that
there was a statement of minimum benchmarks.

The reality is that new medical knowledge has got to be dissemi-
nated and that dissemination is occurring and that is why you are
seeing a secular trend of improvement.

However, addressing your question specifically, will we ever see
every patient who has end stage renal disease have their anemia
corrected and their hemodialysis dose appropriate? No, and there
are medical reasons for that. The medical reason for anemia is that
there are processes that keep some patients from responding ade-
quately to erythropoletin and then there are complications associ-
ated with dialysis which will cause them to lose blood.

In terms of hemodialysis adequacy, there is the issue of shared
decisionmaking and that is the issue of patient choice. There are
some patients who just simply say, “Dr. Owen, I don’t care what
you tell me the consequences of my treatment are; I don’t want to
stay that length of time” and I respect that decision. I might dis-
agree with it but I respect it and that is shared decisionmaking.

And then last, there are biological variables in there that are a
real confounder. There are certain populations of patients where
even with the technology that we have for dialysis now, which is
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really pretty substantially improved—my mom was on dialysis 20
years ago, so I have lived with this a long time, guys—there are
still certain patients, particularly very young, large patients, where
even within a 4% to 5-hour treatment, I cannot give them ade-
quate dialysis. What do I do? Urge them to come back a fourth
time a week. In that circumstance, the patients will sometimes say,
“Yeah, Dr. Owen, that’s fine,” and others will say no.

But I agree with you in terms of the context of the question. We
certainly should strive. The bar should be set at 100 percent be-
cause if it is not, we are never going to achieve the maximum that
we would like to achieve.

The CHAIRMAN. Dr. Wish, we had the inspector general tell us
that HCFA does not require the collection of a core set of facility-
specific clinical performance measures and without such data, how
can the network identify poorly performing facilities?

Dr. WisH. Well, each Network has a data collection infrastruc-
ture right now that varies and there is going to be a standardiza-
tion of this infrastructure evolving over the next year or so, which
has been called the VISION project. It is an acronym for the Vital
Information System for Improvement of Outcomes in Nephrology.
That is a standardized data collection system that is going to link
every facility with its respective Network so that facility-specific
data can be collected periodically from each of the facilities and
each facility can be fed back its profile with regional comparatives.

This will have two effects. One is that it will support facility-
based quality improvement programs because we presume each fa-
cility will want to improve. As this data is publicly released, each
facility is going to want to look better and look better in compari-
son to its competitors. But-it will also allow the Networks, which
house this data, to target the poor performing facilities for specific
intervention activities. '

Unfortunately, that data structure is not yet available. It is
evolving. . '

. The CHAIRMAN. Dr. Owen, why are dialyzers being reused? Do
they need to be reused? And does the reuse have any clinical value
or is it simply a cost issue? ,

Dr. OWEN. I am going to start with your last question to frame
the context of the first two that you posed.

Historically, it was of some benefit when the first generation of
dialyzers were produced. People used to actually get sick and the
patients could appreciate when you hung a new dialyzer. They felt
badly. On the other hand, when the dialyzer was reused, it would
get coated with proteins, as you heard the doctor comment about,
and the patient felt better because the dialyzer was coated with
their own proteins.

However, the dialyzer technology has improved, so we now have
dialyzers that are much more compatible with the individual in
terms of the way they feel and some of the blood tests that we use
to show an interaction. :

I would say right now, in fairness, that the reason dialyzers are
reused is an economic constraint in that obviously if I reuse a dia-
lyzer, I have saved on the cost of introducing a new dialyzer.

The real fancy dialyzers, the real high efficiency dialyzers that
remove beta—2 microglobulin that you heard the doctor mention or
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that had better improved removal of phosphorus cost substantially
more. To get better quality with a dialyzer, you pay more. And as
I understand it, and I just do not do dialysis unit economics, the
economics are such that to introduce a new very high efficiency bio-
compatible dialyzer on each occasion, which as I understand it can
cost about $40, is a pretty substantial cost of the amount of money
that is available as one single pot of money to provide the full
course of care for a dialysis patient.

Recognizing that, the RPA said, OK, let’s live with dialyzer reuse
as a reality but, on the other hand, let’s first of all define really
specific minimal criteria for how a dialyzer should be introduced
back to a patient, which we had done.

Second, we have to recognize the issue of patient safety, which
you heard raised in several different contexts here. Many of the
same risk factors for patient safety that you heard about in hos-
pitals exist in dialysis units, as well, which is why the RPA is
working with the National Patient Safety Foundation to address
that.

And third, I hope the dialysis industry continues to evolve to
generate a dialyzer that is going to be of relatively lower cost and
allow me to give my patient what I think he or she needs and I
can give them a new dialyzer each time. I think most of us would
prefer to do that.

The CHAIRMAN. Senator Breaux.

Senator BREAUX. I thank the panel very much for your assistance
in helping us understand where we are with this industry. What
I am getting is a couple of things. No. 1, if you do not inspect them,
Dr. Kang, often enough—once every 6 years is too infrequent an in-
spection program, particularly when you are trying to get it down
to three and you see Ohio, one state, going down to one year. So
6 years between inspections—I mean, the whole technology
changes; probably a lot sooner than that. So it is almost ludicrous
to say we are going to check these facilities once every 6 years.
That is not getting the job done and I am happy to hear that HCFA
is trying to get more funding to do a better job and more frequent
inspections.

The second thing is that when we find a problem exists, we do
not have the tools we really need short of decertification and
yanking the license. We have to do more inspections and we have
to have some penalties that are monetary, I would imagine, that
would encourage people to do what is right and what is necessary.

I note that you, on your first page, say that you are developing
new rules to strengthen quality requirements for the dialysis cen-
ters. What is the timing on this? When can we expect the new
rules and basically what are they going to say?

Dr. KANG. This is what is called conditions of coverage and we
would propose those regulations for publication in early 2001. In
those rules we are interested in much of what the GAO or Inspec-
tor General’s Office has said, to have stronger protections around
patient accountability or facility accountability, strengthen the role
of the medical director, mandate the reporting of standardized per-
formance measures to the secretary for public information pur-
poses.
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So it is those sorts of things that would be in a proposed regula-
tion to try to——

Senator BREAUX. Of course, the regulations can be wonderful but
if we do not have an opportunity to inspect to see if they are being
followed, they will really be worthless if we do not do the follow-
up, which is very important.

I get from Dr. Bays, who testified on the first panel, that he
thought all this, the reporting and everything else, was sort of a
joke and he did not really think that it was being handled very
well because it is self-reporting, Mr. Bahr and Dr. Owen. I got from
Dr. Bays that these people are going to file their own reports on
how well they are doing and most of the times they are going to
say they are doing pretty well.

Is there a way to improve that? I think he makes a point when
he brought that opinion to the committee.

Mr. BAHR. And I think that probably was true. I think more than
not, Dr. Wish has pointed out what we are trying to do with the
Forum and the networks, sending out specific data. There is data
collection that we have to not only report and say, “This is our ade-
quacy for this time period;” specifically they are coming back with
data sheets asking you directly, patient X, what are the lab values?
How did you derive this? What timeframe? Very specific questions.

Senator BREAUX. What about when something goes wrong in one
of the facilities? Is that included on those charts? Or is it just num-
bers about—— - '

Mr. BaHR. Currently, the data collection, no.

Senator BREAUX. I'm sorry. No? :

Mr. BaHR. The data collection, does not include what went wrong
at a facility. _

Senator BREAUX. So you have a lot of data and numbers on the
patients, the blood count and all the other technical things, but if
somebody just screws up in the facility, that is not on that sheet,
I take it?

Mr. BaHR. No. It is not.

Senator BREAUX. Is that not what Dr. Bays was talking about?
He was not so much concerned about the quality of the result; he
was just talking about shoddy treatment.

Mr. BaHgr. Exactly, and there are specific things, at least in the
facilities and in the state we work within and I do think there are
different rules per State, but in our State of California you specifi-
cally have to report such things as blood loss issues and needle
sticks. Our facility asks if you have had extra placement, what is
the issue? It is reviewed by our own committee and reported back.
So it is looked at and reviewed on a timely fashion.

The other thing I did want to add as far as shoddy treatment,
a number of states—California, Ohio—I am trying to think of the
other states—New York, I believe—all have gone through certifying
the hemodialysis technicians and requiring very stringent training
programs to certify that those patient care technicians know what
they are doing. ‘

Senator BREAUX. Well, let me ask some questions on that. I
think Dr. Bays also said that when he started off, it was basically
something that was run by nurses in a dialysis facility. We have
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now gone from nurses to technicians and he was even talking about
a category that was less than technician, I think.

Is that any concern, Dr. Owen? I mean do you need a nurse? Do
you need a doctor? Can you have a technician? What is the stand-
ard of treatment that is necessary for someone in a dialysis center
from a medical standpoint to be there to supervise it, to know what
is happening and what have you?

Dr. OWEN. You need somebody who is trained; you need some-
body who is attentive; you need somebody who is compassionate.
Do they need to be a doctor? Do they need to be a nurse? Do they
need to be a technician? My response to that is no, because pa-
tients do it at home.

I use my dad as a paradigm. My dad, the first time he walked
into the dialysis unit, fainted. We had to pick him up, shook him
off a little bit and then, a year later, he was dialyzing my mom,
and my dad was a retired businessman.

So in terms of the degree certification, I would say there is a bit
of a disconnect there. What you need is training. You need docu-
mentation that that person is trained and knows what they are
doing. You need to make certain there is an adequate number of
staff to be attentive.

A lot of these patient safety issues that I heard, and those were
Just—excuse my language, just God-awful stories that I heard, real-
ly bothersome—were related, it sounds like, to inattentive staff.

And then last, I heard a lack of compassion there, just people
that did not care about the patients that they were caring for. You
gannot teach that but you certainly can perhaps select for it a little

it.

Senator BREAUX. I appreciate that. I think that’s what Senator
Grassley and I are trying to do and the members of the committee,
Senator Wyden, is just trying to find out how we can encourage our
own government, which is spending $13 billion a year on this, to
make sure that people are benefiting from the amount of care that
is being given out there. I mean it is a very challenging roposition
that we have to supervise these, to regularly inspect tﬁem, but I
think that it is going to be absolutely necessary that we improve
the quality. The new rules hopefully will do that and that is en-
couraging.

Let me just ask one other question, Dr. Owen. From a technology
standpoint, how long has the dialysis been a methodology for treat-
ing kidney failure and what is the next step? In 20 years are we
stgl g;)ing to have people hooked up to these machines for 8 hours
a day’

Dr. OWEN. Boy, I wish our clairvoyant dropped that crystal ball
driving over here today.

In terms of your first question, how long has this been around,
I will tell you even though we are over 25 years into the program,
it has effectively not changed a lot. It is still like an automobile—
you know, internal combustion engine, four wheels, looks a little
different on the outside.

Same is true with dialysis. It is still a salt and water solution
going through a plastic cartridge with the blood going through it.

I think our real promise is in two areas. One is in terms of trans-
plantation. We really need to encourage that and where can you
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guys help? You guys can help us in terms of funding some real cut-
ting edge research from NIDDK.

And then also I think we have some real exciting work being
done in terms of bioartificial kidneys, where you actually have a
combination of an artificial kidney with cells on it that give you the
best of both worlds.

“Senator BREAUX. I have a staff person in Louisiana that is un-
dergoing a kidney transplant in Oachita on August 7 and the de-
tailed preparation leading up to that is just absolutely incredible
and it found his daughter, who is going to be the donor, and I think
you are seeing more and more of that now.

Dr. Wish.

Dr. WisH. Yes, can I respond to one of your other questions about
the quality of the data? We were also very skeptical as to whether
or not the facilities might be gaming the data to make themselves
look better. So HCFA actually contracted with my own Network to
do a data validation study.

As you may or may not be aware, there are actually two data
bases that we have referred to this afternoon. The data base that
HCFA uses to do facility-specific profiling and which will be on
their website is based on billing data. Each facility has to put in
the URR for each patient and the hematocrit for each patient as
part of the billing process.

The ESRD Clinical Performance Measures Project, on the other
hand, is not facility-specific. It is a random sample of patients from
each of the 18 Networks that is used to profile the Networks
against each other, as well as to give a composite rate of perform-
ance each year with each of the indicators.

HCFA asked our Network, to validate the data by actually going
into the facilities and extracting the data from the patients’ medi-
cal records to see if the data that were being submitted by the fa-
cilities for the ESRD Clinical Performance Measures Project were
valid. In fact, they were. There was greater than a 97 percent con-
cordance with what was submitted by the facilities in the random
sample versus what we found in the patients’ records.

Senator BREAUX. What region is that?

Dr. WisH. This is Illinois, Ohio, Indiana and Kentucky.

As far as the billing data are concerned, the concordance were
less robust and it was partly due to the methodology. The URR
data were actually quite concordant and actually correlated at
about 95 percent, but the hematocrit data did not correlate as well
and it was because of the methodology of the billing data asking
for the last hematocrit of the month and the performance measures
data asking for first hematocrit of the month, and that difference
in methodology we felt was enough to explain the difference in the
concordance, which was only at about 85 percent.

Now, as far as reporting incidents is concerned, this is something
that we are working on in terms of this whole patient safety initia-
tive. What we would like to do is establish a patient safety report-
ing mechanism that is confidential for less than life-threatening or
severe types of errors that can be used as repository to analyze sys-
tem problems and system errors, not unlike what has been done in
the Aviation industry. :
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So you have basically two levels of reporting. Obviously when a
plane crashes, everybody knows about it and the FAA investigates
in a very pubhc manner; but there are a lot of “near misses” that
are recorded in a confidential manner so that there are no sanc-
tions and there is no fear of the reporting process, and those can
be analyzed on a systemwide basis to see whether or not there are
processes that can be improved to reduce the incidence of errors,
amlil we would like to establish this within the renal community, as
we

The CHAIRMAN. Thank you, Senator Breaux.

Senator Wyden.

Senator WYDEN. Thank you, Mr. Chairman. I want to commend
you and Senator Breaux for another important initiative in the
aging field. It is such a pleasure to be part of an effort in the U.S.
Senate to pursue health issues in a bipartisan kind of way and I
congratulate both of you.

Gentlemen, let me start by asking you about the recent analysis
that was done in my home State of Oregon with respect to these
facilities. What we found in Oregon recently is of our 41 facilities,
39 were surveyed and 11 have what has been termed to be serious
deficiencies, some of them life-threatening. So that is a lot of facili-
ties. That means 25 percent have serious problems with respect to

a grnup of patients that we would all acknowledge are very vulner- _
able.

Now you all represent organizations that work very closely with
owners—physicians that in some cases, I gather, may be owners
themselves and them, of course, administrators, who are respon-
sible to owners.

My first question for each of you, Mr. Bahr and Mr. Owen, would
be what are your organizations doing to crack down on the facili-
ties that seem to be, right now, offering pretty shoddy care to vul-
nerable patients? Let’s begin with you on that, Mr. Bahr.

Mr. BaHR. We have, through our annual and fall and spring con-
ferences, we offer tra1mng We bring in experts. We have had sur-
veyors come in, talk about what they are seeing. Reuse practices—
we have worked with AAMI in developing and getting those guide-
lines out to all the membership. We are constantly providing edu-
cation to the facilities and saying that this is what needs to be
done.

We have worked with HCFA and state agencies on independent
and state levels to help survey and facilitate the training of survey-
ors.

Senator WYDEN. Does that mean you inform the government,
Federal and state agencies, about facilities that are problems? I
guess——

Mr. BAHR. No, we educate renal administrators.

Senator WYDEN. What I am interested in is what is being done
to crack down on the problem facilities because there is no question
in my mind that there are good programs and that the majority of
them are good. But when you have 11, 25 percent in a state to
have serious deficiencies, you have to do more than run some cozy
education programs. You have to weed them out and turn it
around. Perhaps you could tell me what you are doing to help weed
them out besides sending them some information. ’

65-918 2000 - 6
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Mr. BAHR. We haven’t. We have sent, as I said, education mate-
rial. I do believe that peer review and being part in the competition
and not being listed or cited or known for having provided shoddy
dialysis treatments is a way to go after poorly performing facilities.
I mean I have been in the field for 30 years and I believe that my
facilities, have all done a wonderful job and though we have not
had any issues, I understand there are real concerns, but we do not
have any formal reporting in our system currently.

Senator WYDEN. Dr. Owen.

Dr. OWEN. Certainly, Senator. Unfortunately, dialysis units are
not in our purview. The doctors are, however.

What we have done substantive? Banged on a lot of doors, push-
ing our legislative initiative, which I will remind you of the key fea-
tures. It tells every dialysis unit that if you want to get your ticket
punched so that you can bill Medicare, you have to have a formal
organization that is going to address quality assurance and contin-
uous quality improvement.

Second, if you want to get your ticket punched, you are going to
have to give unprocessed data to someone else to process that data,
to show how good you are or are not doing, every unit and your
doctors who are participating in your unit in that care.

Third, we are going to give that data—someone else is going to
give that data back to you and there is going to be a checkmark
there that is going to show where you are and where your doctors
are in comparison to your peers. It is kind of like putting up the
names of the guys who have not paid their dues at the country
club. Let’s embarrass them a little bit. And let’s share that infor-
mation with the consumer, the stakeholder ultimately in all of this.

Fourth, this is going to be done on a routine basis. We do not
think once a year is adequate. As a minimum, we suggested twice
a year. Tough to hide sins when you have somebody knocking on
your door looking at what you are doing and looking at what you
are doing on a regular basis.

We have worked closely with Dr. Kang at HCFA. We have
worked with Dr. Wish and his predecessor. We have tried to edu-
cate our membership by defining what is the best clinical practices.
And on a personal level, that is what I do research in. So we have
done the best that we can with what we are able to do, sir.

Senator WYDEN. So your sense is that physicians, the best thing
you can do to weed out these problem facilities is to support tough
Federal and State changes with respect to legislation that would
help reverse it?

Dr. OWEN. Tough and fair.

Senator WYDEN. I am going to have a question about physicians
and get to you, Mr. Kang, in just a moment.

The other question for you, Mr. Bahr and Mr. Owen, is of the
many complaints that we have gotten from families in Oregon, they
specifically cite the trend toward more chains, more for-profit
chains being in the field being central to the problem that we are
seeing.

My question to you is do you both agree with that? And if so,
what ought to be done? Should there be additional oversight or ad-
ditional monitoring of these chains? I would like to hear what your
response would be to what the families and the patient advocates
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have been saying in the State of Oregon. Let me start with you,
Mr. Bahr. .

Mr. BAHR. I think that the industry consolidation, is a result
somewhat of the funding or the lack thereof. It is tough for an
independent provider. I run two facilities for some owners. It is
very tough to survive in the field. So there is a push to make that
happen.

I have not seen or been witness to any facilities that have
changed in our region that have had real quality issues. Are there
changes in how they handle the care or procedures? Yes. For pa-
tients—it is a very tough thing to be a dialysis patient and to suc-
cumb to the decisions and whims of what time you will be at the
dialysis facility three times a week. It is a very tough decision. And
to upset that, to have any minor changes even, no less real and se-
vere changes, is very dramatic for the patients to deal with. But
it has not been my experience in our area that the care has
dropped in any of the facilities that have changed hands.

Senator WYDEN. Dr. Owen.

Dr. OWEN. Let me comment on how it has been studied and then
offer anecdotal experience. How has it been studied? Garr and Neil
Powe’s paper, New England Journal of Medicine just about
Thanksgiving. I was one of the people who wrote a letter to the edi-
tor and was accepted saying I have some real issue with that
study. '

To remind those of you who are not familiar with it, Dr. Garr re-
ported using a data set that was 7 to 10 years old—often a lot hap-
pens in 10 years—that there was a 20 percent higher mortality for
patients who were dialyzing at for-profit providers.

It is also noteworthy that a subsequent analysis was done with
a much more contemporary data set by the group at the University
of Michigan who thought that those numbers were overstated when
they used the more contemporary data set and found that if there
was a difference, it was about 5 to 6 percent. Now, that is a dif-
ference but you are down to a level where it really becomes an
issue of how you construct your statistical model. I can make—

Senator WYDEN. Why don’t you resolve it as a physician who has
expertise in this area? Since we have reports that go in different
directions, do you think the families that are calling my office are
right in saying that there are additional quality problems when you
have these big chains involved? Your compatriot there, Mr. Bahr,
says he does not think that there are quality problems associated
with chains. What do you think?

Dr. OWEN. That is what I am about to offer now, Senator, is my
anecdotal experience. My anecdotal experience, having worked for
an independent provider who had four or five dialysis units versus
working for a large chain is that actually I saw better care from
the chain. Why did I see better care from the chain? Because the
chain allowed me to profile my outcomes. I could look at what I.
did. They had a very sophisticated medical Informatics system so
that every quarter I was able to look at my dose of dialysis, my
.anemia management, my albumin and other intermediate out-
comes. I could look at my mortality rate. I could look at my hos-
pitalization rate.
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It was like the facility profile that is generated by the University
of Michigan on an annual basis except it was timely and it was a
pleasure.

Senator WYDEN. Frankly, in theory, that is my assessment, as
well, and that is why what the patients’ families are saying is so
troubling to me. On paper, what you have just described with the
additional resources that come about with these larger entities,
they would have an opportunity for more sophisticated assessments
and for using the research but certainly that is not what we are
hearing on the front lines in the State of Oregon and that is why
those patient reports are so troubling to me.

Last question I have for you, Dr. Owen, is what do you think
physicians, because this is an area where you do have direct in-
volvement, what do you think physicians ought to be doing, other
than supporting the legislation that you mentioned, to try to beef
up the quality of care in these facilities?

Like in my State we have a quarter of the facilities with serious
deficiencies, some of them life-threatening. What is your message
to physicians in my State about what they can personally be doing,
other than supporting this legislation, to improve quality?

Dr. OWEN. Be good doctors. Be there for their patients in terms
of engaging with them on a one-to-one level, doing it often, being
attentive to their needs, being responsive, being what they took
their oath of medicine for, for available. Sounds corny, but that is
the real big issue here.

You should also appreciate, senators, that there is a looming
manpower shortage in nephrology. You heard about the 7 percent
incidence growth in treatment in the ESRD program. Unfortu-
nately, we do not have an incidence growth of nephrologists of 7
percent. And I am fearful that as we become increasingly man-
power constrained and competing tasks arise, not only having to
take care of dialysis patients but taking care of dialysis patients in
the hospital, taking care of complex hypertension and other renal-
related problems, that it is going to get real tough for the profes-
sion.

But I think the thing to do is to be available for your patients
and be responsive to their needs.

Senator WYDEN. That raises another interesting point because I
share your view. There is a personnel crunch coming. What would
you get paid by one of these corporate chains if you were just start-
ing out in one of these renal facilities? We are going to have to at-
tract good people. You agree with that; I agree with that.

Dr. OWEN. I would hope we could get good people.

Senator WYDEN. What would they get paid?

Dr. OWeN. That I do not know. As you see, I have a few gray
hairs, so it has been a few years since I started out and I do not
cut contracts with chains, so I am not the person to address that
question.

Senator WYDEN. Mr. Bahr, what do they get paid?

Mr. BAHR. Medical directors?

Senator WYDEN. No, we are talking about somebody who is just
starting out, not a medical director.

The CHAIRMAN. A technician, you mean?
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Senator WYDEN. Yes, someone who is not a medical director and
yes, more of a technician or——

The CHAIRMAN. The hands-on type of person?

Senator WYDEN. An aide, a hands-on staffer, yes.

Mr. BaHR. To attract better——

Senator WYDEN. I am trying to find a way to get the people that
Dr. Owen is talking about. And my understanding is that when Dr.
Owen says we need people, we need them at every level in these
facilities. '

Dr. OWEN. Every level.

Senator WYDEN. Which is medical directors, technicians, aides
and the like. And one of the reports that I have been getting is that
these chains do not pay very well, which is why it is hard to get
people in the field.

So could you just sketch out what kind of salaries one might get

if one went into this field, at several levels?

" Mr. BaHR. Currently I would say, and I do not know on a na-
tional level what these salaries are but it would be local, a techni-
cian’s annual salary would probably be in the $25,000 to $27,000
range. A registered nurse or a charge nurse, their salary range
would probably run anywhere from $30,000 to $50,000 a year.

Senator WYDEN. OK. One last question, if I might, for you, Mr.
Kang. Your essential thesis has been that quality is starting to go
up and your quality standards are working and that folks should
feel that the Federal Government is on top of the task. That is not
what the people in the State of Oregon are saying. That is not
what the health care administrators are saying. That is not what
the patients’ families are saying. What they are saying is that we
have a recipe for disaster on our hands. We have an increasing de-
mand for these services. They are unhappy about the national for-
profit chains coming in and buying up the not-for-profit centers.
They are concerned about reimbursement. They are concerned
about what Dr. Owen talked about, which is that it is difficult to
attract people to the field. And they do not share your view that
things are improving.

So what are you going to do in my home State, where they do
not share your assessment that things are getting better?

Dr. KaNG. First of all, Senator Wyden, I am HCFA’s Chief Clini-
cal Officer; I am a Physician. I know you were late so——

Senator WYDEN. Right.

Dr. KANG. My thesis was that things are getting better. However,
I actually believe that there is plenty of room for improvement and
there is much more that the Federal Government can be doing.

We are actually very well aware of what is happening in your
State of Oregon and what I would like to actually point out is that
what triggered our reviews and our surveys in the State of Oregon
was, in fact, lots of complaints coming from the citizens of Oregon
and also the fact that ownership had changed.

We do target our surveys based on change of ownership, largely
because there is a vulnerability there. So I would just like to point
out to you that our national average for surveying ESRD facilities
is around 20 percent nationwide; in the State of Oregon we actually
surveyed 39 out of 41, as you mentioned, so that is almost 100 per-
cent review within the last year because of these changes.
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I think one of the things that we would be very interested in and
we are well aware of the life-threatening deficiencies, we obviously
are very anxious to work with yourself and members of this com-
mittee on intermediate sanctions, which the GAO and the Inspector
General talked about, largely because our only sanction right now
and enforcement tool is to completely terminate someone from the
program. While we are not afraid to do that, I think that there are
intermediate sanctions that would be very useful in terms of grab-
bing facilities’ attention.

Senator WYDEN. Can I just ask on that point, Mr. Kang, with re:
spect to these intermediate sanctions, do you need legislation that,
would give you that power?

Dr. KANG. Yes, we do.

Senator WYDEN. And what would be an example of an intermedi-
ate sanction and how would that kick in? I guess what I am con-
cerned about is that if you have a facility with a life-threatening
situation, I do not think you have any choice but to move very, very
quickly in order to protect the patients. Intermediate sanctions
sound, to me, constructive if you are dealing with something that
is not at the level of that kind of seriousness we are seeing in the
State of Oregon.

So why don’t you describe, if you would, what you think inter-
mediate sanctions ought to apply to because to me, when you have
life-threatening conditions, we need something considerably more
than that.

Dr. KaNG. With life-threatening situations, we actually ask for
an immediate corrective action plan of that life-threatening situa-
tion. Otherwise, they are terminated from the program. So what
has happened in the situations in Oregon is that they have made
immediate corrective actions.

I think what we are concerned about, though, is that once they
have made the immediate corrective action, then the spotlight is off
and there can be this yo-yo effect that the General Accounting Of-
fice referred to.

I do think that civil monetary penalties really have an effect of
keeping one’s attention to the task at hand and sticking to the cor-
rective action plan. ~

So I think that those tools are useful but I want to assure you
that if, in fact, a facility is found to have life-threatening—is plac-
ing people’s lives in jeopardy and they continue to do so, then the
Health Care Financing Administration will terminate them from
the program immediately.

Senator WYDEN. Well, the message from the State of Oregon is
that the Federal Government needs to be a better partner here and
that the Federal Government has not moved quickly enough in in-
stances where there are serious deficiencies, which you have cor-
rectly described as life-threatening. I have tried to understate what
I am hearing from my constituents. These are life-threatening mat-
ters and I think the Federal Government needs to be a better part-
ner in terms of working with the States on that matter.

And with respect to further oversight of these facilities after they
have been corrected, clearly this is another area we ought to be
working on and I hope that you could furnish the committee some
additional examples of what you think intermediate sanctions



163

ought to be because I happen to think that that is an effective ap-
proach where you say look, we have a serious problem here. It is
not life-threatening but we have a serious problem and we are
going to send you a strong message now before we, in effect, boot
you out of the program.

I have been trying to watchdog these facilities since the days
when I was Director of the Gray Panthers, before I was elected to
the House, and I think we have a very serious public health prob-
lem on our hands now. The combination of the increased demand
and the trend toward for-profit chains, which is not having the ef-
fect that Dr. Owen is talking about. Dr. Owen is describing what
he would like to see come out of the for-profit chains. He is cer-
tainly describing what I would like to see in theory, that those ad-
ditional resources make it possible for our country to deal with ev-
erything from the personnel problem to the research problem and
vaf_ious other issues that relate to the development of public health
policy.

I think what we are seeing is something very different and that
is we are seeing those big facilities cut corners. We are seeing them
cut corners in spite of the fact that we have life-threatening situa-
tions and Mr. Kang saying he wants the Federal Government to be
more effective.

So there is a lot to do here, folks, and fortunately, we have the
chairman, who approaches these issues in a thoughtful and a bi-
partisan way and Chairman Grassley, again my thanks to you for
all your leadership and I look forward to working with you.

The CHAIRMAN. On the point you made about adequacy of re-
search or research generally, we think to some extent what we
have done getting ready for this hearing, that there is some just
plain necessity of bringing some to conclusions and getting some
consensus on what is out there. That does not preclude what you
say, that maybe there needs to be some additional research, but we
need to get some clarity and consensus on what has already been
done. And we are thinking about asking the National Institute of
Health to help us with that effort. Thank you very much.

Senator WYDEN. Thank you.

Dr. WisH. Can I make one more comment about the chains, be-
cause I have some data?

The CHAIRMAN. Please do.

Dr. WisH. Our Network, which again is in the Midwest—Ohio,
Illinois, Indiana and Kentucky—we look at patterns of care. That
is our job. And we actually have the data infrastructure in place
so that we can collect facility-specific information on all patients
three times a year. So we did not want to wait for the -VISOIN
project to be up.and running. We kind of did it on our own.

We looked at patterns of care in Chicago, which is the largest
metropolitan area in our Network, and there are three large chains
that have a high penetration in Chicago. We looked at the out-
comes for anemia managément and adequacy of dialysis for those
three chains over a year period.

What we found is that there was one chain that was consistently
performing at a level higher than the network as a whole; there
was one chain that was consistently performing at a level com-
parable to the Network as a whole; and there was one chain that
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was consistently performing all of its facilities at a level below the
rest of the Network. So obviously it is not fair to paint all the
chains with the same brush.

But what was interesting is that when we contacted the Medical
Director of the chain that was having the poorer performance, they
were very open to a Network-based intervention. They assembled
all of the medical directors from the Chicago facilities in one place
at one time so the Network could do an intervention activity with
education and giving them tools for quality improvement. And over
the next year, that chain brought its level of performance up to
that comparable to the rest of the Network.

So you do have some economies of scale when the chain can
bring together the people that direct the medical care in all the fa-
cilities in one place at one time for a single intervention activity.

The CHAIRMAN. That brings me back to a point that Senator
Breaux made and the information that is available. So your view
then on information being on the Internet for anybody to have ac-
cess to, you feel that information is available, that information is
accurate, and it would be very beneficial in

Dr. WisH. That information will be available on a national level.
It is not currently available at a national level.

The CHAIRMAN. When would that be?

Dr. WisH. It is hopefully going to be ready, up and going, by
mid-2001.

Now there is going to be a website, as Dr. Kang said, at the end
of this year that is going to have the URR and hematocrit compli-
ance from the billing data, but the universal data from the Clinical
Performance Measures initiative, which is going to be collected on
every patient from all facilities, hopefully which will augment the
validity of the data that is on the website, will be available, we
hope, by mid—-2001.

The CHAIRMAN. I have some questions but I want Senator Wyden
to—

Senator WYDEN. I will be very brief, Mr. Chairman. I would very
much like to see your study, Dr. Wish. And I guess what I would
like to see resolved in this is what percentage of patients in these
three chains are involved in programs that are seriously deficient.
In other words, you described three chains; one of them was above,
one of them was at the appropriate level and one was below.

So the question that arises to me, and that is why you have to
see the study, is whether or not one third of the patients were in
a chain that was offering seriously deficient care. If one third of the
patients were in a facility offering seriously deficient care, I think
the two of us would agree that is a serious kind of problem. You
would want to correct it. I want it corrected because it is consider-
.ably higher than even what amounts to the 25 percent in my State.

So if you can get me that survey, I am particularly interested.

Dr. WisH. I would be happy to send you the data. It actually
turns out to be about a quarter because there was a quarter of pa- '
tients in each of the three chains and the other quarter were the
independent facilities.

Senator WYDEN. So in your survey——

Dr. WisH. And this is metropolitan Chicago only.
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Senator WYDEN. I understand. In your survey in a recent time
period, a quarter of the patients in a chain assessment were receiv-
ing care that was seriously deficient.

Dr. WisH. That was under the level of the Network as a whole
for adequacy and anemia management.

Senator WYDEN. And you would agree with me that that is unac-
ceptable and that is why you stressed over the next year they im-
proved it.

Dr. WisH. Correct. C
Senator WYDEN. Well, I would like to see this survey because I
think it is pretty clear that with a medically vulnerable population,
this country cannot sit around and say we are going to tolerate 25
percent of them, one out of four, in facilities that are seriously defi-
cient and life-threatening. And I see Dr. Owen and Mr. Bahr nod-

ding their heads affirmatively.

Dr. WisH. And the Network did not tolerate it. We went in and
we got improvement.

Senator WYDEN. Right, but you got improvement after we did the
survey. But then, as Mr. Kang said, we still have an issue with re-
spect to what happens after there has been an improvement after
one year and what kind of oversight there is.

Dr. WisH. We continue to get data from every facility three times
a year, so we can keep track of that.

Senator WYDEN. I will look forward to seeing that.

Thank you, Mr. Chairman."

The CHAIRMAN. Thank you.

Dr. Wish, I understand that the Networks are collegial in their
relationship with providers in their efforts to improve patient care
and outcomes. Does this type of relationship work?

Dr. WisH. Yes, we think that it does. It is a peer review kmd of
paradigm, so we feel that building a nonpunitive environment is
important for the facilities to kind of air their dirty laundry so that
we can help them. If they fear sanctions, then it is going to be very
difficult for us to understand what processes might be flawed so
that we can give them interventions that may help to improve
those processes. So we feel that collegial relationship is essential
for the success of the Networks.

The CHAIRMAN. Dr. Kang, as I am sure you are aware, there are
numerous studies about the various quality issues of patient care.
We have had a discussion on our staff and it puzzles us why there
is no definitive work on quality issues, such as adequacy of dialysis
and reuse of dialyzers in this country. Many patients still worry
about whether they receive enough time for dialysis.

As the two patients testified today, equally alarming to patients
is the reuse of dialyzers. Many patients believe that it is a profit
matter for the companies and that the patient quality of life does
not matter.

Our committee’s research has found numerous medical research
studies inside and outside the United States. It appears that the
print studies advocate for longer dialysis. Dialyzers are not reused
in other industrialized nations.

What do you believe is the reason that research in the United
States has not reached any conclusions about these important pa-
tient care matters?
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Dr. KaANG. Chairman Grassley, before I answer that I would like
to jl}llst take one opportunity on the question that you asked Dr.
Wish.

Our approach with regard to survey and certification and Net-
works is very similar to what the IOM recommended in terms of
patient medical errors and patient safety. You actually need two
environments. You need the regulatory environment, which is a
blaming environment. It is our survey and certification. Then you
need the learning environment; that is the Networks. That is the
collegial environment. You really do need both.

This goes back to a question for the first panel. It is very similar
to the airline industry. In the aviation industry, you have FAA,
which is the regulatory, blaming approach, and you actually have
NASA, which is the learning, collegial approach. You learn from
your mistakes. 4

So I just wanted to say really for the record that you need both
and I would really encourage this committee to support both, real-
ly, to improve the care for patients.

In answer to your questions, I think that we are currently ac-
tively wrestling with the issue of adequacy of dialysis. And as Dr.
Owen mentioned, what this country is wrestling with are the trade-
offs between patient choice and time on the machine, lifestyle
issues, et cetera.

I do think that to the extent that we find and the public and doc-
tors begin to realize that the longer you get dialyzed, the more ade-
quate it is and the better your mortality and survival and quality
of life is, that over time, this will continue to move as it did in Eu-
rope.

With regard to the reuse issue, we actually are actively involved
with NIH and the USRDS to look at the reuse issue to try to sort
through in follow-up to the study back in 1994 as to what are the
issues for reuse, whether we need to be regulating and if so, where
we need to be regulating more aggressively.

And then, quite frankly, to the extent that reuse is associated
with worse outcomes, there are payment implications, as Senator
Breaux has questioned.

But the NIH and USRDS is soon to publish the results of that
study. The one thing that I would like to assure you is that we
have an agreement with them. To the extent that they find any-
thing untoward early on, that they were actually to report to us so
that we could take immediate action. They have not had those find-
ings yet, at least as far as I know, but they are actively looking
at the implications of reuse for patient outcomes.

The CHAIRMAN. Is there some academic reason for research to be
done and conclusions not reached and we are guessing what those
conclusions are going to be? Because I assume that we have had
people doing the same research in other industrialized countries
and come to conclusions. The way I read it, we have not come to
conclusions.

Now maybe you are telling me we have come to conclusions.

Dr. WisH. I do not think we have, as Dr. Owen——

The CHAIRMAN. What is different about the academic environ-
ment in the United States that keeps us from coming to those con-
clusions, as opposed to other industrialized nations?
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Dr. Kang. I do not think the other industrialized nations, and
maybe Dr. Owen knows more about this, have actually come to
conclusions, also. It is just more of a practice style at this point.

The CHAIRMAN. OK. So you get back to a lot of problems in
America from one part of the country to the other related to a dif-
ferent style of practice of medicine.

Dr. OWEN. There are substantial differences in practice.

Dr. KaANG. What we are very interested in doing is doing what
evidence-based medicine would support doing and I want to assure
you that to the extent the evidence says reuse is unacceptable, the
Health Care Financing Administration would take a strong posi-
tion that it is unacceptable.

The CHAIRMAN. OK.

Dr. Wish, how are the Networks addressing concerns that pa-
tients and dialysis facility staff are reluctant to complain about
poor care for fear of retaliation or losing a job?

Dr. WisH. Well, that is a concern. When we get a patient griev-
ance or we get a staff complaint about how a dialysis facility proc-
esses may be unsound, what we find is in the vast majority of
cases, which we always refer to the medical review board—these
are not handled at the staff level at the Network. These always go
to a medical review board of peers so that we have all disciplines
involved in terms of evaluating the nature of the complaint.

What we find is that in the vast majority of cases, these are com-
munication problems, especially patient grievances. It does not nec-
essarily represent bad care. It just represents the fact that the pa-
tient had something done to them that they did not understand,
that nobody really explained it to them, that there was a change
in their environment that they did not antlcxpate and that was the
source of the concern and ultimately of the grievance.

And what we find is that by mediating the communication be-
tween the facility and the patient, the vast majority of grievances
are resolved and there is really no issue in terms of long-term sanc-
tions or fear by the patient that they are going to get inadequate
care because of voicing the complaint.

Now, there are situations where we are concerned. There are pa-
tients that do file grievances that we feel do represent significant
process issues and in those cases what we try to do is keep the pa-
tient’s identity anonymous to the facility and go into the facility
with a site visit to address their processes of care on a hands-on
level.

So we actually go through their policy and procedure manuals.
We actually observe how dialysis is conducted from the beginning
to the end, how the technicians interact with the patients, how the
nurses interact with the patients, with special view to what the
issues were that the patients did bring to our attention. And if we
find that there is a significant deviation from what we feel to be
accepted practices, then the facility will be put on record as defi-
cient and they will be required to file a plan of corrective action
within 30 days—how the procedures will be corrected. Then a fol-
low-up site visit is done to make sure that the deviation has been
corrected. And under these circumstances, the patient’s identity is
kept anonymous from the facility.
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The CHAIRMAN. Mr. Bahr, a little bit along the same line, what
do patients or their representatives do if they are dissatisfied with
the care that they receive or the services or environment of care
that you provide?

Mr. BAHR. One, you have to deal with this in a very sensitive
manner. To address a patient while they are on dialysis is inappro-
priate. We ask to speak to them outside, set up a time, a conven-
ient time, often bringing in family members.

And as Dr. Wish pointed out, more times than not, the issue that
has come to our attention that they have finally come to us with
is a communication breakdown. Some way or another our team was
not communicating with the patient correctly.

So we deal with it outside, bring it back. If they have particular
issues with an individual staff member, we may ask for a time-out
for both. You know, you will not have this patient care member for
a bit. If there were technical problems, that person, when they put
that patient back on, will be under direct supervision to observe
their technique and ensure what is going on is appropriate and cor-
rect.

But more times than not, sir, we have to deal with this outside
of the unit. The unit—you have patients right next to patients. You
do not need to involve them in that patient’s business.

The CHAIRMAN. We had this first panel, Mr. Smith, and so your
vice president would not be calling Mr. Smith in the middle of dial-
ysis. That’s not good for——

Mr. BAHR. Sir, I am chief cook, bottle-washer, vice president,
whatever personnel today. It is a small unit, so I am the vice presi-
dent.

The CHAIRMAN. The point is still the same.

Mr. BAHR. I understand people wanting to understand what pa-
tients’ concerns are. I assume that his concerns were voiced at the
unit prior to him ever talking to anybody here.

The CHAIRMAN. If you had one of your patients testifying today
you would not have called——

Mr. BAHR. I would be nervous.

The CHAIRMAN. But you would not be calling them while they
were getting dialysis?

Mr. BAHR. No. I would hope that I knew, because I had had a
good communication with them before they got here and they prob-
ably would not be here.

I just had one other point.

The CHAIRMAN. Sure.

Mr. BAHR. We talked about longer times on dialysis. In our dialy-
sis unit, our times are increasing, sir. My average length of time
for my patients is about 4 hours and 15 minutes actual dialysis
treatment time. It is ever increasing.

My population also—I looked at a graph before coming to the
meeting today showing the ages. In 1997 the average age of the
population was 61.1 years. Mine is 76 due to demographics. It is
a different population.

The CHAIRMAN. Dr. Kang, how does HCFA determine that the
Networks perform requirements of their contracts? Do you believe
that the Networks are performing the job of “improving the quality
of patient care”?
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Dr. KaNG. We are moving toward not only a performance meas-
urement system for each dialysis facility but also for the Networks,
we can actually aggregate those measures to also look at network
performance.

So at some point when we have the system of performance meas-
urements in place, we plan, in fact, to move the Networks to per-
formance-based contracting, just as we did with the PRO program.

The CHAIRMAN. I might submit some questions for answers in
writing. I will review whether or not we got adequate information,
“but that is the end of my oral questioning, at least.

So I thank you, as well as the first panel, for your testimony. I
think has been very helpful in helping us to determine whether the
quality of care for dialysis patients is what it ought to be.

I think most importantly, your testimony will help the committee
determine how best to approach solutions to the quality of care
issues.

I want to bring up again what I said to Senator Wyden, that I
think in the process, we have to look for common sense solutions
and one of these is bringing some conclusions to the medical re-
search on several of these quality of care issues that we have dis-
cussed. Specifically, getting back to adequacy of dialysis, reuse of
dialyzers, it appears that it might be advisable to ask the National
Institute of Health or some other appropriate body to resolve some
of this debate with its research on an expedited basis. I am really
surprised that this debate has gone on for so long. The quality of
life of too many patients depends on it.

Then we also brought out how oversight is lacking. So the Gen-
eral Accounting Office and Inspector General made that clear. And
again it leaves a vulnerable population unprotected. So we will con-
tinue to work with HCFA and with the Networks as we strive to
improve the quality of care that patients receive.

In addition, we are going to have to further review the rec-
ommendations of the General Accounting Office and the HHS In-
spector General to determine if legislation is necessary. Part of that
relates to some sort of penalty procedures so you do not have to
just shut down a facility or not shut them down but take them off
of reimbursement, which might be the same. And obviously the
issue of more appropriations for enforcement.

We are going to leave the record open for 2 weeks, as I said pre-
viously, for additional statements or information. And each of you
who had longer statements, your statement in total will be printed
in the record, both for your panel and the first panel.

I thank you all very much and the meeting is adjourned.

[Whereupon, at 4:10 p.m., the committee was adjourned.]
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Question 1. Your report states that 16% of the inspected facilities in 1999
had deficiencies severe enough that, unless corrected, would warrant
terminating their participation in Medicare. How many of these facilities
were actually terminated?

Answer: Of the 62 facilities found out of compliance with Medicare conditions of
participation in 1899, only one facility left the Medicare program. The facility
voluntarily terminated its participation in the Medicare program citing Medicare’s low
payment level as the reason.

Question 2. What happens to a facility once it corrects its deficiencies? What
are the odds that a facility stays in compliance once the threat of
termination is lifted?

Answer: Once a facility corrects its deficiencies, it is considered to be in compliance
with Medicare’s quality-of-care standards. ~Also, while in the process of correcting
its deficiencies, facilities continued to dialyze patients and receive full Medicare
payments.

Because of the infrequency with which facilities were inspected, we were unable to
establish the odds that a facility will remain compliant with Medicare’s conditions of
participation. However, we did note that facilities often tended to repeat specific
deficiencies found by surveyors. For example, of those facilities with four or more
inspections, 38 percent that had deficiencies on their most recent survey were also
deficient on at least one of the same requirements on their prior survey. Over half of
these facilities had two or more of such repeat deficiencies.

Question 3. Can you explain how a facility can have good clinical outcome
scores, but at the same time be identified in on-gite surveys as seriously out
of compliance with Medicare standards?

Answer. The clinical performance measures are often based on a sample of patients
with clinical data that may be several years old. While HCFA is taking steps to collect
and analyze clinical outcome data on all patients and improve data timeliness it is
unclear the extent to which they would capture all the aspects considered critical to
achieving and acceptable level of quality of care. For example, it may be possible for
a facility to have good scores for urea reduction and at the same time not have proper
controls in place to ensure that patients’ dialyzers are cleaned properly or that
uncontaminated water is used in the dialysis process. This is why we are
recommending that HCFA do more testing before it uses outcome measures as the
key factor in selecting facilities to visit for unannounced on-site visits.

Page 2
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Question 4. In your report, you state that “fixed payment rates can create

i tives for effict ies, but they can also be an incentive for
underservice. Can you explain what you mean by this and is there evidence
that this is occurring?

Answer: The comment on Medicare’s fixed payment rate is not meant to criticize the
method of payment, but to provide background on the rationale on the need for a
strong oversight system to help assure that ESRD patients receive quality services.
Medicare pays dialysis facilities a fixed rate to cover a bundle of services, such as
laboratory tests, drugs and supplies, that are routinely required for dialysis treatment.
This fixed rate is the primary source of facility r and hasr ined essentially
unchanged since program inception. While the rate is adjusted to reflect differences
in local area wages it is not adjusted for patient case mix or dialysis practice. For
example, Medicare makes no additional payments for patients that might require
longer dialysis or more frequent weekly sessions.. Therefore, to maximize profits
from its dialysis operations a facility has strong incentives to control costs, by 1)
becoming more efficient in providing services and, or 2) potentially not providing
needed services to all patients.

Studies do show that dialysis facilities have made efficiency gains over time, for
example by adopting more technological advanced equipment as well as by
consolidating into multi-center companies. Also, productivity gains with staffing have
been reported. For example, in 1998 dialysis facilities used about 12 percent fewer
staff to administer dialysis than they did in 1993. Facilities increasingly relied on
lower-cost personnel to monitor dialysis treatments as well. The extent to which
these efficiency gains have resulted in underservice to patients remains unknown.

Question 5. Please describe the other enforcement tools currently available
to the HCFA when dealing with an ERSD facility that is out of compliance.
How often are these mecharisms used and what is the value of each?

Answer: HCFA has three additional enforcement tools available for facilities that do
not comply with Medicare’s quality-of-care standards, but they have never been'used.
Two are of limited value but the third has some potential to provide deterrence to
future non-compliance. '

-

1HCFA has the authority to deny payments for new patients for facilities out of
compliance with Medicare's quality of care standards. This enforcement tool is of
limited additional value, because, like termination, the law allows facilities to avoid
this sanction by returning to comipliance. HCFA has not implemented it into
regulation.

2)HCFA can also levy financial penalties against facilities that do not participate in
ESRD network activities or pursue network quality-of-care goals. Specifically, they
can deny payment for new patients, reduce a facilities payment by 20 percent for
every 30-day period of non-compliance, or withhold all payments for ESRD services.
This authority is also of little practical value, because the law only authorizes its use
if the deficiency does not “jeopardize patient health or safety”. However, networks

Page 3
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are inclined to refer only facilities with serious deficiencies to HCFA for sanction, but
only non-serious deficiencies would be subject to the financial sanctions. As a result,
the sanctions are rarely even considered.

3) HCFA can retroactively deny payments for services affected by facilities non-
compliance with quality-of-care standards for reusing dialyzers. This authority has
never been used because HCFA has not developed agency procedures to implement
it. The scope of the sanction is limited in that it applies to non-compliance with reuse
standards. Nevertheless, if it is enforced it could provide a strong incentive for
compliance, because it can be levied even if a facility corrects its deficiencies.

Page 4
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DEPARTMENT OF HEALTH & HUMAN SERVICES Oftice of Inspector General

Washington, D.C. 20201
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The Honorable Charles E. Grassley
Chairman, Special Committee on Aging
United States Senate

Washington, D.C. 20510

Dear Mr. Chairman:

Thank you for your letter of June 27, 2000, posing follow-up questions from your hearing of
June 26 on the End Stage Renal Disease (ESRD) Program. This letter will include your original
list of questions, followed by our response to those questions.

1) Why has the time between state surveys for ESRD facilities increased? How can this
problem be addressed?

The ESRD facilities have no mandatory survey cycle; nursing homes and home health agencies
have mandatory survey cycles established by Congress. By statute, States must survey nursing
homes approximately once every 12 months and home health agencies once every 36 months.
As a result, nursing homes and home health agencies receive funding priority over ESRD
facilities. In addition, the Health Care Financing Administration (HCFA) places ESRD facilities
under the category of non-long term care providers, which also includes non-accredited hospitals,
psychiatric hospitals, ambulatory surgical centers, and hospices. All of these providers compete
for the same pool of survey resources. Currently, non-long term care facilities appear tenth on a
list of 12 HCFA workload priorities for State agencies. To address the infrequency of ESRD
surveys, we recommended that HCFA determine an appropriate minimum cycle for dialysis
facilities either through policy, regulatory, or legislative means.

2) In your report, you recommend strengthening the complaint system for both dialysis patients
and dialysis facility staff. How does the complaint system currently work and how would
you strengthen this system?

Currently, dialysis patients can lodge a complaint with the State survey agency, the Network, or
both. Each entity has different authorities, approaches, and expertise. State survey agencies
investigate all complaints on site that involve life-threatening situations or possible violations of
the Medicare Conditions for Coverage. Their investigations go beyond the episode in question,
focusing instead on whether systematic problems make it likely that failures will occur in the
future.

Networks receive complaints covering a broader range of issues related to patient care. Network
investigations, in accord with HCFA instructions, typically facilitate quick resolution between
the complainants and the facilities. To do this, Networks usually identify the complainant to the
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dialysis facility. Networks address most problems by working collegially with facilities, whereas »
the States approach the facilities in a more regulatory manner. Through their board membership,
Networks have important clinical expertise in nephrology that gives them substantial ability to
assess and follow up complaints regarding the adequacy of the clinical care being provided.
Networks have little authority to enforce corrective actions. The States, on the other hand, have
enforcement authority for violations of the Medicare Conditions for Coverage, but tend to lack

the clinical expertise concerning renal care.

Working single-handedly, neither the States nor the Networks can tap the full potential of a
complaint system that effectively addresses quality-of-care concerns. Therefore, we recommend
that HCFA work with Networks and State agencies to develop an integrated compldint system
that incorporates the following elements: accessibility, objectivity, investigative capacity,
timeliness, responsiveness to complainants, enforcement authority and follow-up, improvement
orientation, and public accountability. We urged HCFA to convene representatives from the
Networks and State survey agencies to identify ways in which these two entities can work
together most constructively, drawing on their respective strengths. Secondly, we urged HCFA
to conduct pilot efforts through which Networks and State agencies implement a umﬁed
complamt system.

We also called upon HCFA to exert national leadership to facilitate the developmex{t ofa
common instrument that dialysis facilities could use to assess patient satisfaction. This could
draw upon the instruments that some dialysis corporations have already developed and use for
their own internal monitoring efforts. For many patients, an anonymous response to a patient
SatleaCthn survey may serve as a safer vehicle for expressing concern than a formal complaint
to a facxhty, Network, or State agency. ! !

i

3) Your'report shows that HCFA no longer evaluates how well the state survey agenc1es
perfort dialysis facility evaluatlons Why doesn’t HCFA follow-up on dmlys:s facility
- surveyors?

In the past HCFA conducted validation surveys through which HCFA staff would feview dialysis
facilities shortly after a State certification survey. Recently, HCFA eliminated these in favor of
periodically observing State surveyors in real time and offering advice and assistarice as
applicable. HCFA relies on State agencies to assess their own performance and, by working with
the HCFA regional offices, to develop and implement their own quality improvement plans.
This process is called the State Agency Quality Improvement Program (SAQIP). The program
_ addresses State survey activities generally, and fails to specifically assess dialysis surveys.
HCFA decided to move in this direction for a variety of reasons. First, HCFA staff lacks the
necessary expertise to evaluate dialysis surveyors. In our interviews with HCFA officials many
stated that they do not have the technical knowledge to adequately assess the State surveyors.
We were also told by HCFA staff that they do not have the resources available to regularly
validate surveys. HCFA staff believe it is more effective to observe surveys because it provides

" ateaching opportunity. !

|
|
|
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4) In your report, you recommend that HCFA hold individual dialysis facilities more
-accountable for the quality of care they provide. How would such a plan of accountability be
implemented?

The primary way HCFA can hold individual dialysis facilities more ble is by coll

and di inating facility-specific performance data and using such data in a balanced fashion,
both for improvement and enforcement purposes. Thus far, HCFA has primarily used
performance measures for improvement purposes by focusing on national and regional trends. It
is time, we believe, to build on this progress by using performance measures as a key mechanism
to hold individual facilities more accountable for the care they provide. Performance data can
help reviewers ask better, more targeted questions about quality. If a facility’s performance on a
measure or a cluster of measures has been declining over time, or is consistently less than that of
other facilities with a similar patient mix, then it is reasonable to ask why and to do so in a public
forum. The answers might well indicate that such a facility is actually a top-quality one, with
sound reasons for its statistical ranking. Or, they could indicate that the facility does have
problems warranting attention.

-3

We recommended that HCFA, with input from the professional community and from patients
and patient advocates, determine a new core set of facility-specific clinical indicators that will be
used to help facilities, Networks, State survey agencies, and the public assess the quality of care
at a facility. Once an electronic data collection system and data validation procedures are in
place, HCFA should generate quarterly, facility-specific reports that compare facilities to their
own past performance and to their peers at the State, Network, and national levels for each of the
performance indicators in the core set. The data in these reports should be made readily available
to all parties: the facilities, the Networks, the State agencies, and through Internet websites (and
perhaps even postings in facilities), to the general public. Such data can help facilities gain a
better sense of how the facility is performing and can provide the leadership with valuable
leverage for initiating change. Networks can use facility-specific performance data to identify
outlier facilities that have continued poor performance and to identify best practices. State
survey agencies can use performance measures together with other information to help guide the
surveyors when they perform surveys or, in cases when the information seems compelling
enough, influence when they decide to conduct a survey. Finally and most importantly, the
public can use performance data to help make informed decisions and to foster public
accountability.
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T'hope this letter is responsive to your questions. Please feel free to contact me, or your staff may
contact Helen Albert, Director for External Affairs at (202) 260-8610 if we can be of any
assistance.

Sincerely yours,

George /Grob \
Deputy Inspector General \
for Evaluation and Inspections
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r]lﬂa Narional Renat AbmiNisTRaTORS Association

July S, 2000

Senator Charles E. Grassley
Chairman

Senate Special Committee on Aging
Washington, D.C. 20510-6400

Dear Chaimman Grassley:

Thank you for writing with follow up questions to the June 26 hearing on quality of care provided
by Medicare’s End Stage Renal Disease Program.

In answer to your first question on training programs for dialysis technicians I have enclosed a copy
of the draft revised training program the state of California is planning to institute for dialysis
technicians later this year. This revised training program is similar to other state technician training
programs.

In answer to your second question about effective remedies to improve quality of care, the NRAA
believes that if dialysis facilities were surveyed every three years they would more likely be in
compliance with HCFA’s guidelines on a regular basis. Further, the association would suggest that
given the limited resources state surveyors have, that the next three year survey should be relatively
brief for those with good previous surveys so that the bulk of funding could be used to target
facilities with poor track records. Lastly, the NRAA believes that intermediate sanctions may be
another way to create incentives for poorly performing facilities to improve quality of care to their
dialysis patients.

Our answer to your third question about the effectiveness of termination with plan of correction, is
similar to our answer to the previous question. More frequent surveys in coordination with the
ESRD Networks will create the best incentives to ensure quality of care for patients. The NRAA
strongly believes that dialysis patient specific profiling by the networks in conjuinction with triennial
state surveys is the most desirable way to keep dialysis facilities on their toes providing the best care
possible to their patients. As the ESRD Networks are the most knowledgeable about quality of care
in dialysis facilities, requiring them to monitor, analyze and report back patient specific data to
dialysis facilities, in relation to their peers in the state and nation, will incentivize facilities to
improve their outcomes. If facilities do not respond to the patient profiling, then the networks should
work with the facility to develop a plan of care to improve patient outcomes and monitor the
facility’s progress in fulfilling the plan of care.

11250 Roger Bacon Drive, Suite 8 * Reston, VA 20190-5202 * Phone (703) 437-4377 * Fax (703) 435-4390
E-mail: nraa@nraa.org * www.nraa.org/renal/
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The association would also like to set the record straight about dialyzer re-use. Currently,
approximately eighty percent of freestanding and hospital-based dialysis facilities reprocess
dialyzers that are re-used on the same patient. All dialysis facilities must meet the American
Association of Medical Instrumentation (AAMI) guidelines on reprocessing dialyzers. The AAMI
guidelines are included in the Medicare ESRD Conditions of Coverage and the state surveyors use
these standards to determine compliance with reprocessing rules. AAMI updates these guidelines
periodically and the latest guidelines become a part of the ESRD Conditions of Coverage by
reference.

Further, there was some question as to whether Medicare was paying for new dialyzers when dialysis
facilities were actually reprocessing them. The cost of the dialyzer is included in Medicare’s
composite rate paid to dialysis facilities for each dialysis treatment. As the composite rate has been
essentially frozen since 1983 when it was created, except for a $2 decrease in 1986, a $1 increase
in 1991, and a 1.2% increase in 2000, it no longer reflects the cost of providing a dialysis treatment.
According to MedPAC’s March 2000 Report to the Congress, three-fourths of dialysis facilities were
paid less than their costs for dialysis treatments in 1998. Further, dialysis facilities must submit cost
reports to HCFA annually which reflect that the majority of dialysis facilities have been reprocessing
dialyzers for over a decade. Therefore, to the extent that costs are taken into consideration by
MedPAC and HCFA, the cost of reprocessing dialyzers and the cost of new dialyzers is taken into
account in determining what the appropriate composite rate reimbursement should be.

Thank you again for the opportunity to provide further information for the hearing record.

Sincerely,

Ty, BA,

Terry
Presiden
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Chapter 7.7 Certifiod Hemodialysis Technician Program

Article 1. Definitions.

75600. Agency.

Agency means a private school, organization or individual approved by the
Department to provide a continuing education course and a certification tralning
program for hemodialysis technicians. .

- 75602. Clinical Training.

Clinical training means that partion of the orientation program and the
certification training program which includes instructions and demonstration of
patient care skills relfating dialysis treatment by an Instructor and a retumn
demonstration of competence in these skills by the traines.

75605. Continuing Education.

Continuing education means provision of health-related courses for certified
hemodialysis technicians by a clinic, unit, agency, public educational institutional
or in the facility where the hemodialysis technician is employed.

75607. Core Curricutum.

Core-curriculum means a description of each category of study within a program
which covers the minimum knowledge and skills required for hemodiatysis
technicians and builds on their knowledge in a logical and methodical manner.

75610. Gross Negligence.

Gross negligence means the failure of a person to exercise any care, or the
exercise of so little care that it is apparent that the person is indifferent to the
consequences of his or her conduet and to the welfare of others.

75612. Hour.

Hour means fifty (50) minutes of participation in an organized learning .
experience. Each hour of classroom theory shall be accepted as one (1) hour of
certification training, in-service training or continuing education.

75616. Immediate Supervision.

Immediate supervision means that a supervisor shall be present in the same
room in which the persan being supervised demonstrates the clinical skills.
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75617. Incompetence.

Incompetence means that a cemﬁed hemodialysis technician does not possess
or fails to exercise that knowledge and/or skill possessed and exercised by a
reasonable certified hemodialysis technician under similar circumstances.

75619. In-Service Training Program.

In-service training program means a Department approved program established
for hemodialysis technicians and provided by a clinic or unit employer of
hemodialysis technicians.

756621, Instructors.

Instructor means: (1) a physician who qualifies as a medical director of the clinic
or unit; (2) a registered nurse employed by an agency or public educational
institution with a least two years expenence and one of which is in the treatment
of hemodualysns patients.

75623. Preceptors.

A registered nurse, or licensed vocational nurse employed by the clinic or unit
who have at least two years experience in hemodialysis within the last twenty-
four (24) months and a current competency skills checklist on file in the clinic or
unit may assist in didactic sessions and serve as preceptors for skills within their
area of licensure. Certified hemodialysis technician with two years experience
may also service as preceptors for task oriented duties within their certification.

75626. Hemodialysis Clinic / Unit.

(a) Clinic means a licensed specialty clinic for the treatment of patients with end-
stage renal disease.

(b) Unit means a specialized unit of a licensed clinic or licensed hospftal for the
treatment of patients with end-stage renal disease.

75628, Public Educational Institution.

Public educational institution means an accredited coliege, accredited university,
a regional occupational center, a high school, or adult education center whose
certified hemodialysis technician training programs have been approved by the
Department of Health Setvices, or the Department of Consumer Affairs and
offered by the Department of Education.
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75630. Student Performance Standard.

Student performance standard means a standard which Is used as a method of
measuring trainee [eaming.

Article 2. Administration.
75633. Administrative Palicies and Procedures.

(a) Each clinic, unit, agency or public education institution providing
hemodialysis technician training shall develop and implement written
administrative and management policies to govem the administration and
management of the tralning program, and the instructors. Such policies shail be
reviewed annually and revised as often as the clinie, unit, agency or public
educational institution determines necessary. A copy of the policies shall be
made available upon request to the Department. |

{b) Policies shall include but not be limited to:

(1) Job descriptions detailing qualifications, duties, responslbiliﬁeé. and
limitations for the programi director and instructors.

(2) An organizational chart showing the person in charge of the proﬁram, the
lines of authority, responsibility, communication, staff assignment\s, and
schedules. .

(3) The method of monitoring instructors by the individual responsible for the
training program. ’

{4) The ratio of students to instructor(s) for the clinical training, not to ex'peed a
ratio of one (1) instructor to five (5) students.

{5) How student absenteeism and makeup classes will be handied.

{c) Except during training under immediate supervision, no person shall
provide services as a hemodialysis technician without being certified.

(d)  No clinic, unit, agency or public institution shall make a claim that
completion of their program may lead to a student receiving a hemodialysis
technician certification unless their program has been approved by the
Department.

75635. Director of Staff Development or Instructor.
(a) Each clinic, unit, agency or public educational institution providing

hemodialysis technician fraining shall be responsible for hiring qualified staff
and shall submit a resume to the Department reflecting the qualifications of a
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Director of Staff Development (DSD) or Instructor who must be approved by the
Department. In a clinic or unit, a licerised nurse who meets the qualification in
this section may provide the training in place of the DSD when the DSD is
absent due to iliness or vacation or when the DSD has terminated employment.
In the latter instance the clinic or unit must show evidence of recruitment
efforts. A copy of the resume must be kept on file at the clinic, unit, agency, or
public educational institution. The Department shall be notified within thirty (30)

calendar days following the employment of a new Director of Staff Development
or Instructor.

(1) Submission of a resume shall be deemed to occur on the date the resume is
" received by the Department. ’
(2) Aresume shall be considered complete when it clearly addresses all the
qualifications required by the Department. ’

- {b) The Department shall inform the facility, agency or public instittion within 30

days that it Is complete and accepted or that is deficient and what specific
information or documentation is required to complete the resume.

{b) Department's maximum time period to approve a resume for an Instructor or
Director of Staff Development shall be sixty (60) calendar days, from the receipt of
the Initial application to the final decision regarding the resume. To prevent delays,
the Department may provide telephone approvals whenever possible. Telephone

. approvals shall be followed by written confirmations.

(c) The clinic or unit, agency, or public educational institution is responsible for
assuring that the DSD or Instructor- who teaches the certification training program
meets the following qualification requirements: a registered nurse with at least 2
years experience and one of which [s in the treatment of hemodialysis patient.

75638. Program Flexibility.

(a) All clinics, units, agencies and public education institutions are required to
maintain compliance with licensing requirements in Sections 75600 through 75693
These requirements shall not prohibit the use of alternate concepts, methods,
procedures, techniques or personnel qualifications or the conducting of pllat

. projects, provided such exceptions are carried out without reduction in the quality

of the hemodialysis technician training program, the quality of patient care in the
clinic or unit, or the ability of the certification training program to prepare
hemodialysis technicians for certifications. Such exceptions may only be carried
out with the prior written approval of the Department which shall provide for the
terms and conditions under which the exception is granted. A written request and
substantiating evidence supporting the request shall be submitted by the applicant
or licensee to the Department.
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(b) Submission of a request for program flexibility must be made in the format and
on a form developed by the Department. Form, DHS 5000 §/82 is hereby
incorporated by reference. Submission of the program flexibility request shall
be deemed to occur on the date the request is received by-the Department.
This form can be obtained by writing to the Department at the address specified
in Section 75673.

- (c) A request is considered complete when the hemodialysls clinic or unit, agency,

or pubtic institution has fully described how it intends to meet the regulatory
requirement in an alternate manner. :

(d) Any approval of the Department granted under this Section, or a true copy
thereof, shall be posted immediately adjacent to the clinic or hospital license.

Article 3. Program Components.

75640. Orientation Program. ’

(a) An orientation program shall be provided by each cfinic or unit. Each clinic
must submit for the Department's approva) a written plan describing its orientation
program. Facilities which already have a written plan approved when these occur.
To be considered complete, any new program plan shall include the following.

{b) Experienced hemodialysis technicians, certified and non-certified hemodialysls

technicians shall recelve eighty (80) hours of documented orientation. The

orientation program shall include classroom and clinical instruction, and must be
compléted within two weeks of employment. ’

(What of part time employees? 72 hours not 80 hours of orientation if facility
operates with 3 (12) hour shifts per week.)

. The first eight hours of orientation shall be conducted prior to providing direct

patient care. Orientation related to the following facility — specific subjects shali

be provided at the facility where the certified or non-certified hemodialysis

technician is amployed: .

. (For example)

(a) A tour of the facility, including a description of the patient population,
description of the daily routine for patient and demonstration of the use of
equipment.

(b) Instruction in the prevention and management of catastrophe and other
Unusual accurrences, including but not limited to emergency procedures
relating to fire and disaster preparedness.

(c) Introduction to basic patient care, which includes supervised cliriical training
prior to a patient care assignment.

(The work.group needs to determine what items need to be included during this
initial period of orientation. Also, is this 80-hour program going to be provided in
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addition to the 480-hour certification program suggested for hemodialysis
technicians.)? To be included in orientation unit specific policy/procedures.
Orientation should be given in addition to the training program.

75643. Certffication Training and Competency Evaluation Program.

(a) A certification training shall be conducted either directly by a clinic or unit or

through an agreement with another clinic, unit, agency, or public educational
institution approved by the Department. All providers of certification training
and competency evaluation programs shall meet both state and federal
requirements.

(b) When a clinic or unit provides a certification training program through another
_ clinic, unit, agency or public educational institution there shall be a written
agreement signed and dated by the authorized representatives of each party.
Agencies and public educational institutions must develop the training
schedule with the clinic or unit and provide the above record to the clinic or
unit. Agencies and public educational institutions which use a clinic or unit
as a clinical skills training site for certification training shall keep a record for -
each student, which includes: the date, the time of the training, and the name
of the qualified instructor. The agency and public educational institution
providing the training must retain these records for a period of four (4) years
starting from the date each class begins. The certification training program
records shall be kept available for the Department's inspection for a period of
four (4) years from the date the Department approves it. The training
records for trainees who have successfully completed the program shall be
available for the Department's inspection for period of four (4) years from the
date of enrollment. The training records for tralnees who have not
successfully completed the program will be reviewed to determine the reason
for the trainee did not complete the program and whether issues exist which
need quality improvement. :

(c) A contracior who provided certification training for a clinic or unit by
agreement shall be responsible for the program in its entirety. This shall
include fumishing the staff to teach theory and supervise the clinical training
of the program. Clinics or units shali only contract with a Depariment
approved training programs.

(d) A contractor which provides a certification training for an clinic_or unit by

agreement shall be responsible for the program in its entirety. This shall
include furnishing the staff to teach theory and supervise the clinical training
of the program.

(e) A contractor shall maintain evidence that all health professional staff

participating in the training program are currentty ficensed, registered or
certified in there area of expertise.
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() Atrainee shall complete the program and the competence evaluation within
hine (9) months of the initiation of the certification training program.

(9) A newly hired non-certified hemaodialysis technician shall be enrolled Iﬁ a
certification training program within thirty (30) days of the date of
employment. ] '

(h) Each clinic, unit, agency or public educational institution shall submit a
request for the Department's review and approvat thirty (30) days prior to a
change in core curriculum content, training hours or contracted services.

() The minimum training standards for persons certified as hemodialysis
technicians after July 1, 2001 are as follows: A minimum of a 480-hours of
training shall be completed with a period of two hundred eighty (280) catendar
days. The training shall include not less than 300 hours for Clinical
Performance. Training shall include but not to be limited to, instruction in the
following subjects:
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75646, Classroom Instruction:
(A) Dialysis Overview.

(1) Principles of Dialysis.
(2) History of Dialysis.
(3) Concepts of fluid and particle dynamlcs including diffusion, osmosis and
ultrafiltration.
(4) Definitions and terminology.
(5) Communications skills.
(6) Medical ethics and professional performance.
(7) Confidentiality of patient medical records and information.
(8) Patient rights and responsibilities.
(9) Multidisciplinary team process.
(10)Quality assurance(QA) and continuous quality improvement (CQI).
a. Principles of QA/CQI.
b. Role of the technician in quality assurance activities.
{(11) Psychosocial and Financia! issues including dealing with difficult patxents
{12) Renal organizations and resouroes

(B) Body Systams Review.

(1) Cardiovascular System.

(2) Renal System Anatomy and Physiology.
(3) Pathology of Renal Fallure.

(4) Hemotologic Aspects of Renal Failure.

(5) Fluids, Electrolyte and Acid-Base Balance.

(C)Treatment Modalities.
(D)Renal Diet and Blood Chemistries.
(E) Infectious Diseases.

(1) Basic concepts regarding the science of microorganisms and transmission of
infectious diseases.
(2) Blood bame pathogens, hepatitis, and cther infectious and communicable
diseases.
3 Prevention and control:

(a) Standard universal precautions.
* (b) Methods of sterilization.

(c) Methods of disinfection.

(d) isolation techniques.

(e) Aseptic techniques.
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(F) Dialysis Systems and Equipment.

(1) Fluid delivery systems.

(2) Composition and preparation and monitoring of Dialysate.

(3) Water treatment.

(4) Dialyzers including design and performance characteristics.

(5) Dialyzer re-use. ’ ’

(6) Electric safety.

{7) Cleaning, disinfection and sterilization for all systems and equipment.

(G)Routine aspects of dialysis care.

(1) Anticoagulation Therapy e.g., Heparin.

(2) Local anesthetics e.g., Lidocaine.

(3) Sodium chioride solutions.

(4) Vital Signs.

(5) Fluid Management cajculations.

(6) Patient Monitoring.

(7) Blood pressure, weight change and uitrafiltration.

(8) Monitors for Hemodialysis.

(9) Medical Records/ Charting.

(10)Medication common in dialysis: indications, side effects and interactions of
medication commonly prescribed for dialysis patients.

(11) Awareness of outcome and goals for patient care.

(H) Hemodialysis Vascular Access to the Circulation: surgical creation, post-
operative care use and observations. '

(I) Medical Problems Cammon During Dialysis.
(J) Complications of Renal Failure.

(K) Special consideration for patients with diabetes, cardiac and respiratory
-disease; geriatric, pediatric, and new dialysis patients.

(L) Other Modalities e.g., peritoneal dialysis and renal transplantation.

11 Clinical Performance.

During the clinical perffonmance section of the training the Hemodialysis
ngprggian will demonstrate competency in all areas of the clinical performance
outlined. .

(A) Principles of dialysis: understands and applies basic knowledge, theory, and
principles behind each procedure consistent with accepted standards.

" 65-918 2000-7
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(B) Dlalysis prbwdums to include:

{1) Infection control and aseptic technique.
(2) Adherence to universal (standard) precautions.
(3) Review of patient care plans and dialysis prescription prior to dialysis therapy.

(4) Vital signs (body weight, blood pressure, pulse, temperature and
respiration’s); performance and reporting of unusual findings. -

(5) Observation and reporting patient condition pre, during and post-dialysis -
treatment: .

{a) Follow plan of action, frequency of checks and appropriate response to
changing situations.

(b) Recognize signs and symptoms of hypotenion; administering normal
saline, reporting to charge nurse, and rechecking patient vital signs.

(6) Fluid management; caiculations of total volume to remove, calculating
transmembrane pressure (TMP) when applicable, setting the dialysis machine
to achieve prescribed fluid removal, and adjusting fluid management when
necessary. .

(7) Inltiation and termination of diatysis.

(8) Delivering an adequate dialysis treatment according to the written prescription
and factors which may result in inadequate treatment.

(9) Glucose monitoring and hemoglobin/hematocrit monitoring.
(10)Obtaining blood specimens for laboratory analysis.

(11)Complications of dialysis. Anticipates, observers, acts appropriately, reports
and follows-up on patients complications.

(a Air Embolism.

(b) Hypersensitivity Reaction.

(c) Anaphylactoid Reaction.

(d) Blood and Drug Reactions.

(e)Chest pain.

() Convuisions,

{9) Dialyzers; Blood leaks, Clotting, Line disengagement, Recirulation.

(h) Fever.

() FirstUse Syndrome

(i) Hemolysis.

(k) Hypertension.
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() idiogenic Osmolar Shift.
(m) ching and Restlessness.
(n) Leg/MMuscle Cramps.

(o) ‘Nausea and Vomiting.

(p) Pyrogen Reaction.

(q) Severe Hypobolemic Shock.
(r) Shortness of Breath.

(€) Sterilant Infusion.

(12) Understands and applies emergency procedures and responses to the
complications to hemodialysis treatment, e.g., cardiopulmonary resuscitation.

(13) Patient ancillary care needs, e.g., supplemental oxygen, patient
transfertransport.

(14) Extemnal and intemal disaster, fire, natural dlsasters. and emergency
preparedness.

(16) Safety, quality control and continuous quality improvement.

(16) Medical records and charting; documents all patient care activities and
intervention utilizing appropriate medical-legal guidelines and terminology.

(C) Hemodialysis Equipment and Devices.

(1) Dialyzers models and performance charactaristics.

(2) Priming of dialyzers and extracorporeal circuit for patient use; correct dialyzer
prescription for a specific patient.

(3) Technical aspects of equipment function and monitoring.

(4) Fluid delivery systems startup and shutdown.

(5) Performance of appropriate safety tests for the presence or absence of
sterilants in the fiuid delivery system prior to patient use.

(6) Dialysate composition, options indications, complications, monitoring and
safety.

(7) Monitoring dialysate prescriptions, conductivity, temperature and flow.

(8) Testing machine monitors and alarms according to fadllity protocols.

(9) Trouble shooting and response to alarm conditions.

(10)Cleaning, disinfection and sterilization of equipment.

(D) Water Treatment.

(1) Standards used for dialysis Association from the Advancemsnt of Medical
Instrumentation (AAMI) Standards and Recommended Practices, Volume 3
Dialysis, current edition.

(2) Systems monitoring.
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(3) Performance of appropriate safety tests for the presence of residual steritants
or disinfectants in the water pathway.

(4) Water contaminates and potential complications.

(5) Knowledge and application of emergency interventions.

(E) Reprocessing of Dialyzers.

(1) Understands and applies the principles of reuse.

(2) Safety, quality controls, universal precautions and water treatment.

(3) Labeling of dialyzer with patient name, date reprocessed, reuse number and
fiber bundie volume.

(4) Priming of reprocessed dialyzers and extracorporeal circuit for patient use; -
.correct dialyzer for a specific patient.

(5) Performance and significance of appropriate safety tests for the presence of
germicides or sterilants for reprocessed dialyzers to assure sterility.

(6) Performance and documentation of safety test for the absence of residual
germicides or residual sterilants prior to patient use. .
(7) Standards for reuse as described In the American National Standard, Reuse
of Hemodialyzers, 1993 Edition, published by the AAMI, or most recent
published edition.

(8) Knowledge of potential complications of reuse and application of emergency
interventions.

(F) Patient teaching to include: the role of the technician in supporting patient
education goals.

(G)Infection control and safety to include: :

(1) Basic concepts regarding the science of microorganisms, epidemiology and
transmission of infectious diseases.

{2) Risks of nosocomial infections, accidents, and errors in treatment.

(3) Adherence to universal (standard) precautions, aseptic technique,
"disinfection, sterile technique, isolation technique, and specimen handiing.

(4) Risks to employees of blood and chemical exposure. :

(5) Knowledge and application of CAL OSHA regulations, and other applicabie
state, federal and local laws. .

(6) Electrical, fire, disaster, environmental safety, and hazardous substances.

(H) Participation in quality assurance (QA), and continuous quality improvement
{CQl) activities. .

(J) Cannulation of Arteriovenous (AV) Fistulae and Grafts.
(1) Observation, lnspedion.' reporting of patency , infection, and other signs and-

symptoms of complications, .
(2) Needie site preparation; using aseptic technique.
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(3) Use and administration of local anesthetics via intradermal injection.
(4) Correct needle placement and prevention of complications. .

(5) Knowing when to call for assistance with difficulty in needle placement.
(6) Securing AV fistula needles to prevention dislodgment.
. (7)-Achleving hemostasis at needle sites following needle removal.

- (8) Dressing of needle puncture sites post-dialysis.
(9) Signs and symptoms to report pre, during and post-dailysis.

(K) Administration of normat saline solutions, anticoagulants and local
anesthetics:
(1) Safe medication administration practice.
(2) Identifying and double checking the correct label on medication vial prior to
T use.
(3) Label all syringes with medication content.
*(4) Check the patient's order on patient care plan,

(5) Preparation and administration of the correct dose and observing for
complications.

(6) Indication for administration.

(7) Dosages, strengths and types.

(8) Potential complications and precautions.

(9) Knowledge of signs and/or symptoms of allergic reactions and /or
anaphylaxis.

(10) Correct response to an allergic reaction and or anaphylaxts

(11) Administration limits.
(12) Information to report and record.

(13) Documentation on patient records; drug, dose, route of administration, time
and signature.

75650. During clinical training and demonstration of skills, there shali be no
more then five (5) trainees assigned to each agency or public institution atany
time.

76653. Preceptor Staffing Ratio: In a clinical care semng the ratio of preceptors
to trainee shall not exceed I to 1, when responsiblefor engaged in the provision'
of direct patient care.

75656. Reciprocity.

(a) An individual who attended training and obtained a hemodialysis technician
certificate. out-of-state, and is not Bonent certified must become certified by the
Department before he or she can work as a Certified Hemodialysis Technician in
California. The individual must submit to the Department a copy of their
certificate of training and the didactic curriculum. Only original documents and
transcripts from out of state will be accepted by the Department for equivalency
consideration. If the certification training program completed meets the
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regulatory requirements, the Department will issue the individual a hemodialysis
technician certificate within thirty (30) of the date of the application.. f the ’
Department determines that the training program completed does not meet the
same criteria for training outlined hereln, the individual must take classes in those
areas required by these regulations to be certified. Following the completion of
the required classes, the individual shall submit to the Department a document
from the training program verifying that he or she has successfully completed
the required classes. The Department will then issue the individual a certificate.

(b) When employed the newly certified individual will be required to compiete a
competency skills check list. The clinic or unit shall assess individual's
competency to provide quality patient care befare assigning the individual to
direct patient care, If the individual is not found to be competent to provide
patient care; the individual shall be required to obtain additional instruction in the
areas required by these regulations. Once the required instruction has been
completed the clinic or unit will conduct a follow-up competency assessment.
The clinic or unit may not assign the individual to patient care until he or she has
been found to be competent to provide patient care. ’

75659. New Employee.

A new employee with California CHT shalf not be assigned to provide direct
patient care until the competency assessment has been completed. A
registered nurse who Is qualified as an instructor shall be responsible for a
written evaluation of each clinical skill demonstrated by the employee and shall
determine the individual's competency and ability to provide patient care. The
written evaluation shall be retained in the employee’s personnel file.

75662. Trainee Evaluation.
Each trainee shall be evaluated on a bl-monthly weekly basis during the training -
program to ascertain the trainee's progress.

75665. Competency Test: .

(a) A facility, agency, public institution providing a hemodialysis techrician
certification training program shall develop a competency test, which complies
with the minimum training standards,

{(b) A hemodialysis technician shall successfully complete:

(1) a written examination to validate knowledge and skills and

(2) a skills checklist to determine clinical competency.

75667. Cérﬁﬁed hemodislysis technicians shall complete a competency test and
skills checklist at least annually.
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75670. Qualifications.

A clinic or unit shall require that each prospective trainees for a hemodialysis
technician training program have the following qualifications / education:

(a) high school diploma or graduate equivalent degree (GED).,to include

(b) communication skills

{c) fluent in English to include comprehenslon, reading, writing, and speaking
(d) current certification in cardiopulmonary resuscitation (CPR)

75673. Issuance of Certificates.

(a) The Directar of Staff Development or Instructor shall notify the Department in
writing of those Individuals who have completed the certification training program
and have successfully passed examinations testing the knowledge and skills
related to the training outlined herein. Those who do not pass the examination
may be given two more opportunities to take the examination and pass,
Notification of those who passed or failed shall be sent no later than ten (10)
working days following the examinations. Certification of hemodialysis
technicians issued by the Department shall be valid for four years.

(b) No part-time or full-time hemodialysis technician shall be employed as

hemodialysis technician by a facility beyond ten (10) months uniess he or she is
oemﬁed

- (c) Every person applying for, holding or to whom a certificate is issued, shall file
his or her present mailing address with the Department and shall notify the
Department of an change therein. Applicants shall notify the Department in
writing or by telephone. The application and subsequent eorrespondenoe shall
be mailed to the same address: )

Department of Health Services
Licensing and Certification

Nurse Assistant Certification Section
7147744 P Street

P.O. Box 842732

Sacramento, CA 94234-7320

(d) Starting from the date the Department receives the application for the

certificate, the Department shall inform the applicant within 30 days whether the

application is complete or whether it is deficient. If it is deficient the Department

shall infarm the applicant what specific areas need to be changed to what
_information needs to be added.
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(€) The Department shall make a decision whether or not to issue a certificate
within 80 days from the date the Department receives a completed application.

75676. For renewal of unexpired Certificates after January 1, 1996 a
hemodialysis technicians shall submit a certification renewal application, an
application fee and verification of the requ;red in-service or contmumg education
training every four (4) years.

(a) Submlssion of an application for renewal shall be deemed to occur on the
date the application is received by the Department.

(1) Starting from the date the Department receives an application for a renewed
certificate the applicant shall be informed within thirty (30) whether the
application is complete and accepted for filing or that the application is
deficient and what specific information is needed.

(2) Anapplication is considered complete when the correct fee is received and
the accompanying documentation verifies completion of required thirty (30)
hours of in-service or continuing education training in dialysis care of general
health as required within the four (4) year renewal period.

75679. Fees.

(a) Each individual shall submit a fee for the issuance and renewal of
certificates, and replacement of certificates.
(1) The application for certification fee shall be fifty dollars ($50.00).
(2) The renewal fee shall be fifty dollars ($50.00).
(3) The duplicate fee for lost certificates shall be five dollars ($5.00)
(b) Payment by mail for the required fee shall be by personal check, cashiers
check, certified check or money order.

Atticle 4. Continuing Education and In-Service Tralning
75682. Provider ldentification Training Number. .

The Department shall issue a provider identification training number to all
existing hemodialysis clinics and units who have an hemodialysis technician -
training program.

75685, In-service Training Program. Each clinic or unit shall have an ongoing
in-service program planned and conducted for the development and
improvement of necessary skills and knowledge for the hemodialysis technician
staff. Each program shall include, but not be fimited to:

(1) Prevention and control of infections. -
(2) Fire prevention and safety.
(3) Cardiopulmonary resuscitation.
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(4) Intemal and extemal disaster pians.
(5) Accident prevention and safety measures.
(6) All newly developed policies and procedures.

75688. In-service Training and Continuing Education Sources.
A hemodialysis technician may obtain the in-service training or continuing
required from one of the following sources:

(a) Health-related courses offered by accredited post secondary institutions.

(b) Health-related courses offered by the continuing education providers
approved by the California Board of Registered Nursing.

(¢) Health-related courses offered b recognized health associations if the
department determines the courses to be acceptable.

(d) Health-related, employer-sponsored in-service tralmng or continuing
education programs.

75690. In-Service Training Program and Continuing Education Course Record of
Attendancs.

(a) The clinic, unit, agency, public educational institution shall provide each
certified hemodialysis technician with a recard of the in-service training program
or continuing education course he or she has'completed. The record shall
include:

(1) The individual's name and hemodialysis techmcnan certification number.

(2) Title of the program.

(3) The date and hours attended.

(4) The name, address and telephone number of the organization or individual
providing the training.

(5) The name, professional titie and signature of the Director of Staff
Development or Instructor.

(6) The provider identification number issued by the Department.

(7) The following statement: “This record shall be retained by the certified
hemodialysis technician for a period of 4 years starting from the date of
enroliment.

(b)The orientation program in ¢linic or unit and the certification training program

shall not be claimed by the hemodialysis technician as in-service or continuing

education credit.

(c) Credit ghall not be claimed for partial completion of in-service or continuing
education by the certified hemedialysis technician,

(d) Each participating facility, agency, or public educational institution shall retain
. in-service or continuing education class records. The recards shall include the

name and fitle of presentsr, date of presentation, title of subject presented,

description of content and the signatures of those attending. The records shall be
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retained for a period of four (4) years from the date each class starts, and shall
be kept available for Department review.

Article 5. Adverse Actions and Corrective Remedies
75693. Disciplinary Actions and Appeals.

(a) The Department shall take disciplinary action against certified hemodialysis
technician in accordance with the specifications in section 1247.66 of the
Business and Professions Code.

(b) The Department may deny, suspend or revoke the oemfmtlon ofa
hemodialysis technician if it finds that the Individual is not in compliance with
the provisions of section 1247.66 the Business and Professions Code or any

. regulations adopted by the Department to administer this article.

(c) Proceedings to deny, suspend, or revoke a certification under this amcle
shall be conducted with Section 100117 of the Health and Safety Code.

(d) At least twenty (20) business days prior to the effective date of the action, the
Department shall mail the certified hemodialysis technician written notice of

-the proposed action, The Department shall send this notice by certified malil
to the most recent address on record and shall indicate the reasans for
action, and shall include a copy of the charges and material upon which the
action is based and an explanation of the right to respond verbally or in

" writing to a Department representative at an informal hearing. Persons
convicted in a court of law are not eligible for the informal hearing process.
The informat hearing shall be held et the location designated by the
Department. The hemodialysis technician must submit a request for an
informal hearing within fifteen (15) business days of receipt af the notice of
the effective date of an action to suspend or revoke his or her certificate, The
Department shall conduct the informal within five (5) business days of
receipt of a request for a hearing.

(e) Any certified hemodialysis technician may forego the informal hearing
process and proceed directly to a formal administrative hearing by writing to
the Department’s Hemodialysts Technician Certification section within twenty
(20) calendar days of receipt of the Department's notice of adverse action.

(f) The Department must issue a written decision to the individual by certified
- mail within five (5) business days after close of the informal hearing. The
decision must notify the individual of his or her right to an appeal pursuant to
chapter 5 (commencing with section 11500) of part 1 of division 3 of title 2 of
the Government Code if the individuals dissatisfied with the decision. The
Aide and Tech Certification Section at the address provided in section 75673
within twenty (20) business days of the decision.
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FORUM or END STAGE RENAL DISEASE NETWORKS
July 10, 2000

Senator Charles E. Grassley
Chairman

Senate Special Committee on Aging
G31 Dirksen Senate Office Building
Washington, DC 20510

Dear Senator Grassley:

The Forum of ESRD Networks is pleased to provide the following responses to the
questions you posed in your June 27, 2000 letter:

1.) How are the Networks addressing concerns that patient and dialysis facility stafff
are reluctant to complain about poor care for fear of retaliation or losing their jobs?
Most, if not all, Networks allow a patient who has submitted a grievance to remain
anonymous (to the facility and to other involved agencies, if any) as long as possible
and to identify the patient with the grievance only when authorized by him/her to do
so. Many Networks have a statement of Patients’ Rights and Responsibilities that is
mailed to every new patient which outlines the grievance procedure and which
specifies that the patient has a right to confidentiality when filing a grievance with the
Network. Patient names are never included when a grievance is reported to HCFA or
a state survey agency. Many patient grievances are really comfort and/or
communication issues that do not violate standards of care or pose a threat to the
patient’s health. In such cases, many Networks will attempt, with the patient’s
consent regarding identification, to arbitrate the dispute to reach a resolution that is
satisfactory to the patient. Network interventions in response to a grievance may vary
from education of facility staff to a site visit with requirements for a corrective action
plan. In the latter cases, Networks will follow-up to assure that the corrective action
plan has been implemented by the facility and will reinvestigate if additional concerns
are noted. Networks are process and systems focused, so their emphasis is on
improving the processes and the culture of the facility, not only to resolve the stated
grievance and satisfy the grievant, but also to improve the care for all patients at the
facility. The Networks are sensitive to the issue of fear of retaliation, and are prepared
to investigate any patient allegations of retaliation or threat of retaliation. However,
such allegations are very rare.

Employee fear of retaliation for “whistle blowing” to a Network regarding substandard
patient care practices is a concern, but is not an issue which the Networks have the
authority to investigate or apply sanctions. The Forum response to the OIG report
recommended that this issue be addressed with a clearly defined system for
responding to such threats.

2.) How do Networks work with state survey agencies to ensure that facilities are
providing quality care to their patients?

1527 Huguenot Road « Midlothian, VA 23113 « 804/794-2586 e« Fax: 804/378-7351

email: forum@richmond.infl.net «  hitp://www.esrdnetworks.org
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The collaboration between the Networks and the state survey agencies was a focus of both the GAO and OIG reports
and offers considerable opportunities for improvement. There is substantial variation among the fifty state survey
agencies in how they collaborate with their respective ESRD Network. Since there is no national directive on how
.these entities should work together, the relationships vary from a formal interactive relationship (as the OIG report
described in Texas) to no relationship at all. Surveyor turnover can be a significant barrier to ongoing cooperation.
Some Networks assist in providing ESRD training to surveyors. A complaint or grievance to a Network about a
facility that involves a potential violation of the conditions of participation is referred to the respective state survey
agency. In such cases, Network staff may accompany surveyors on a site visit to the involved facility if Network
resource limitations allow. More often, technical assistance to the state surveyors is provided by telephone. Many
Networks provide their educational materials to state surveyors and invite state surveyors to attend their educational
conferences (usually at reduced cost). Profile reports provided to facilities by the Networks are not released to state
survey agencies because this would undermine the sanction-free quality improvement Network-facility paradigm, and
because release of these data to the state survey agencies would place the data in the public domain. State survey
agencies are generally aware of the kinds of profile reports that the Networks provide to facilities and the agencies can
request these reports from the facilities themselves.

HCFA has recently drafted a policy memorandum that would strengthen the sharing of information between
Networks and state survey agencies. In their current contracts, the Networks are required to share information with
state survey ag regarding noncompliant and/or perative providers, provide technical assistance to state
surveyors in the investigation of quality of care issues, and share information necessary for the state survey agencies
to carry out their legislative or regulatory responsibilities. Although state survey agencies are obligated to share
information and support Networks in their oversight responsibilities for ESRD facilities, the nature and extent of this
information sharing and support was not specified. HCFA has requested that state survey agencies send copies of
Statements of Deficiencies (HCFA form 2567) to Networks following facility surveys and that in occurrences that
immediately impact patients’ welfare the state survey agencies should notify the Network in advance of sending the
form 2567. This will allow the Network to collaborate, as resources allow, with the state survey agency and the
affected facility in developing process improvements and providing ongoing monitoring of progress.

3.) GAO has told us that facilities with violations avoid termination with simply a plan of action to address their
deficiencies. Does the Forum or the individual Networks do anything to follow up with these facilities?

In the past, since the state survey agencies were not required to share the Statement of Deficiency reports with the
Networks, such information exchange was quite variable, and few Networks were informed of facility deficiencies.
In cases where the Networks are informed of facility deficiencies, which should become routine under the proposed
HCFA policy memorandum, Network interventions are limited to quality of care issues (as opposed to governance
and documentation issues over which state surveyors also have authority). Such interventions would be process and
systems oriented (quality improvement) as opposed to a band-aid approach merely to correct a deficiency (quality
assurance). It is ultimately the responsibility of the state survey agencies to follow-up on deficiencies and to
determine the effectiveness of the corrective action plan because only the state survey agencies and not the Networks
can impose sanctions if the facility’s response is inadequate.

The Forum appreciates the opportunity to assist your committee with its investigation of the quality of care provided
by Medicare’s End Stage Renal Disease Program. The Forum and ESRD Networks are committed to promoting the
process improvements at the facility and system level that will lead to an improvement in the quality and quantity of
life for Medicare ESRD beneficiaries. The Forum applauds the committee’s work in this investigation, and we hope
it will result in greater funding for the infrastructure to provide quality oversight not just to protect patients, but also
to make their lives better and longer.

Sincerely yours,
Loigta, w0
Jay Wish, MD, President
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FORUM oF END STAGE RENAL DISEASE NETWORKS
July 24, 2000

Cecil Swamidoss

Senate Special Committee on Aging
G31 Dirksen Senate Office Building
Washington, DC 20510

Dear Mr. Swamidoss:

As you might recall, during the questioning following my testimony on
June 26, I mentioned that my ESRD Network (Network 9/10) had done an
analysis of the patient outcomes in three dialysis chains in the Chicago
area. One chain had outcomes that were comparable to the Network
average, one had outcomes that were better than the Network average, and
one had outcomes that were worse than the Network average. Network
9/10 targeted the poor performing chain for an intervention activity
that included education of the Medical Directors and administrative
leadership regarding quality improvement tools and practice guidelines
for adequacy of dialysis and treatment of anemia. This was followed by
an improvement in the outcomes in the targeted chain which demonstrated
decreased variability and approached the Network average. Senator Wyden
requested a report of these data, which I am forwarding to you in the
attachment to this e-mail. I wish to acknowledge the effort by the
staff of Network 9/10 in preparing this report in what I hope was a
timely manner. I trust you will distribute the report to Senator Wyden
and the other members of the Special Committee on Aging. If you or
anyone on the Committee has any questions regarding this report, please
do not hesitate to contact me by return e-mail Thank you.

Sincerely,

_pydoighe, MD

Jay Wish, MD
President
Forum of ESRD Networks

1627 H

Road « Midlothian, VA 23113 + 804/794-2586 e« Fax: 804/378-7351

email: forum@richmond.infinet ¢ http://www.esrdnetworks.org
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THE RENAL NETWORK, INC.

PATIENT OUTCOME IMPROVEMENTS SHOWN IN DIALYSIS CORPORATE
CHAIN FACILITIES IN END-STAGE RENAL DISEASE NETWORKS 9 AND 10

BACKGROUND

The Renal Network, Inc. is the contractor for End-Stage Renal Disease (ESRD) Networks 9 and 10. The
Network contract with HCFA is defined by the statement of work, which specifies activities in quality
improvement, data collection, analysis, and community outreach for the states of Iilinois, Indiana,
Kentucky and Ohio.

The Rena! Network, Inc. is governed by a Board of Trustees (BOT) and has three standing committees: a

Network Coordinating Council (NCC) that consists of one manbu' from cach Medicare-epproved ESRD, a
Medical Review Board (MRB) and a Patient Leadership C (PLC). Memberships on the Board of
Trustees and all standing committees include renal profssnmnls, dialysis patients and public members.

The Renal Network, Inc. coflects dialysis pa!ient inft ion from Medi pp d ESRD providers.
Patient information is aggregated into various data profiles and displayed with comparisons to geographical
locations, i.c. dialysis facility, health service areas (HSA), sultc, network region and corporation. In the
1980s, states were divided into health service areas, a that d for bers of ESRD
patients and utilization of services in geographical areas. The ESRD Networks and local state health
departments used the HSA information for Certificate of Need (CON) applications. The Renal Network,
Inc. analyses these data profiles and targets providers for quality impr and

Quality imp; ivities on dialysis ad and enemia are under the direction of the
Medical Review Board. The MRB reviews adequacy and anemia data several times each year. In 1996, the
Network collected urea reduction ratio (URR) and hematocrit values on all ESRD patients in the Network
area during the fourth quarter of the year. This data established a baseline from which comparisons could
be made and the MRB agreed to collect all clinical performance measures data on all ESRD patients in the
Network 9/10 area during the fourth quar!a ofcvuyyear In 1997 the MRB provnded facility feedbadc
reports to each dialysis facility and provided regional educati g dialysis pr

each state. In 1998, the MRB targeted low-performing health service areas and began to provide physmm-
specific feedback reports to renal physicians. ">+

In January 1999, the MRB further analyzed the data by corporate chain in a large metropolitan area based
on the results of a health services area analysis. The data revealed a statistical difference in the outcomes
among chains and the MRB designed a targeted id mlu’vmnon with the low-performing chain
(Chain 3). The intervention included ings with chain ph ion on renal clinical practice
guidelines and Network, state, corporate chain, and facility data comparison.

The other corporations reviewed in this analysis (Chains 1 and 2) received routine data feedback reports
and were offered regional and network educational workshop opportunities, however, no targeted Medical
Review Board intervention was conducted.

METHODS
1. Subjects and Facilities
Facility samples consisted of three corporate chain chronic hemodialysis facilities in a large metropolitan

health service area. All patients on chronic hemodialysis in October, November and December 1997-1999
were included.
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2. Data Collection

As part of a 1997, 1998 and 1999 qualuy P activity of N ks 9 and 10, all fnmlmérqnned
the first monthly h it and p'dpoabloodmnmgm(BUN)ﬁranbu November, and
December for cach patient. Pre/post BUN a urea reduction ratio: ((pre
BUN-post BUNY pre BUN) x 100.

hly individuzal patient were averaged and the average value was used for the quality

indicator criteria.
3. Statistical Analysis

Analysis was done comparing three corporate chains. Two quality indicators were used: the percent of
patients meeting an average urea reduction ratio (URR) equal or greater than 65% and the percent of
patients meeting an average hematocrit equal or greater than 31 volume percent (vol%). Ninety-five
percent confidence intervals were calculated for cach facility and the facility’s upper confidence interval
value was compared to the Network rate.

RESULTS
'nm'ty-two chronic hemodialysis facilities in the three corporate chain facilities reported URR and

it data for 1y 15,000 patients (Tables 1 and 2). Four corporate facilities are included in
the 4* quxncr 1997 and 1998 sample but did not provide patients samples for the 4 quarter 1999 period.

1. Hemodialysis Adequacy: URR Results

In Networks 9 and 10 the percent of patients with an average URR equal or greater than 65% increased in
each year, 1997 through 1999 and were calculated as 71%, 76% and 79%, respectively.

Fourth quarter Chain 1 facility URR rates ranged from 54%-85% in 1997, 63%-85% in 1998, and 69-92%
in 1999. The rate range variation between Chain 1 facilitics reduced from 31% to 23%. Eighteen percent of
Chain 1 facilities (2 out of 11) had statistically different (lower) rates from the Network rate in the fourth
quarter 1997. Nine percent of Chain 1 facilities (1 out of | 1) had statistically different rates from the
network rate in the fourth quarter 1998 and no facilities were statistically different from the network rate in
the fourth quarter 1999 (Figuse 1).

Fourth quarter Chain 2 facility URR rates ranged from 62%-98% in 1997, 69%-88% in 1998, and 67-95%
in 1999. The range variation between Chain 2 facilities reduced from 36% to 28%. No Chain 2 facilities
had rates statistically different (lower) from the network rate in the fourth quarter 1997. Seven percent of
Chain 2 facilities (1 out of 14) had statistically di rates from the N % rate in the fourth quarter
1998 and 21% (3 out of 14 facilities) were statistically different from the Network rate in the fourth quarter
1999 (Figure 2).

Fourth quarter Chain 3 facility URR rates ranged from 32%-79% in 1997, 48%-86% in 1998, and 57-93%
in 1999. The range variation between Chain 2 facilities reduced from 47% to 36%. Forty-seven percent of
Chain 3 facilities (8 out of 17) had statistically different (lower) rates from the Network rate in the fourth
quarter 1997, Fifty-nine percent of Chain 3 facilities (10 out of 17) had statistically different rates from the
Network rate in the fourth quarter 1998 and 41% of its facilities (7 aut of 17) had statistically different rates
from the Network rate in the fourth quarter 1999 (Figure 3).

The comparison of corporate chain data shows overall increases in the percent of patients meeting the URR
criteria. Facility rate comparisons show statistical increases between fourth quarter 1997 and 1999 in six
Chain 3 facilities.



2. Anemia Management: Hematocrit Results

In Networks 9 and 10 the percent of patients with an average hematocrit (Hct) equal or greater than 31vol%
increased in each year from 1997 through 1999 and were caiculated at 72%, 79% and 85%, respectively.

Fourth quarter Chain 1 facility Het rates renged from 44%-87% in 1997, 51%-93% in 1998, and 69-95% in
1999. The range variation between Chain 1 facilities reduced from 43% to 26%. Forty-five percent of
Chain 1 facilities (5 out of 11) had statistically different (lower) rates from the nctwork rate in the fourth
quarter 1997. Twenty-seven percent of Chain 1 facilities (3 out of 11) had statistically different rates from
the Network rate in the fourth quarter 1998 and 50% of its facilities (S out of 10) were statistically different
fram the Network rate in the fourth quarter 1999 (Figure 4).

Fourth quarter Chain 2 facility Hot rates ranged from 72%-92% in 1997, 72%-91% in 1998, and 77-93% in
1999. The range variation between Chain 2 facilities reduced from 20% to 16%. No Chain 2 facilities had
statistically different rates from the Network rate in the fourth quarter 1997 and 1998. Twenty-seven
percent of Chain 2 facilities (3 out of 11) had statistically different rates from the Network rate in the fourth
quarter 1999 (Figure S).

Fourth quarter Chain 3 facility Het rates ranged from 34%-76% in 1997, 53%-85% in 1998, and 68-97% in
1999. The range variation between Chein 3 facilitics reduced from 42% to 29%. Fifty-nine percent of
Chain 3 facilities (10 out of 17) had statistically different (lower) rates from the Network rate in the fourth
quarter 1997. Fifty-nine percent of Chain 3 facilities (10 out of 17) had statistically different rates from
Network rate in the fourth quarter 1998 and 35% of its ficilities (6 out of 17) were statistically different
rates from the Network rate in the fourth quarter 1999 (Figure 6).

mmwﬁmofwmmmdmmmwnuhmmmepamtofzmmummme
hematocrit criteria. Facility rate comparisons show statistical increascs between 4* quarter 1997 end 1999
in six Chain 3 facilities (Figures 4, 5 end 6).

Variation between facility rates in cach of the chains decreased from 1997 to 1999, For URR, Chain 3 had
the largest decrease, 36% versus 11% in Chain 2 and 8% in Chain 1. For hematocrit, Chain 1 had the
largest decrease, 17% versus 13% in Chain 3 and 4% in Chain 2.

DISCUSSION

The baseline data demonstrated significant variation among provndus thh regnrdstodmul outcomes,
which is a commonly observed function of process variation and Xp , wes the
stratification among dialysis chains with regards to clinical Thu both a chalie and

mmwhmwmhammmmmnmmmmdwlmm
mglem-ﬂilmuonofnnmnbwoﬁmdupafammgﬁulmu(mmJ)Mﬂ:nprommaxstumud
to their organization and culture, while inui the application of quality i
principles at all facilities. Thefullow-npdamreﬂeamemofﬂmmuywwcelmthcmaf
outcomes improvement in Chain 3 such that the outcomes of the chain are approaching the Network
average, which is also improving. The lower than average bascline performance by a majority of facilities
in a single chain is more than a coincidence, and reinforces the link between process and outcome. What
changed between 1997 and 1999 in Chain 3 to account for the improvement in outcomes was not the case-
mix nor technologica! advancements. By providing the tools for process improvement (facility-specific
profiles, care paths and clinical algorithms, and an incentive for a culture change at the corporate feved),
The Renal Network, Inc. had a major impact on the outcomes of over 1500 paticents. The results of this
project confirm the principles of conti quality imp (cQn:

» CQlis directed at improving as well as & ing variation,
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» The availability of facility specific data is essential rutargﬁmgqmmylmpmvunmlmmum
Nq)hrnlogypeamcwmglymﬂmmchmgaf bining data with k
peer review, patient outcomes improve.

» The bar moves for all provid N¢ target b it rates i d 13% between fourth quarter
1997 and 1999. Chain 3 facilities had to increase at a faster rate to meet the comparison criteria.
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Table 1. Number of facilitics and patients in corporate chain and Network 9 and 10 samples for URR
measurements for fourth quarter 1997, 1998, and 1999,

Chain 1 Chain 2 Chain 3 Network 9 and 10
Year # fac/ # fac/ fipats # fac/ # fac/ fipats
1997 11/1238 14/1518 17/1429 311722312
1998 11/1436 14/1919 171877 326125701
1999 10/1359 1472085 17/1964 348127337

Table 2. Number of facilities and patients in corporate chain and Network 9 and 10 samples for Hematocrit
measurements for fourth quarter 1997, 1998, and 1999.

Chain 1 Chain 2 Chain 3 Network 9 and 10
Year # fac/ # fac/ #pats # fac/ #ipats # fac/
1997 11/1263 14/1565 17/1646 311/22923
1998 11/1482 14/1935 171917 326125618
1999 10/1372 11/1704 1772009 348/26905
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MRy,
7 DEPARTMENT OF HEALTH & HUMAN SERVICES Heslth Care Finsncing Administrati

-

The Honorable Charles E. Grassley
United States Senate
Washington, D.C. 20510-6400 25 a9

N,

.,

e
7500 SECURITY BOULEVAR!
BALTIMORE MD 21244-1850

Dear Senator Grassley:

This is in response to your June 27, 2000 request for answers to questions that you were
unable to ask during the June 26, 2000 hearing on the End Stage Renal Disease Program.
Below please find my answers to your specific questions.

1Q.  HCFA’s May 2000 letter to the Committee discusses how it is “working
aggressively with (poor performing) facilities to improve their care.” How do
you identify “poor performing facilities,” and how are you improving them?

1A.  Inour survey and certification program, we have recognized the need for clear,
defensible data to assist the States in their decision-making about identifying
facilities for inspection. Therefore, we have used a data model to describe each
dialysis facility in the country. We combine the data elements into a composite
score, which reflects standardized mortality rates, adequacy of dialysis, and
adequacy of anemia management. Our empirical model suggests that fucilitics
with higher mortality, inadequate dialysis, and inadeq; i ag
are more likely to have deficiencies than facilities with low mortality, good
dialysis, and good anemia management. We currently are pilot testing the use of
this composite score in our survey process to see if it helps us to adequately
identify poor performers. At the end of this year, based on our evaluation of the
pilot project, we expect to use the data nationally to help us identify facilities that
are more likely than others to have deficiencies, and therefore oughttobe  ~
inspected. After selecting facilities to inspect, State surveyors will conduct
surveys to determine if a facility is in compliance with Medicare standards.

Meanwhile, we have been working to improve these poor performing facilities by
providing them with detailed clinical data gathered from a national sample of
dialysis patients. Using this national sampling approach, we have documented
improvement every year in the number of dialysis patients achieving the
benchmarks for these clinical indicators since 1994, In addition, the ESRD
Networks investigate any complaints mede against ESRD facilities. If they find
complaints are valid, the Network will work with the facility until conditions are
improved.

2Q. The HHS-Inspector General tells us that the majority of ESRD patients are
ualikely to complain much about their care. Clearly, they are a very
vulgerable population that relies everyday on the dialysis care they receive.
What guidelines does HCFA have to provide a confidential setting where
patients can raise concerns and have those concerns satisfactorily addressed?
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2A.

3Q.

3A.

We have guidelines in place at a number of levels to protect patient
confidentiality and address patient concerns.

In the survey and certification process, the States follow the guidance of a State
Operations Manual (SOM). This manual describes each step in the processing of
a complaint from receipt to closeout, and indicates it is not necessary to obtain the
complainant’s name during collection of information about a potential problem if
the complainant requests anonymity. Additionally, when visiting a facility to
investigate & complaint, the State Agency does not divuige the complainant’s
identity. The State Agency is responsible for notifying the complainant that the
complaint is being investigated, and also for taking “appropriate precautions to
protect the complainant’s anonymity and privacy.”

Additionally, ESRD Networks must follow our national policy as described in the
Draft ESRD Network Organizations Manual. Each Network is responsible for
having a procedure to receive, evaluate, and resolve grievances involving patient
care. Recognizing the vulnerability of ESRD patients, Networks are able to
receive and act on anonymous complaints as well as verbal complaints. )
Currently, we have a workgroup completing a revised Network grievance process
that is designed to be responsive to beneficiarics (in time and results) and user
friendly for Networks and patients. 1n addition, the Network contract calls for the
Networks to assume a proactive role in the prevention, facilitation, and resolution
of difficult patient/facility situations, including the implementation of educational
programs that will assist facility staff in handling difficult situations.

Why are staff lraihing guidelines generally voluntary? As Mr. Smith on our
first panel stated, Arizona has stricter requir for icurists than for
dialysis technicians. What is HCFA doing to address this problem?

Medicare has a consistent policy of respecting State controt and oversight of
health professionals by deferring to State licensing laws to regulate health
professional practice. The Congress left this licensure function to States, and
Medicare recognizes the scope of practice for which States license health care
professionals.

We are aware that several States (e.g., California, Oregon, Texas, Ohio, and
Virginia) have regulations to require licensing, credentialing, and/or certification
tests for dialysis technicians. However, State requirements are uneven and
applied through a variety of methodologies. For example, some States require
examinations prepared by the State Department of Health or certification
examinations administered by national organizations such as the Board of
Nephrology Examiners Nursing Technology. Other national organizations such
as the National Association of Nephrology Technicians/Technologists publish
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4Q.

4A.

comprehensive mamuals and study guides used by many dialysis facilities to train
their technicians.

There are federal requirements in the current ESRD conditions of coverage
mandating that:

» all facility staff be qualified to perform assigned duties and responsibilities;

o all applicable federal, State and local professional requirements must be met;
and, .

e trainees must work under direct supervision of qualified professionals.

In addition, the ESRD conditions of coverage specify that all personnel in the
facility must participate (not voluntarily participate) in educational programs (i.c.,
orientation, in-service, and infection control training). The federal regulations
ﬁmmrspeafytha!memedlcalduectorm:stmsumthatmmmdtwhnidans
have adequm: training in dm!ysxs techniques. Additionzlly, there are very
prescriptive curriculum req for reuse technicians, developed by the
Association for the Ad of Medical Instrumentation, which are
incorporated by reference into the ESRD conditions of coverage.

We are drafting new, oomprchenswe conditions of coverage for renal dialysis
facilities. In this process we will review and evaluate existing federal personnel
trequirements relative to all dialysis fa.qllty stnﬁ, mcludmg dxalysxs technicians.
We will evaluate current State requir patients’
health and safety needs, current clinical practices by !he d:alyms mdustry and the
potmtml costs and benefits resulting from new foderal requirements for dialysis
technici ‘Dialysis technician cc y isani issue that we will

b
¥ f111

y as we develop the new conditions of coverage.

Both the GAO and IG reports criticize HCFA's oversight of ESRD fadilities.
How do you respond to the criticism?

Qur efforts to improve perfonmme of the dialysis facilities have had measurable

For i 1994 and 1998 the percentage of ESRD patients
with adequate hematocrit (red blood cell) levels increased from 55 to 83 percent.
Additionally, in the same time period, the percentage of patients receiving
adequate dialysis increased from 49 to 74 percent. We also know from the U.S.
Renal Data System, & joint HCFA and National Institutes of Health project, that
the one year mortality rates for dialysis patients decreased from 24.9 deaths per
100 patient years in 1990 to 22.8 in 1997.

These improvements are due in part to the leadership role we assumed, beginning
in 1994, to develop clinical indicators that assess the quality of care for dialysis
patients. This effort is now known as the Clinical Performance Measures Project.
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ﬂuou@:theESRDNaworks,wecol]eczchmcalm" ators on a national 1
of dialysis patients in the areas of adequacy of dialysis, encmia management, and
serum albumin (a protein in the blood that is an indicator of the patient’s overall
health). These data are collected, analyzed, and described annually in a detailed
report, the ESRD Clinical Performance Measures ijec: Annual Report. This
report is distributed to all dialysis providers for their use in xd:nufymg

opportunities for improvemen Uxmg this pational sampling approach, we have
documented improvement every year in the number of dialysis patients achicving
the benchmarks for these cli di s since 1994,

We also have undertaken steps to begin collecting facility-specific data. A
provision in the Balanced Budget Act of 1997 required us to measure and report
the quality of renal dialysis services; and so in 1998 we directed the development
of 16 clinical performance measures that we are collecting from a sample of
facilitics this year. The 16 clinical measures are similar to those of what was
formerly the Core Indicators Project, with the addition of measures for evaluating
vascular access (the point of access to the dialysis patient’s blood stream). In .
1999, this work was merged with the Core Indicators Project to form the ESRD
Clinical Performance Measures Project mentioned above. This project is part of a
larger ESRD Core Data Set that is under development. Through the ESRD Core
Data Set, we are striving to determine and report accurate, meaningful facility-
specific performance measures that will allow comparisons across dialysis centers
and will ultimately i facility bility and patient choice. Facility-
specific data profiles have been developed for the use of State Survey Agencies.

Despite our progress in improving the quality of care, there continues to be weak
performing dialysis facilities. However, the Networks and States are working
aggressively with these diatysis facilitics to improve their care. Additionally, the
proposed rule on new conditions of coverage for dialysis facilities, which we
intend to publish in 2001, will strengthen requirements for these facilities. And
the President’s FY 2001 budget asked Congress to i the funding level for
surveys of ESRD facilities from $2.2 million to $6.3 million. By increasing the
funding level, Congress would enable us to decrease the time between surveys
from every six years to every three ycars and increase the number of surveys from
956 to 1,847 in FY 2001,
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Sincerely,

Jcﬁ:yl..xangm),?/ .
Director

Office of Clinical Standards and Quality
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Statement of Rep. Pete Stark (D-CA)
to
The Senate Special Committee on Aging

The Need to Improve Quality in the ESRD Program

Chairman Grassley, I commend you for holding this important
hearing. I have had a long interest in the Medicare End Stage
Renal (ESRD) Disease Program, and have introduced a number of
bills relating to improving the outcomes and the quality of care for
patients in the Medicare program. Unfortunately there has been .
little action on most of these proposals.

The ESRD networks, in association with the renal community are
‘trying to improve quality in dialysis centers, with some success.
We know from the U.S. Renal Data System, a joint HCFA-NIH
project, that one year mortality rates for dialysis patlents
decreased from 24.9 deaths per 100 patient years in 1990 to 22. 8
in 1997. Using information obtained from the ESRD Clinical
Performance Measures (CPM) Project, we also know that between
1993 and 1998, the percentage of ESRD patients with adequate
red blood cell (hematocrit) levels increased from 46 to 83 percent
while the percentage of patients receiving adequate dialysis
increased from 43 to 74 percent. Despite this progress, there
continue to be weak performing d1a1y51s facilities, endangering
renal patients.

My staff reviewed data from the ESRD CPM project regarding these
same dialysis and blood level parameters, recorded over the same
time period. They ranked networks in order, by percent of
patients achieving the desired standards. These are only
preliminary findings and probably do not reach statistical
significance but do suggest that some Networks could be doing a
better job in assuring that weaker performing dialysis centers
improve. There is a stratification of some Networks, ( No.10, 13
and 2) into the lowest one-third consistently and another (No. 11)
nearly so. Others (No. 14,15,16) are always found in the top
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third. This certainly suggests that some networks may reliably be
doing their tasks better and some a consistently poor job.

It is not just Networks that may fall into a consistent pattern of
poor or medicore quality (while others seem to achieve a tradition
of excellence). Earlier this year, I reviewed Network #3's rating of
dialysis facilities. There seemed to be a pattern of consistently
poor quality among a number of centers. (See attached).

Poor centers are killing people, Mr. Chairman. It should be the
duty of a Network to aggressively seek out the worst performing
centers in a region and work with them to improve. If there are no
extenuating circumstances-an unusually difficult-to-treat patient
mix, and the dialysis center does not improve after assistance
from the Network, it should be terminated from the program and
not permitted to “terminate” patients. Medicare already has the
authority to end poor performers. It is time that the threat was
made a reality by a sound system of review and CQI.

The Renal Physicians Association’s proposals make great sense to
me, and I hope that we could enact legislation to provide a system
of ESRD CQI and give the Networks more authority to coordinate
quality improvements and provide data to the public on quality
and outcomes, center by center.

Although I believe we can continue to employ the ESRD Networks
for quality oversight, there are obviously opportunities to improve
their quality management. HCFA should require that Networks
collect facility-specific clinical performance measures, in order to
allow Networks (and States) to identify poor facility performance.
Outcomes data should be compared between Networks as well as
providers, and appropriate results made available to patients. Not
only should minimum levels of performance be established and
monitored, but improvement above these benchmarks
encouraged using continuous quality improvement techniques
for both Networks and providers.

While HCFA receives regular information from Networks, it
provides little in the way of reference points, evaluation and
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comparisons, and only minimal feedback to them. HCFA should
hold Networks accountable for how well their facilities carry out
their responsibilities by developing a performance-based system
for evaluating them and by increasing public disclosure of
information about them.

Again, I thank you for holding this hearing and I hope to
work with all of you to ensure that all ESRD Medicare
beneficiaries across the country receive the best possible care.
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1L THOMAS, CALFORNIA, CHAIRMAN L ANCHER. TEXAS, CHAIRMAN
SUBCOMMRTTES ON NEALTH COMMITTEE O WAYS ANO MEANS

i MCCRENY. LOUESIANA AL SINGLETON, OGIF OF STASF

U.S. HOUSE OF REPRESENTATIVES BLL VAUGHAN, SUBCOMMITTEE SENORTY

MTNEY PETE STARK. CALFORMA WASHINGTON, DC 20515

SUBCOMMITTEE ON HEALTH
March 13, 2000

The Honorable Nancy Ann DeParle

Administrator

Health Care Financing Administration

Washington, DC 20201

Dear Nancy Ann:

The ESRD Networks are supposed to help improve quality
in dialysis centers.

One of my staff tracked one Network’s data on dialysis centers
across a 2.75 year period.

- Too many Centers are consistently poor. It can be fairly said that

people are dying needlessly in some of these Centers.
1. What do we do about this?
2. What do the other Networks look like? Can HCFA
give me this data, or would it be helpful to ask
the GAO to do it? Please let me know.

Sincerely,

Pete Stark
Member of Congress
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ESRD Facility Status Report On Hemodialysis Adequacy

# of Facility Quality Markers

(Facility caseloads ebove 11%)  (Facility caseloads above 11%)

URR<=60% Hemoglobin <10 gm

{Number of quarters the facility app out of D )
25 6 out of 11 7 out of 11
27 9 out of 11 10 out of 11
29 7 out of 11 6outof 11
30 éoutof 11 6 out of 11
39 6outof 11 éoutof 11
61 9outof 11 6 out of 11
62 8 out of 11 6 out of 11
64 8outof 11 4 out of 11
65 10 out of 11 8 out of 11
&7 8outof 11 6 outof 11
70 6 outof 11 6 out of 11
71 8 out of 11 6 out of 11
78 9 out of 11 6 out of 11
80 tOoutof 11 6 outof 11
84 5 out of 11 9 out of 11
85 9 outof 11 9 out of 11
94 7outof 11 5 out of 11
113 Soutof 11 6 out of 11

New Jersey units coded 1-61, Puerto Rico 62-83, Virgin Islands 84-85, and various from 86 to end.
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Special Committee on Aging
Hearing on End Stage Renal Disease
Written Statement of Brent Smith
June 26, 2000
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June 6, 2000

Lauren Fuller

Senate Special Committee on Aging
G-31/Dirksen Center Office Building
Washington D.C. 20510

Lauren;

Before I begin this dissertation I must express my gratitude on behalf of the many,
many dialysis patients both present and future, to you and your colleagues for
undertaking such an arduous task. Investigating an industry long overdue for
investigation, especially one that undermines ever effort to do so, must be difficult at
best.

Regarding our phone conversation last week and subsequent discussion of and
requested assessment of the industry providing dialysis prescription care and fulfiliment
in Arizona.

Without hesitation, and putting forth no personal malice towards any one person,
specific dialysis unit or purporting any personal agenda, 1 submit to you simply this; the
dialysis industry from a patient's point of view, has proven itself worthy of every
investigative effort. Substantive accountability is seriously lacking throughout the system
of providers, their administrators, staff and support personnel. It is the intention of this
statement, and contents there of, to address specific issues of concemn in general tone
with a supportive incident appendix to follow.

A patient myself since 1973, I have witnessed the gradual decline in competency
of those given the responsibility of our care. This trend continues and worsens each year
as providing companies focus on bottom line management and not patient care. The
origin of this downward spiral, in my opinion, is the deregulation of the industry in the
early 1980's. And make no mistake, what once was a provider of medical service is now
an industry. Dialysis became a "for profit" entity at that time.

Quality of care, as attributable to that event, has declined in direct proportion to
the rise in profitability, revenues, and the sustained growth of providers. The term
"quality of care” is dangerously subjective. For the sake of your investigation, the major
discrepancy in definition confronting dialysis today falls stoically between the perception
of care being offered by the providers and the actual care being experienced by the
patients. All is not as portrayed by the providing companies. (Appendix A)
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Absolute clarity requires the quality of care issue be categorized into five major
components. Others may see this differently. The first component is: adequacy of the
dialysis treatment. The second, though patients by a large majority would rank it first, is:
the competency of the patient care technician. The third, following closely is:
knowledgeable and disciplined nursing staff. The fourth, though just as important as the
first three, is: facility and technology (machines) condition. The fifth and final
component: procedural and financial accountability, may apply in part to the previous
four components.

Adequacy of treatment

Competency of patient care technicians
Knowledgeable and disciplined nursing staff
Facility and technology (machines) condition
Procedural and Financial accountability

Each elemental component listed encompass a general area of concern for
patients. Using the list as a guide 1 will attempt to simplify (only as I see them) the
complex problems now facing the dialysis patient community as a whole. It is my
sincere belief this method will demonstrate how intricately dependent the components
are.

As you know, I contend that being around dialysis for so many years, on and off,
has been a blessing and a curse as well. It is my hope the content and context of the
following will explain why.

65-918 2000-8



Adeguacy of treatment

No other area of the dialysis circle has been more researched, more discussed,
more debated, and now more shamelessly exhibited that this component. NKF-Dialysis
Outcome Quality Initiative (DOQI), the National Kidrey Foundation's initiative launched
in 1997, issued a wide range of new guidelines for dialysis treatments. The 114 results
based guldelmes were an attempt to lower the unacceptably high death rate of dialysis
patients in the United States.

From the National Kidney Foundation's press release: (October 1, 1997)
Quoting Dr. Garabed Eknoyan, president of NKF -

"Patlents' survival and well being depend on our ability to convince all parties - the
government, the medical profession and the patients themselves - that we all have a
role to play in bringing better care to everyone on dialysis.”

Dr. Nathan Levin, co-chair -

"Nearly one-fourth of the patients on dialysis in the U.S. die each year. That figure is
needlessly high and avoidable. Implentation of these new guidelines should lower the
death rate and provide a better quality of life for patients with kidney disease.”

End quotes.

I'am sure DOQ! will help a few patients hére and there. Those who have doctors
or have had doctors in the past not attending to their care to the degree necessary. And [
am also sure that a tremendous amount of time and energy was spent compiling the data
and writing the 114 new guidelines. Not one guideline by the way, addresses the
qualifications, mandatory training, experience, capabilities of patient care technicians.

In shortened form, DOQI requires a minimum dose of dialysis and a requirement
that the results of that prescripted dose be measured at least once a2 month. The document
mandates nothing, demands little, and only recommends minimum standards. Which
also, by doing so, sets artificial maximum standards as well.

For anemia, something that most patients endure, the guidelines call for proper
and early evaluation. A hematocrit (the amount of red blood cells in the blood) of 33 to
36% is recommended as the target range. The recommendations also include a strategy
implementation that provides sufficient amounts of iron and epogen to achieve the target.

Other recommendations include access placement and care.



One more quote from Dr. Levin -

"The guidelines give patients importamt specific information to actively
participate in decisions regarding their own health care. No longer will they have to
simply receive treatment — with guidelines as support, they can insist on better quality
‘care. ”

Most patients, to their disadvantage, show little interest, if any, in learning about
their disease. Seminars and classes are offered to patients, and have been, through
various organizations. Most at little if any cost. However, a large portion of the dialysis
population depend on others for transportation to and from treatments. It is often difficult
if not impossible to find rides to any of the classes. Other members of the community are
employed full time and can not attend classes offered during the day. Evening classes
conflict their treatments.

DOQI

The DOQI initiative was completely funded by Amgen, the sole manufacturer
and supplier of Epogen to the dialysis industry and the largest biotechnology company in
the world. The struggle with hematocrit and anemia has plagued the patient community
for decades. ’

The target guidelines used to be 30 -33%. Educated patients have been
complaining for years about the lower target ranges, formulation and procedural
computations. (How it was decided if your dose increased or stopped all together) We
were told repeatedly that the target levels were recommended by Amgen, the
manufacturer, not to be exceeded because of the clotting risk.

The old method required the dose be completely stopped once a patient attained a
hematocrit of 33%. It was statistically impossible for a patient to maintain an average
measure within the target range. The new target range 33 - 36%, as [ understand it, is a
rolling average with a patients dose reduced by percentages, not stopped completely
when the patient surpasses a hematocrit above 36%. This is not new information. The
higher hematocrit was always possible. Imagine if you will, all the patients through the
years who may have felt better. (Appendix B)

As a patient, 1 am grateful for this guideline. I have been challenging the old one
for years. It is way overdue. However, one concern I do have is this; it seems the only
guideline to truly increase the cost of a dialysis run to HCFA is the increase of epogen
expense in order to meet the recommended guidelines. I believe this will coincidentally
(?) increase the sales levels and revenues of Amgen, the sole manufacturer/supplier of
epogen. They also financially sponsored DOQI entirely.
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1 have one question regarding the DOQI research as a whole. How does an
industry spend millions of dollars, conduct countless hours of research, bring all the
"experts” of the industry together and conclude that the minimum acceptable results of a
dialysis prescripted run are exactly, more or less, what they have been all along? The
recommended results purported by DOQI are the same targets any good doctor would
have been expecting to see in his patient anyway. It seems the industry is now
recommending guidelines they SHOULD have been attaining in the first place.

The attempt will accomplish little if anything at the patient care level. Achieving
the target results recommended can be easily accomplished through normal, medically
adequate, and carefully monitored dialysis treatments in conjucntion with the patient's
own diligent adherence to dietary and fluid restrictions.

The press release seems to be in conflict with regards to the reuse (reprocessing
of dializers) issue. They recommend continued use of the practice yet, at a later point,
refer to the higher mortality rate in facilities where reuse of dializers is common
procedure. Does this imply that DOQI recommends the acceptance .of the higher
mortality rate among patients of reuse facilities? Could financial constraints and priority
dictate and contribute too the conflict?

Again, DOQI provides for and sets little if any guideline or recommendation for
the training, minimum required education, and prerequisite medical experience of
patient care technicians.



Competency of Patient Care Technicians

This component is the most controversial. Descriptions and requirements of just
what is or what makes a tech "competent” fall to subjective perception. It is here in this
issue the greatest discrepancy is found As a patient, it is difficult to script the
tremendous differences in what a dialysis technician was before deregulation and what
they have become in the eighteen or so years after.

In the year I started dialysis, 1973, the dialysis technicians were, by large margin,
nurses. Not the average nurse, but graduates in the top percentages of their class. We had
bio-medics returning from Viet Nam. Even a few interns would participate for a year or
so to get the experience. Every technician had a college degree. Every technician had
previous medical exposure. It was an elite, enviable profession. Today, a high school
diploma is the minimum required education level. If that. Absolutely NO previous
medical experience is required.

The new patient care technicians are put through a general, superficial eight week
training period and assigned to the floor with supervision The present process is
absolutely unsatisfactory and exposes the patient to critically dangerous situations.

The lack of training and prerequisite medical experience ‘are not the only
concems involved. More importantly to some, the labor pool from which new technicians
are drawn is not dissimilar to that which supply employees to fast food chains, grocery
stores and large discount stores. The compensation packages and benefits offered the
new personnel allows for little else.

I have witnessed countless examples of poorly trained patient care technicians,
whose background fits this description, demonstrating a complete inability to leam or
retain information. By making the same procedural mistake or miscalculation repeatedly,
the conclusions are accurate and clear. There are exceptions, but those technicians tend
to be those who have worked in the industry for well over fifteen to twenty years.

To summarize: in place of the nurses, college graduates, interns, and bio-medics,
we have inexperienced high school graduates with no medical exposure. A training
program which offers little resemblance to actual real world substance and degree, leaves
today's patient care technicians lacking in every critical criteria required to provide for
safe, accurate, antiseptic, procedurally guided dialysis treatments. The patients are truly
at risk.

The dialyéis procedure, the initiation of and removal from the machine, the
inherent dangerous exposures, the stringent antiseptic requirements demanded by the

vi
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procedure itself, have NOT changed. Only the quality and ability of those administering
the care have.

In Nephrology News & Views, December 1999 issue, an article titled Seeing

Dialysis Technicians as Nephrology Practitioners in the 21st Century, Russell Dimmitt,
CHT and Belinda Bethea, CHT write;

The future of NANT (National Association of Nephrology Technicians/
Technologists) is promoting throughout all facilities and boundries in this coming year
(2000) the importance of providing quality service to the ESRD patients through
standardized training. What are the benefits to the renal care staff? Technicians will:

Come with the tools of education and theory.
Know patient signs and symptoms of high and low blood
pressure changes during treatment.
. Know the why's and how's of a patient having a pyrogenic
reaction.
. Know the dialysis machine
U Foster positive attitudes

Technicians should understand all aspects of chronic renal failure and it's
treatment, including the patient and machine. Standardized curriculum and
certification is crucial in providing increased awareness and knowledge of ESRD
patients.

The outgoing president (Mr. Dimmitt) of NANT, and the incoming president (Ms.
Bethea) certainly must be aware that this encapsulation and it's content bare little
resemblence to the actuality of dialysis care provided in the country. Are we as patients
to believe that this organization, which attempts to sct the standards for the patient care
technician position, is offering (only now) this proclamation of intended care for the
New Century? What happened to the past twenty-five years? Are they intimating that the
ESRD patient may have received improper, inadequate treatment initiated by poorly
trained unqualified staff over the past decades?

If PCT's are to understand all aspects of chronic renal failure and it's treatment,
the labor pool of potential applicants, present training, minimum educational
“requirements, and absence of prerequisitc medical experience in sum are at best,
impossible to correlate into the above dictated practice. As of this writing, only six states
have licensing or mandated certification statutes in place. In my state, Arizona, we
license manicurists and NOT patient care technicians.
Quoting Mr. Martin V. Hudson, former Chief of Dialysis Operations at Palo Alto
VA Medical Center :

Some believe that 400/600 hours of training is enough for the PCT; that
equates to 10 to 12 weeks. At the dialysis facility where I trained and later became
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supervisor of a ten- member technical staff, the introductory training to dialysis
therapy was six months! Clinical, as well as non-clinical issues were taught in equal
amounts. The finished product was a soundly prepared practioner. But time and
circumstances have changed, and most definately, in my view, not for the present and

future good of our practice. This does not bode well for positive patient outcomes.
Excerpts from article How Can We "Stapdardize” Technician Training? Neplwology New & Views; November 1999

An exemplary example of training deficiency among patient care technicians is
found in the following summary of an experience 1 endured.

At one point I suffered an extended period of appetite loss, weight loss, and over
all lethargy caused predominately by depression. The condition due, in part, to personal
and work related issues. Prior to each dialysis treatment, then as now, the patient is
assessed and asked directly about his appetite. Responding in similar fashion at each
treatment with "poor” and I'm not eating," this dialogue continued for close to four
months.

My dialysis prescription calls for a potassium bath of 1. The bath values vary
from 1 to 4, measuring the amount of potssium in the bath and the level of possible
exchange and removal. The lower the bath level, the lower the potassium outcomes. My
potassium bath level remained constant while my ingestion of foods (any food)
containing potassium declined.

Monthly lab results showed clear evidence of steady decline in potassium levels
for three consecutive months. The fourth week into the fourth month, the potassium level
carried in my blood fell to a point below the 3.5 minimum level required to live. During
the third hour of a four hour treatment, I suffered cardiac arrest. After seventeen minutes
the paramedics were able to revive me successfully. Emergency Room records show a
potassium level of 2.9 at arrival and admittance. Discharge Summary records ventricular
fibrillatory arrest, secondary to hypokalemia. (low potassium)

The patient care technicians lacked the training to correlate the lack of appetite
and weight loss with the low potassium bath. The seriousness of the problem and
possible results were never addressed to the staff dietician or any of the charge nurse
staff. The event was completely preventable.
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Knowledgeable and disciplined nursing staff

The practicing dialysis nurse is bound by two of the most diametrically opposed
forces found in todays provider facility. A nurse's desire to provide safe, adequate, and
compassionate care to the patients versus the ability to provide such care under the
considerable constraints found in most facilities with regards to the demands of bottom
line management.

Medical administrators (nurses) and full charge nurses in each facility may or
may not have a lengthy employement history and or experience in the dialysis field. The
large majority of them do. However many of the floor nurses today are not as
experienced. Some scem to lack even the most basic, remedial knowledge and
understanding of the dialysis machine, it's processes, related outcomes, and result-driven
changes in settings. Only general, generic information is offered with specific subject
matter inquiries directed to the patient's primary physician or nephrologist.

It is understood that the patient’s doctor writes the presciption for dialysis and that
the prescription itself is referred to and used as a guide by the attending nurse. However,
a patient may, in some instances, require suttle changes be made on a treatment by
treatment basis in an attempt to improve their result and outcome. Nurses should be
qualified to answer questions pertaining to potential outcomes and risks associated with
the patients request. Many are not.

The nursing staff in any present dialysis facility face arduous, contradictory and
complex issues on a dailiy basis. The average facility today is understaffed. Finding and
keeping competent employees is difficult and frustrating at best. Personnel are constantly
overworked. Twelve hour shifis plus happen frequently. The staff in general (with
exception), is undertrained to begin with. Undertrained nurses cannot supplant or support
overworked, undertrained patient care technicians.

Sitting in a patients chair for four hours, three times per week, exposes the
cognizant patient to the results of the situation described above. First and foremost,
patient care technicians, as well as floor nurses NOT PAYING ATTENTION. This is the
biggest contention most patients have. AlL, if not most, patient concerns are rooted in this
issue.

High infiltration percentages, miscalculated settings, wrong dializers, machines
set up incompietely, heparin not initiated or clamped after initiation, these are just a few
incidents that occur repeatedly. The staff usually attributes these lapses in procedure or
judgement to human error. Human error occurs by chance. Pure chance dictates a one in
five (20%) opportunity of occurance. Anything above that is negligence.
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Facility and Technol machines) & conditions

In the facility where I dialyze most machines are over seven years old. Newer,
more efficient machines are always being produced. For relevancy, compare the advances
in the personal computer industry the past seven years. This industry refuses to introduce,
on a industry wide basis, maximum standards for length of operation, critical component
replacement, and hours of operation for the equipment being used. Each unit maintains
and replaces equipment as they see-fit. With the emphasis so solidly focused on the
bottom line, equipment is hardly ever replaced with new, upgraded and technologically
advanced models. Most units have one equipment maintenance worker. If he or she
continually calibrates all the equipment to her own standards and beliefs, uses his or her
own methodology, the equipment usually will be calibrated wrong, exposing patients to
undo risk. Most of which they are never told about. All can not or will not be detected.

Facility maintenance and upkeep varies form unit to unit. I am unaware of any
mandated requirements for this area. Most units however, seem to forget that they are
MEDICAL FACILITIES. Some units I have been in were filthy. Others needed an
exterminator. In general I would say most units do attempt to keep the facility looking
presentable. But, since they are rarely if ever inspected, what incentive do they have to
maintain it as a medical facilty should be maintained? '

On any given day, techs routinely mishandle critical components of the patient's
care apparatus. Dialyzers are thrown into containers, not placed. T've seen dialyzers
dropped hard to floor and hit directly on end, and then placed into cabinets for future use.
This despite procedural requirements to the contrary. Gloves, gauze, and other
components of the treatment are consistantly exposed to patient care technician's
uncleaned hands, sink spilliage, and periferal contaminents. Procedural conditions do
exist, they are just not adhered to, or they are adhered to at the whim of the technicians.

Dialysis companies usually have their own code of ethics. But those companies
many times handle large number of patients while consistently being understaffed.
Therefore any code of ethics is easily ignored. This definition of ethics with reagrd to
patient treatments falls into constant compliancy question when the definition of "clean”
as required by Medicare for all gloves and medical supplies. Storage of such items is
most often out in the open, uncovered. Boxes of gloves placed and stored near sinks,
risking contamination from water spillage.
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Procedural and Financial Accountability

The dialysis providing industry is the only entity that I am aware of where the
consumer, the patient, has little if any avenue of financial recourse or control of the
disbursement of funds used to pay for the expense of their treatment. The treatment and
it's peripheral or direct procedural activities can start, endure, and end at the unit's
dispersion with the patient (again the consumer) having absolutely NO CONUMER
RIGHTS. .

" Complaints to the individual unit's management go unanswered at worst. At best,
the patient is led to believe the management is concerned and will attend to the issue.
Mostly, they pacify the patient, tell them what they want to hear, and turn away from the
issue. (Appendix C)

A patient does have the right to forward the complaint or issue to the End Stage
Renal Disease Network. The usual path of information flows back to the unit. Even if
the complaint is offered, tended anonymously, it is irrelevant. It is not difficult for the
unit's management to discover who the complaintant is. Therefor most patients do not
offer a complaint. Fear of sure retribution, in even the most subliminal way, prevents
them from it.

Full financial accountability to the consumer and their agents, HCFA and
Medicare, is nonexistent. A unit, their nurses, technicians, and additional staff can
administer the treatment and conduct themselves in any manor, with the patient being the
recipient of the activity and results thereof, and yet still get reimbursed for the treatment
in full. even if a patient's treatment is cut short by a significant margin due to unit or -
human error, the treatment is submitted and paid for in full. i

The providers often claim that the patient's care would be better if the patient
would make the effort to educate themselves about their care and treatment. Yet, even as
late as last week, I have encountered another patient who, while actively seeking to
educate themselves as the providers suggest, continually get rejected at the attempt. In
point of fact and actuallity, the providers would rather keep the patients uneducated and
submissive. Controlling the patient population is much easier when their treatments keep
them barely alive, and little on site education if any, is offered.
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Closing Statement

In closing, I say to you simply this; through the entirety of my dialysis experience
1 have shunned the classification as and avoided the label of "dialysis patient." And the
stereotyping that went with it Yet today I appear before you, in a public forum, as a
dialysis patient. The subject matter being discussed is that important.

Patients can and do lead productive, purposeful lives. It has become however, an
ever increasing burden to do so. Monitoring a patient care technician's ability and
intention every treatment week after week is a tremendously stressful undertaking.
Enduring the limits and inadequacies of the present system compound the tolerable
symptoms of treatment into intolerable, unjustifiable, and inexusably frustrating
experiences. -

My purpose today in appearing before this committee was to present the life of a
dialysis patient to you. It is my life and that of many others. We live it every day. You
can not possibly understand it unless you are a dialysis patient yourself. I sincerely hope

you or a loved one will never experience it, but I do, with dignity and all do respect,
implore you to do something about it.

Thank you, on behalf of all dialysis patients,

Brent Smith

xii
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Appendix A

Astcsﬁmonygivennthishenﬁngwiﬂamgmmatc,u'uthﬁicompmhcnsive
records keeping within the industry is relegated to the lowest of priority. Especially those
records meant to assess the quality of training, ability of staff, and patient care technician
errors in judgement, skill, or attentiveness to detail.

The "Incident Report” record, the report procedurally used to summarize an event
or issue with regard to patient care and mistakes given thereof, are rarely if ever written. I
wasunabletoatminacopyoftheincidemmponwriuenattheﬁmeofmydesth
experience refrenced in carlier testimony. When approached for a copy of the report the
nurse responded that the report " if written” was their property and not part of my
accessable medical records.

This type of incident is never docummented correctly (without prejudice given
the staff member or unit) and upper management receives little if any supporting
evidence to the contrary.

No incentives exist within the industry to keep accurate records of mistakes,
human errors, faulty equipment incidents, etc. Exactly the opposite incentives do exist.
The main one being the threat of litigation. This lack of documentation leads upper
management into a false sense of what is real, in tum a false sense of security. When
patients do file complaints, most are never recorded, except possibly by a patient's
written communication, and most take upper management by complete surprise,

Even the entity ESRD (End Stage Renal Disease) has come under fire. ESRD,
established in 1978 to provide an oversight program. Two of their stated goals are to
ensure quality of care for dialysis patients through continuous examination and
evaluation of practice and to ensure patient satisfaction and good quality of life. (see
page three of four — Can we Count on Federal Center for Patient Safety to
Represent Patient Interests. *

* Takesi from Colorado Healthsite:

To Err is Human: Building a Better Health Care System
by the Institute of Medicine, Nationa! Acadeny of Medici

National Academy Press, Advance Copy, Copyright 1999

As reviewed by Sandra McCray, 1.D., Executive Director of Colorado Healthsite, ESRD Patient, and
TrmsplmRan'pian‘
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To Err is Human: Building a Better Health Care System

by the Institute of Medicine, National Academy of Medicine
National Academy Press, Advance Copy. Copyright 1999.

Reviewed by Sandra McCray, 1.D., Executive Director of Colorado HealthSite, ESRD Patient, and
Transplant Recipient

This report by the Institute of Medicine represents a major step forward in the recognition and
documentation of medical errors in the U.S. medical system. With surprising candor, the committee
gives us frightening anecdotes and alarming statistics.
Evidence of the Problem

- Anecdotes that are far too common:

o The knowledgeable health reporter for the Boston Globe, Betsy Lehman, died from an
overdose during chemotherapy. Willie King had the wrong leg amputated. Ben Kolb was
eight years old when he died during "minor" surgery due to a drug mix-up.

Here are the statistics, which are based on data from hospitals:

o ...at least 44,000 Americans die each yearasa result of medical errors. ...the number
may be as high as 98,000. More people die in a given year as a result of medical errors
than from motor vehicle accidents (43,458), breast cancer (42,297), or AIDS (16,516).

The Tip of the Iceberg
According to the committee:

o These figures offer only a very modest estimate of the magnitude of the problem since hospital
patients represent only a small proportion of the total population at risk, which includes all
patients undergoing some sort of medical treatment.

The Most Common Errors

file://C:\America Online 5.0\download\COLORA~2.htm 7/10/00



The most common categories of medical errors are:

« Diagnostic - including error or delay in diagnosis, failure to employ appropriate tests, use of
outmoded tests or therapies, failure to act on results of monitoring or testing. )

o Treatment - including error in the performance of an operation, procedure, or test; error in
administering the treatment; ervor in the dose or method of using a drug; avoidable delay in
treatment or in responding to an abnormal test; inappropriate (not indicated) care.

o Preventative - failure to provide preventative treatment, inadequate monitoring or follow-up of
treatment.

Medication errors are particularly common and are preventable. Inappropriate prescribing is an
important factor in accounting for medication errors. Here are some examples of inappropriate
prescribing:

« physicians do not routinely screen for potential drug interactions, even when medication history
information is readily available,

o pharmacists dispense the wrong drug or wrong strength,

« physicians prescribe inappropriate drugs for nearly a quarter of all older patients,

» hospitals order and/or administer the wrong medications

The Goal of the Report
The Committee describes the purpose of the report as follows:

..to break the cycle of inaction. The status quo is not acccptable and cannot be tolerated any longer.
Desplte the cost pressures, lmblhty constraints, resistance to change and other seemingly
insurmountable barriers, it is simply not acceptable for patients to be harmed by the same health care
system that is supposed to offer healing and comfort.”

The overall goal of the authors is patient safety, which the committee defines as freedom from
accidental injury resulting from medical treatment.

Recommendations

Given the magnitude of the problem, ali of us should look carefully at the recommendations of the
committee and ask whether these recommendations are likely to meet the goal set by the committee.
The recommendations are built on the following premise:

o The committee asserts that a major force for improving patient safety is the intrinsic motivation
of health care providers, shaped by professional ethics, norms and expectations. ... Factors in
the external environment include availability of knowledge and tools to import safety, strong
and visible professional leadership, legislative and regulatory initiatives. ... Factors inside health
care organizations include strong leadership for safety, an organizational culture that encourages
recognition and learning from errors, and an effective patient safety program.

Here are Siste of the specific recommendations of the committee:

1. Congress should create a Center for Patient Safety
file://C:\America Online 5.0\download\COLORA~2.htm 7/10/00
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2. A nationwide mandatory reporting system should be established that provides for the collection
of standardized information ... about adverse events that result in death or serious harm.

. The development of voluntary reporting should be encouraged.

. Health care organizations should focus greater attention on patient safety.

. Performance standards and expectations for health professionals should focus greater attention
on patient safety.

6. The FDA should increase attention to the safe use of drugs.

7. Health care organizations and the professionals affiliated with them should make improved

patient safety a declared and serious aim.

v AW

What is Missing Here?

My first fhought on reading these recommendations was: isn't patient welfare already the primary
objective of health care organizations, professionals, and the FDA? If not, what are the primary goals
of these organizations and professionals?

I was also startled to find that the report, which has as its goal patient safety, was virtually devoid of
recommendations that include patient education, direct patient representation, regional patient
committees with power to review and offer public critiques of the actions of the proposed Center for
Health Care Policy and Research. In fact, I could find only one reference to the role of patients in the
report.

What recourse will pateints have except expensive litigation in an unreasonably delayed judicial
system?

Can we Count on the Federal Center for Patient Safety to Represent Patient Interests?

One way to begin to answer this important question is to look at existing federal health care oversight
organizations. One of us has direct personal experience with one such organization - the End-Stage
Renal Disease Network (ESRD). This program was established in 1978 to provide an oversight
system. The Network initiated a quality assurance program in 1991. Two of the stated goals of the
program are to ensure quality of care for dialysis patients through continuous examination and
evaluation of practice and to ensure patient satisfaction and good quality of life. Indeed the ESRD
Network system states clearly that patients are the ultimate benefactors of the ESRD Network
Program . We can evaluate the success or failure of the program in two ways - through patient
anecdotes and through scientific studies.

I was for several years a patient member of the Medical Review Board of one of the ESRD networks.
During that time, on numerous occasions I voiced my concern about the poor quality of care in some
of the dialysis units in the network. I watched the members of the Board fail to take meaningful action
even in the face of known substandard practice. I heard physician members of the Board find self-
serving reasons why they shouldn't take action. I heard them claim that they couldn't make expensive
changes to effect better care because the reimbursement from Medicare was too low. 1 wondered how
these physicians could cope with their own disregard for their patients' health. Finally, having been
unable to bring about any change for better quality of care for dialysis patients and unwilling to sit on a
Board that did not give its highest priority to patient safety, I resigned in 1999.

Another way to determine the success of the ESRD network program is to look at scientific studies of
dialysis in the U.S. since the initiation of the ESRD quality assurance program in 1991.

file://C:\America Online 5.0\download\COLORA~2.htm 7/10/00
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A brief look at the CHS Reports on Kidney Dialysis demonstrates the many serious problems with
dialysis morbidity and mortality in the U.S. as compared with other industrialized nations. Here is how
two physicians, writing a review article on Dialysis in the US in the The New England Journal of
Medicine recently summed up the problems:

o The yearly mortality among patients being treated with dialysis is nearly 25%,

« Deaths are due mainly to cardiovascular diseases and infections,

o Hypertension is a major risk factor for cardiovascular disease,

o The administration of erythropoietin may worsen blood pressure in about 25% of patients,

o Malnutrition is estimated to be present in about 50% of patients with ESRD and is associated
with increased morbidity and mortality,

o The rates of death among dialysis patients in the US are 25 to 50% higher than those in
Japan and Europe.

This is some of the shocking evidence that the federal ESRD Network program has failed to deliver
quality of care for US dialysis patients. The ESRD Network program is physician-run and mandates
secrecy of quality of care data. Patients are largely defenseless.

What Patients Need

It is time to give up models such as the ESRD Network program and develop programs that include
public release of quality of care data, patient education, direct patient representation, regional patient
committees with power to review and offer public critiques of the actions of the proposed Center for
Health Care Policy and Research. A serious patient safety program should also require dialysis units
and hospitals to release data on their patient safety record in a form that patients can understand.

It would be unthinkable for our government to hide the existence of airplane crashes, along with the
reasons for the crash. Yet, that is what is happening now with medical errors. Once this information is
released on a continuous basis, patients will have the tools and information they need to protect the
quality of their care.

Return to Book Reviews
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Appendix B
The following article The Making and Selling of a Star Drug, written by Merrill
Goozner, appeared in the Chicago Tirbune, Monday, May 24, 1999.

Thccontemofdxeaxﬁcledmbesindcmﬂhowapaﬁenfshealthisbeing
dictated by the corporate lobbiest and driven by corporate profit.
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THE MAKING AND
SELLING OF A STAR
ARCHIVES DRUG
By Merrill Goozner, Washington
ARCHIVES INDEX g‘;ﬁ:; Monday, May 24, 1999
WHATS HERE Section: NEWS .
Wﬁ Page: 1
DETALED HELP

PURCHASING AND  The most expensive drug in the féderal
% government's medicine chest is called
custoMERsERVICE  Epogen--a synthetic version of one of the

ARCHIVESFAQ  body's most vital proteins.

Epogen performs what it was designed to
do in spectacular fashion, helping dialysis
patients fend off anemia and stay more
active.

Just as spectacularly, it has propelled its
manufacturer, California-based Amgen
Inc., to the front ranks of the
pharmaceutical industry’s biotech wing.

This side effect wasn't a miracle. Instead,
Epogen's success is the inevitable by-
product of a8 Medicare system that has
failed to controt costs and a company
that knew how to play the game, whether
that meant paying for high-powered
lobbying or for influential research.

How Epogen went from its development
in a University of Chicago laboratory to a
blockbuster drug sheds light on the high-
stakes maneuvers of the pharmaceutical
industry and on a costly reimbursement
system that is underwritten by taxpayers.

The tab for Epogen, with 80 percent
being picked up by the government, has
more than tripled during the 1990s and
now exceeds $800 million, according to
government records.
http://archive.chicago. tnbune com/@H46164a7.../get_doc.pl’TDBLIST=ct99&DOCNUM=4745 6/13/00
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The story of Epogen also is an important
one for the nation's policymakers and
health-care officials as the government
contemplates using Medicare to pay for
an array of prescription drugs.

Although there are legitimate concerns
about how changes in government
policies might create hardships for
dialysis patients, the debate over Epogen
has effectively been fremed by the one
participant with the most to gain and a
big budget to get its way: Amgen.

The company spends $1.5 million a year
to lobby in Washington. And when its
Epogen profits were threatened, it turned
to some of the capital's heaviest hitters:
the former chairman of the Republican
National Committee, former Sen. Bob
Dole and Sen. Arfen Specter.

Amgen argues that government efforts to
curb spending on Epogen were not in the
best interest of patients and that taking
more of their drug would make dialysis
patients healthier. Amgen's long-term
agenda could double, and perhaps triple,
the use of the drug.

Nearly 40 percent of Amgen's total
revenue comes from sales of Epogen to
government-funded dialysis clinics,
according to the company’s Securities
and Exchange Commission filings. Last
year, Amgen's pretax profit margin was
32 percent of sales, compared with a 19
percent industry average. Amgen is now
the biggest biotechnology company in the
world.

As Amgen's profits suggest, efforts to
control spending on Epogen have failed
consistently. The government has the
power to rein in Epogen's costs in several
ways: For instance, it could unilaterally
reduce the price it pays per unit of the
drug; it could cap patient dosages, which

http://archive.chicago.tribune.com/@H46164a7.../get_doc.pl?DBLIST=ct09&DOCNUM=4745 6/1 3/00
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have been pushed steadily higher despite
ongoing debate over the health and cost
benefits; and it could order changes in the
way the drug is administered. It has done
nothing.

A star drug is born

The protein erythropoietin (EPO),
secreted into the blood by the kidneys,
was first identified at the University of
Chicago by molecular biologist Eugene
Goldwasser in 1977 after two decades of
government-funded research.

EPO signals the bone marrow to produce
red blood cells, which transport oxygen
around the body. When the blood's red
cell count declines—a routine, daily
function—the kidneys automatically
secrete EPO to restore the count.

Failing kidneys do not produce enough
EPO, leading to anemia. In the early
1980s, the biotech industry realized that
whoever developed a synthesized version
of EPO would tap into the huge market
among the nation's steadily growing
dialysis population, which is now
220,000.

Amgen, based in Thousand Oaks, Calif,
won the race to the patent house,
although it had to go through protracted
litigation to win exclusive rights to
manufacture its artificial version of EPO,
which it called Epogen. The company
also has exclusive rights to sell to the
dialysis market.

Before the Food and Drug
Administration approved Epogen in

1989, some dialysis patients needed
blood transfusions to combat severe
anemia, but the transfusions have side
effects, including mood swings and
energy depletion. Epogen was meant to
be a substitute for transfusions and is
administered intravenously during dialysis

http://archive.chicago.tribune.com/@H46164a7.../get_doc.pl?’DBLIST=ct99&DOCNUM=4745 6/13/00
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gessions.

Many dialysis patients, 90 percent of
whom receive Epogen, are living much
better lives because of the drug.

"This product has eliminated the need for
10 percent of blood transfusions in this
country,” said Amgen's chief Washington
lobbyist, Peter Teeley, who was
ambassador to Canada under President
George Bush. *It reduces
bhospitalizations.”

But exactly how much Epogen is

necessary and safe for dialysis patients
seeking to maintain a normal lifestyle
remains the subject of intense debate.

The standard that helps determine
Epogen dosages is a dialysis patient's red
blood cell count, or hematocrit. The
hematocrit for healthy men and women
ranges from 38 to 42.

But humans can lead active lives with red
blood cell counts well below that range.
For instance, dialysis patient Robert
Monroe is happy with a hematocrit
between 30 and 33. During a dialysis
session in Baltimore's not-for-profit
Parkview Clinic, he proudly pointed out
that he can still climb the stairs to his
apartment and ride his bicycle to visit
friends.

“"Sometimes I wake up and I don't have
much energy,” he said. "But most of the
time I feel OK."

The FDA's original approval for Epogen
had recommended that doctors keep
patients in the 30 to 33 range, which
became standard practice in the field.
But, for the last several years, Amgen
and some researchers have argued that
the government should support a
hematocrit in the range of 33 to 36,

http:/farchive.chicago. tribune.com/@H46164a7.../get_doc.pl?DBLIST=ct99&DOCNUM=4745 6/13/00
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Studies have shown that higher
hematocrits, into the upper 30s, make
patients feel better, with more energy and
greater mental alertness.

But other research questions whether
these lifestyle benefits are worth the cost.
Higher hematocrit requires a significantly
higher dosage of Epogen, ultimately
affecting the government's bottom line,
Amgen's profits and the lives of
thousands of dialysis patients.

"It's far from proven that hematocrits of
33 to 36 are better than 30 to 33, and it is
certainly very costly,” said Dr. James
Kaufman of the Boston Veterans
Administration hospital.

Dr. Allan Collins, a physician at
Nephrology Analytical Services at the
University of Minnesota, also questioned
whether the benefits are worth the cost of
raising hematocrits.

"Raising people with hematocrits already
in the mid-30s higher would take three
times as much EPO and have very small
benefits at best,” Collins said. "That's not
responsible health-care policy. It would
be much better if the renal community
focused on those patients with
hematocrits below 30 who have very
serious other diseases.”

Most patients on dialysis have
debilitating diseases like hypertension,
heart disease, diabetes and drug abuse,
the main causes of kidney failure. Nearly
20 percent of patients die annually.
Although that is down from the 25
percent death rate recorded earlier this
decade, many physicians in the field
argue that lowering the mortality rate
further requires better treatment of
patients' underlying diseases.

"Focusing on hematocrits oversimplifies,”
* http:/farchive.chicago. tribune.com/@H46164a7.../get_doc.pl7DBLIST=ct99&DOCNUM=4745 6/13/00
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said John Sadler, who has been treating
patients with kidney failure since the
1960s and now runs Baltimore's
Independent Dialysis Foundation.
"People have to leam how to cope
properly with long-term chronic
diseases. "

Proponents of the higher dosages of
Epogen to achieve higher hematocrits in
dialysis patients usually can boil down
their argument to a simple question:

"Why shouldn't dialysis patients have the
same hematocrit as everyone else?" asked
Allen Nissenson, a researcher at UCLA
and president of the Renal Physicians
Association,

Nissenson's research is partially finded
by Amgen, and he sits on Amgen's
medical advisory board.

The debate over hematocrits not only is
complicated by questions of cost and
eﬂ'ecﬁvenws;italsoiscloudedby
Amgen's role as an underwriter of
research.

But Nissenson and other researchers in
the field say that the money they take
from pharmaceutical companies does not
sway their work.

The National Kidney Foundation—a
patient advocacy group—conducted one
of the most sweeping reviews of the
evolving medical literature, resulting in a
comprehensive set of guidelines in 1997
aimed at reducing the death rate among
U.S. dialysis patients. The final report
notes that the research project was
funded entirely by Amgen.

While not &ll the foundation's conclusions

of the report were favorable to Amgen,

onc'key finding bolstered the need for

higher hematocrits--and, thus, for higher

dosages of Epogen. The foundation
hnp://ardﬁve.chieago.mhme.com/@l{%l64a7..jget_doc.pl7DBLIST=ct99&DOCN'[m=4745 6/13/00
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recommended raising hematocrits into
the 33 to 36 range.

Success, but at what cost?

Using a strategy common among
pharmaceutical companies but little
noticed by the public, Amgen turned to
an aggressive behind-the-scenes
marketing program to boost Epogen's
profile.

Amgen sought to get the word out on the
possible benefits of higher hematocrits,
setting its sights on the physicians and
nurses working in the nation's 2,747
outpatient dialysis clinics.

Many doctors listened, and began
administering more Epogen.

In 1994, dialysis patients with
hematocrits above 36, which Medicare
only reimbursed if a physician prescribed
that higher level, constituted just 7
percent of those on dialysis, according to
government officials at the Health Care
Financing Administration (HCFA), which
oversees Medicare. By 1997, that total
had reached 15 percent and some parts of
the country had reached 30 percent.

Government expenditures for Epogen
also soared. Average annual patient costs
for Epogen rose to $5,000 to $6,000 a
year in 1997, up from $2,000 to 33,000 a
year in 1993, because of increased
dosages.

It was about this time, with the Medicare
bill for Epogen rising to $668 million in
1997 from $446 million in 1993, that
HCFA decided that it was time to do
something about Epogen expenditures.
Including patient co-payments, Amgen
received $847 million through the
Medicare program in 1997. Based on
figures in Amgen's annual report, that
figure grew again in 1998.

http://archive.chicago.tribune.com/@H46164a7.../get_doc.pl’DBLIST=ct99&DOCNUM=4745 6/13/00
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HCFA published a new rule in Angust
1997 that said clinics would not be paid
for the last month's dosage of Epogen if a*
patient's hematocrit went over a three-
morth average of 36.5. The agency also
eliminated the ability of physicians to
make exceptions to its hematocrit

The policy worked. During the next few
months, the average patient's hematocrit
stopped rising and government
expenditures on the drug leveled off,
according to HCFA data.

Amgen, clinic operators and physician
groups asked HCFA to rescind the rule,
claiming that doctors might withhold
Epogen as patients neared the top of the
desirable range.

HCFA refised. Amgen then hired outside
lobbyists to press its case on Capitol Hill.

Among them were Haley Barbour, the
former chairman of the Republican
National Committee, and C. Boyden
Gray, a former high official in the Bush
administration. Later, the Amgen added
former Senate Majority Leader Dole,
now at the high-powered Washington
lobbying firm of Verner Lipfert Bernhard
McPherson & Hand, to its list of
lobbyists.

The lobbying appeared to pay off,

Last year, Specter, a Republican senator

from Pennsylvania whose state is home

to many pharmaceutical companies, and

who, according to Federal Election

Commission records, received $7,000

from Amgen’s PAC during his latest re-

election run, took up the issue at a

hearing of his Health and Human

Services Subcommittee of the Senate

Appropriations Committee, which

determines HCFA's budget.
han/uchive.dﬁcago.uﬂume.com/@H%l64a7../get_doc.pl?DBLlST=ct99&DOCNUM=474s 6/13/00
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Specter angrily demanded that HCFA
rescind the controversial rule. HCFA
complied the next day.

"No company came to me,” Specter told
Bloomberg News at the time. "There
have been a lot of complaints . . . from
people who are suffering."

Specter declined to comment for this
report.

The Amgen-led lobby, once in motion,
did not stop with mere repeal of the rule.
A week after the hearing, Specter
convened & meeting in his office between
HCFA chief Nancy-Ann DeParle, David
Goodkin, who is Amgen's chief medical
officer, and several leading academic
researchers, including Nissenson.

DeParle, who is not a physician and was
relatively new to her post, brought along
no medical advisers of her own to
counter the company presentation on the
necessity of higher hematocrits,
according to Nissenson.

"It was outrageous,” said one
government official who was present, but
did not wish to be identified. "Amgen's
doctors turned it into a sales meeting."

DeParle declined to be interviewed for
this article. :

Last June, HCFA issued another new
rule. This time, it raised the allowable-
hematocrit level to 37.5, the highest ever.
And if a patient happens to go over that
limit, the last month's payment wouldn't
be withheld. It would simply trigger a
"post-payment review."

Epogen sales, after two relatively flat
quarters when the restrictions were in
place, began rising dramatically and
finished up 19 percent for the year. Last

http://archive.chicago.tribune.com/@H46164a7.. /get_doc. pl?DBLIST=ct99&DOCNUM=4745 6/13/00
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November, company officials told Wall
Street analysts to expect continued
strong growth in sales of the drug.

The price game

At the same time that the HCFA rule had
thee&‘ectoflh:iﬁnglipogensalesby
putting a cap on its medical use, the
HCFAhadmhnndareponbynsown
inspector general recommending a
decrease in the price paid clinics for
Epogen to $9 per 1,000 units, from $10.

The move would immediately save the
government $94 million a year, and
patients, who must make a co-payment
for each administration, $24 million a
year, the November 1997 report said.

The National Renal Administrators
Association, which represents the clinic
operators, blasted the report as
"ridiculous.*

“"Providing that drug costs money for
nurses, syringes, keeping it refrigerated,”
said Gwen Gampel, the group's chief
Washington lobbyist. "Take that into
account and they're not making much
money on this drug."

But industry filings with the Securities
and Exchange Commission suggest
otherwise. National Medical Care, which
has 550 clinics and treats 23 percent of
the U.S. dialysis population, says Epogen
sales matenal]y contribute to operating
earnings" becwseAmgengwestlw
company "significant price protection and
volume discounts."

The Clinton administration included the
price reduction in its 1999 budget.
Amgen hired Dole and Verner Lipfert
Bernhard McPherson & Hand to press
legislators. The price stayed at $10.per
1,000 units.

http://archive.chicago.tribune.com/@H46164a7.../get_doc.pl7DBLIS T=ct99&DOCNUM=4745 6/13/00
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But it doesn't require an act of Congress
to lower the price of Epogen. HCFA
could do it on its own but refuses
because the White House would prefer
Congress to do it. When money is saved
legislatively, it can be spent on other
programs. If saved administratively, it is
returned to the Treasury under current
budget cap rules.

President Clinton again included the price
reduction in his new budget submitted to
Congress in February. Democratic
staffers give it little chance of passage.

There are still other ways to reduce the
cost of EPO.

The government could revamp its entire
dialysis reimbursement system, some
experts in the field say. Medicare could
pay a basic rate for dialysis treatment that
would include all drugs and testing,
which would encourage a more cost-
effective use of drugs like Epogen.

Another potential strategy involves the
method of administering the drug.

The same National Kidney Foundation
guidelines that called for higher
hematocrits also called on doctors to give
patients Epogen with a shot rather than
intravenously, because that could
substantially cut dosages--and
government payments for the drug.

"Studies have indicated that EPO
requirements are, on average, about 15
percent to 50 percent less (with)
subcutaneous than with intravenous
dosing," the guidelines said.

"Is it appropriate to introduce some
discomfort for cost savings? I'd say yes
given what the U.S. spends on its dialysis
program,” said Dr. Kaufman of the
Boston VA Hospital, which conducted

http://archive.chicago. tribune.com/@H46164a7.../get_doc.pl?DBLIST=ct99&DOCNUM=4745 6/13/00
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" one of the studies.

But Amgen is opposed to the change. "It
would be a dramatic step to get involved
in the medical process," said Goodkin,
Amgen's chief medical officer. "Some
people say (the shot) is very painful. This
should be left to the doctor and the
patient.”

It also would be very painful to the
company.

In the office of Amgen's chief lobbyist in
Washington, late in 1998, a chalkboard
diagram showed that company sales
would fall 30 percent if clinics began to
administer Epogen through injections
rather than intravenously.
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Appendix C

This letter was written for and submitted at a meeting between the Unit Manager,
her superior, and myself, in 1994. It is important simply because it demostrates the
manner in which patient complaints are dealt with. This letter was posted to my record
and 1 was told at the time, referred to and addressed at a staff meeting. It was then
summarily dismissed and never discussed again. Even though the superior present, with
out hesitation, agreed with it's content completely.

It is now six years later, and the same issues remain.

Accompanying the letter are the results of a small survey I issued to a few
patients and one biotechnician. 1 asked them to respond to this question: What are the
five most important issues in the dialysis industry today. Their answers can be found
following the letter.
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Expectations of your Patient

Always remember your patient is not here by choice. Their joumey to your facility is the
result of a devastating trauma. For most, the path to your door has been fraught with
painful medical procedures, long hospital stays, grievous changes in diet, and a
frightening prognosis for the future.

You choose to work at this facility. It is your job. With it comes the responsibility and
accountability of the position.

Every job inherently has difficult tasks to perform. As well as personal interface with
patients who, under other circumstances would exhibit different behavior than they
sometimes demonstrate under the trying conditions of dialysis.

It is imperative to remember that the interaction between the facility and the patient
remains a buyer/seller arrangement. The patient is still and always will be a client. A
customer to be treated as such. The dialysis facility and it's employees offer a
professional, medical service. The dialysis patient is the end user of that service.

As a standing business entity your facility demand of its patients certain criteria of
protocol and behavior. These policies and procedures have been initiated to act as a
control mechanism, establish guidelines of address, and to attain compliance with
standard medical dictates of the industry.

The patients are asked to familiarize themselves with the required regulations and
prospective treatment programs. Acceptance is considered to be a formatity.

This mandatory list of acceptable behavior and compliance, broken to its simplest
component, reflects the facility’s expectations of those who choose to use their facility for
treatment.

The failure or weakness of this process lies in the answer to one question. What does the
patient expect from the facility? From the health care provider he or she has chosen?

Perhaps this aspect of the treatment program has never thoroughly been explored. If not,
it is time to do so.

Accordingly, the following are the expectations of a patient.
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First and foremost, I am a human being. Know that and keep it ever present as you
prepare for my treatment. What you expect for yourself, expect for me.

Second, study my previous run sheets. Be prepared. If something listed is unclear, clarify
it. Do not guess. Do not assume. If some piece of required information is missing, ask
about it. Verify it. Anything less is unacceptable.

Third, be aware of any biood work that needs to drawn prior, during or after my run. The
information attained from the sample may be vital to a doctor's next course of action or
treatment decision. It must be timely submitted. Preventable delays cause prolonged
suffering of one type or another.

Fourth, my access is my life line. Do not attempt to facilitate the run if you are not
confident with your ability to do so. If I as a patient do not feel comfortable with your
experience and capability, I am protecting my access, not degrading your ego. If I suggest
or demand certain procedures be followed or sights be used, 1 DO KNOW BETTER. It is
my body. It is my right. You would do the same.

Fifth, when initiating a treatment, do not allow distractions. Do not attempt to hold a
conversation with another technician. Do not attempt to answer a question from another
patient. Focus on my access, especially when you have the needle in your hand. Or are
about to remove one. Any unintentional tug or crrant movement of the bloodline causes
an immediate reaction at the needle sight. Please pay attention to what you are doing at
all times. The preservation of my access is at stake.

Sixth, during the treatment, chart my progress more often than the half hour BP check.
Do not assume that everything is proceeding well all the time. Dialysis remains an
arterial access medical procedure. The risks of such have not improved over the years.
The machines have technically improved, the human side has not. Be responsible for
your patient. Chance occurrences do not watch the clock.

Seventh, when discontinuing the run, pay attention to me and only me. Patients differ on
take-off procedures. Again, remember that any movement of the bloodlines has an
immediate affect at the needle sight. DO NOT RUSH. Artificially forcing the saline back
through the return line by squeezing the saline bag is unacceptable. It puts undo stress on
my access. Do not argue, just don't do it.

Eighth, follow ALL policies and procedures with regards to keeping the access sight
clean and sterile no matter how trivial they seem to you. They are not trivial to an
educated patient. If I ask you to change gloves, change gloves. No looks, no stares, no
questions. It's not your access.

Ninth, leave your personal life and it's moods at the door. If I can do it, so can you. The
responsibility of the position you have chosen dictates you do so. As a patient, I do not
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expect you to endure any demands that are not part of the process. I do expect you as a -
Patient Care Technician to fulfill your obligation of completing my treatment to the best
of your sbilities under the guidelines set fourth to do so. You expect as much as a
consumer. 1, as a patient, expect and will accept nothing less.

65-918 2000 -9



Patient’s response (Jason)

1.Patient Care Technician competency.

2. i’aticnt Care Tech training, or lack thereof.

3. Patient education as to patient rights

4. Lack of continual education provided to or taken by Pateint Care Technicians.

5. Lack of understanding by most Patient Care Technicians as to how dialysis
truly .
affects patient health and strength.

Patient's Family (Husband & Wifej
(Chris Draper)

as wriiten:

My wife is a relatively new dialysis patient, less than a year since her first hook-up. In
our limited experience with dialysis units we have 'a couple of concerns that could
potentially be addressed through legislation.

In a conversation I had with a Dialysis tech she said that she was going to go back to
school to become a dental hygienist. She indicated that she could work less hours and
make much more money. I think this points to fundamental error in the paradigm of the
tech's job. These tech's literally hold the life of our loved ones in their hands evrey visit.
And yet, another job has a better reward system. What is it about these two jobs that
allow such a disparity in pay?

All patients in dialysis are in crisis and need special and individual attention by the
Techs. How can you compare that with what a hygienist does?

The hygienist has to go through much more schooling than a dialysis tech. I believe this
to be the fault of the industry. The Techs are given just enough training to do specific
tasks. The rest is leamned on-the-job. My understanding is that when dialysis ub\nits were
starting out, the "techs” were mostly emergency room nurses. Now days the training is
significantly less than that I'm not suggesting that techs need that much training and-
experience, though patients would certainly benefit, the expenses to that would be
prohibitive. But, there must be some middle ground.
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In the unit where we go to, there are roughly three time slots on Monday-Wednsday-
Friday. Somebody must be in attendance from about 6:00 AM to 9:30 PM. Ancedatally, 1
would say Dialysis techs must have a worse work schedule than a hygienst. That should
also be reflected in the pay scales. If the job were more lucrative, hence attractive, then
units would not have as much trouble filling later shifts.

So, what I believe needs to happen, 1) the Techs need to be better compensated. 2) The
techs need to be better educated. How can this be mandated/ Perhaps through a more
rigorous certification process. This should probably include periodical additional training
as a requirement for continuing certification.

I have one other concern, and I really don't know how to approach a mandated solution to
this. I have noticed as occasional lapse in clean techniques. I realize that units do not
require the same level as say an OR. But, we are dealing with invaions into peoplé's
blood streams. and, there is potentially hazardous blood being split in the ordinary order
of these procedures. The incidences I have noticed are not frequent, bit if 1, an un-trained
person has noticed some, what is actually occring? maybe this could be inctuded in the
continuing education I referred to above.

Thank You,
Chris Draper

The last response, from a biotechnician with twenty years plus experience,
follows on the next page.

xvii



3.

256

5 Concerns About the Future of Dialysis

- Training of professionals — technicians, nurses, administrators. Dialysis is a

highly specialized, highly technical branch of medicine. At the present time,
technicians make the majority of dialysis center personnel. In most centers, they have
virtually no background requirements and reccive 2 minimum of training, Initiatives
are underway in scveral states to set standards, but uniformity is unlikely. Technician
training is usually done by registered nurses. Their skills are vital to providing a safe
treatment for the patient. However dialysis is not like other medical treatments. It has
features that are more like an industrial process. Nurses are not normally trained in
the chemistry and physics of water purification, fluid dynamics, or electronics needed
to process hundreds of gallons of blood and thousands of gallons of water daily. Most
fatal accidents in dialysis occur in this realm although it is often given short shrift by
managers and educators. Likewise dialysis administrators need to be able to measure
costs and benefits with regard to safety and efficiency.

Inspection of equipment and techuical procedures. Medicare inspectors need to be
technically aware. Inspections are vital to patient safety. They provide a monetary
incentive for industry compliance to safe practices. However, most inspectors focus
on nursing aspects such as charting, aseptic technique, etc. Water purification
equipment, delivery systems and maintenance practices are almost never inspected.
Reuse of dialyzers. Since the implementation of prospective reimbursement in 1984,
the reuse of supposedly disposable dialyzers has become the norm. The practice is
supported by a great deal of self-serving industry research that purports to prove that
it is “safe” or even beneficial, although not recommended by most manufacturers. It
is likely responsible for a great deal of unreported death and morbidity among
patients.

Development of new techniques. Daily dialysis, wearable kidneys, and many other
promising techniques are not being developed under the present system. There has
not been a really innovative breakthrough in treatment since the advent of continuous
peritoneal dialysis in the early 1980’s.

Home dialysis. The ultimate objective of dialysis research should be to make it so
simple that the patient could carry out the procedures at home without the assistance -
of an expensive staff and facility. We should encourage the development of home
dialysis.
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More than 288,000 people suffering from kidney failure depend on
Medicare to cover the cost of the life-sustaining kidney dialysis treatments
they receive several times each week. These end-stage renal disease
(ESRD) beneficiaries are among Medicare's sickest and most vulnerable
patients, costing Medicare about $10 billion in 1998. Dialysis is a technically
complicated process, and mistakes or poor procedures can cause patients
serious injury or even death. The quality of care that these Medicare
beneficiaries receive at some of the nation’s 3,817 dialysis facilities is in
dispute. On the positive side, death and hospitalization rates related to
dialysis appear to have declined over time. But at the same time, concerns
have been raised about reduced staffing levels at ESRD facilities and the
greater use of potentially less skilled technicians rather than

personnel to i t

The Health Care Financing Administration (HCFA), the agency that
administers Medicare, is responsible for overseeing adherence to its
quality-of-care standards and promoting quality improvement among ESRD
facilities. HCFA pays state agencies to perform on-site inspections of these
facilities and contracts with 18 organizations, called ESRD networks, to
gather data about dialysis treatments and conduct activities to improve the
quality of care patients receive. You asked us to evaluate HCFA's processes
to ensure that ESRD facilities meet quality-of-care standards. We focused
our work on determining (1) the extent to which on-site inspections of
dialysis facilities are performeed and problems are identified, (2) whether an
effective process exists to ensure that dialysts facilities correct problems,
and (3) what steps are being taken to use available monitoring resources as
effectively as possible.

Our report is based in part on analysis of information from national
databases compiled by HCFA, state survey agencies, and ESRD networks.
For a more in-depth review of actual itoring and enfor

Paged GAG/HEHS-00-114 Medicare Quality of Care
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activities, we focused on work being done by state agencies in California,
New Jersey, Texas, Oregon, and Washington, and at the four HCFA regional
offices and the four ESRD networks that oversee dialysis facilities in those
states. We conducted our work between November 1999 and May 2000 in

dance with il pted gov auditing standards.
Appendix I ins a more detailed explanation of our scope and
met.hodology

Results in Brief

Over the past 7 years, the number of HCFA-funded inspections of dialysis
facilities has declined significantly. These unannounced inspections,
commonly called surveys, whxch are HCFA's primary tool for ensuring that
facilities meet standards pr g pati " health and safety, were
conducted at only 11 percent of the dialysis facilities eligible for

* recertification in 1999, compared with 52 percent in 1993 W'hen such

surveys were conducted, they showed that is a probl

For example, in 1999, 16 percent of the surveyed facilities had deﬁclencies
severe enough, if uncorrected, to warrant terminating their participation in
Medicare. To enable more frequent surveys, HCFA has requested a
threefold increase in funding for on-site inspections in its budget request
for fiscal year 2001. This funding level would support a survey of all dialysis
facilities every 3 years.

While increasing on-site surveys will likely encourage more facilities to
improve conditi the enf system provides little assurance that
corrections will be sustained. Essentially, HCFA’s only current enforcement
tool is to terminate a facility from the Medicare program if it does not
correct its deficiencies. The threat of termination brings nearly all facilities
into compliance for a while, but they do not necessarily stay that way. In
every state we visited, we found instances in which facilities that had
corrected their problems were found to have serious problems shortly
afterward. The Congress has authorized HCFA to use other enforcement
tools, such as the denial of payrment for Medicare services, but HCFA
maintains that this authority would have limited effectiveness and
applicability. For example, HCFA has not taken steps to use denial of
payments because, like termination from the program, this sanction could
be applied only if the facility failed to return to compliance.

HCFA is planning to use clinical and data (such as patient death
rates) more extensively in deciding which facilities to survey and monitor
more closely. Although the information HCFA intends to use may help in
that regard, it has limitations as well. These data are designed to give a

Page 4 GAO/HEHS-00-114 Medicare Quality of Care
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picture of the care being provided m ESRD patients generally, but they are
often not current, detailed, or reli gh to detect specific facilities
that are providing substandard semm For example, we found instances
in which facilities had abo scores but were
found to have serious deﬁmenaw dunng on-site surveys. HCFAs ESRD
networks already collect id le facility-specific information, such as
patient complaints, that is more timely, but they do not necessarily ghare it
with state survey agencies. One state where such sharing had occurred
showed positive results.

To give facilities a greater incentive to remain in compliance, we suggest
that the Congress consider strengthening HCFA's authority to impose
y penalties on dialysis facilities that have the most severe or
P d serious deficiencies. We are also recommending that HCFA
strengthen its systems for targeting on-site surveys and make use of
additional available enforcement tools.

Background

Kidney Dialysis Services

The Medi program covers di is services for pati suffering from
ESRD, the stage of kidney impairment that is considered irreversible and
requires either regular dialysis treatments or a kidney transplant to
maintain life. Kidney failure can result not only directly from kidney
disease but also indirectly from other diseases, such as diabetes and
hypenensxon Dlalysns is a technically complicated process that is

iduali date each patient’s needs. There are two general
modes of dialysis treatment: h dialysis and peritoneal dialysis, both of
which can be performed at a dialysis facility or at home. During
hemodialysis, the patient’s blood is filtered through a dialysis machine that
withdraws fluid and toxic materials before returning cleansed blood to the
patient. In peritoneal dialysis, the removal of fluid and toxic materials takes
place within the abdominal cavity by means of c} ing fluid and drai
The vast majority of ESRD pati (86p ) receive h dialysi
Generally, an ESRD patient has three dialysis sessions per week, lasting 3
to 4 hours each, usually provided on an outpatient basis.

Program Has Grown
Dramatically

Almost all dialysis patients, regardless of their age, are Medicare-eligible,
making Medicare the main payer of dialysis services. Total expenditures for

Page 8 - GAQ/HEHS-00-114 Medicare Quality of Care
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the Medicare ESRD program, authorized in 1972, have grown steadily from
$229 million in 1974 to over $11.4 billion in 1998. A major reason for the
increase in program costs is the dramatic rise in enroliment: total
1L for those beneficiaries requiring dialysis or t L has
risen from approximately 16,000 in 1974 to over 360,000 in 1998. The

mcrease in enrollment has been fueled by expansion of the criteria that
who is an P bl didate for dialysis. For example,
p are g dialysis for older patients—the number of

i in the ESRD program who are 65 or older increased from 5 percent
in 1973 to 50 percent in 1997. In addition, the program is admitting more
patients with hypenensnon and severe diabetes (see app 1I for additional
information on the ch hics of dialy ients). The
nmnberofdin!ys:siaahhahasgmwnms&epwnmﬂ\eyowﬂ\inthe
number of dialysis patients. Since 1993, the number of facilities has
increased at an average rate of 6 percent annually, reaching 3,817
participating facilities in 1999.

¥

Medicare payments, whlcharebasedpmnaﬂlyonaﬁxedmmper
treatment, have i h d since p inception.
For facilities that aim to maximize profits, such fixed payment rates can
create incentives for efficiencies, but they can also be an incentive for

d vice. This d greater efficiencies has spurred
considerable industry consolidation into for-profit facilities and chain
iders. The Medi P: Advisory Commission reported that in

1997 68 percent of the non-hospital-based facilities were for-profit. And
three-quarters of all for-profit dialysis facilities were affiliated with a chain.
In 1998, dialysis facilities used about 12 percent fewer staff to administer
dialysis than in 1993. Fmﬂ\ennore, they maeasmgly rely on lowercost
technicians rather than

P

HCFA Relies on State
Agencies and ESRD
Networks for Oversight

HCFA has established a set of quality-of-care standards, called “conditions
of participation,” that dialysis facilities are required to meet before they can
receive Medicare payments. The conditions of participation are regulatory
standards, first established in 1976, designed to ensure that dialysis
facilities are capable of furnishing quality care in a safe environment. There
are 11 conditions of participation covering areas such as the physical
environment of the facility, the adequacy of patient care plans, and the
management of the facility (see app. III for a more detailed description of
the 11 conditions of participation).

Page 8 GAO/HEHS-00-114 Medicare Quality of Care
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Oversight of the program falls primarily on state survey agencies and ESRD
networks working under contract with HCFA. Each plays a separate
oversight role. State survey agencies—generally state departments of
health—are responsible for verifying that dialysis facilities comply with
conditions of participation. They do so primarily through unannounced site
surveys of dialysis facilities. These agencies, which have expertise in health
and safety issues, are frequently responsible for surveying other types of
health care facilities '.hat requ]re certification for participation in the

Medi i homes and home health agencies. No
statutory requ:rements exist for the frequency of state surveys of dialysis
facilities; rather, the frequency is determined mainly by the funding
available. For fiscal year 2000, state agencies are expected to receive about
$2 million for survey and certification of dialysis facilities.

State agencies, with HCFA's concurrence, determine whether problems
identified during a survey are serious enough to warrant finding a facility
out of li with a condition of participation. If a facility is found to
be out of li and the deficiencies are not corrected—generally
within 90 days—the facility is subject to termination from the Medicare
program. If deficiencies are so severe that they put patients’ health and
safety in immediate jeopardy, the facility has only 23 days to make
correcnons (thls is called the “fast tmck" for termmanon) To determine
iencies have been adeq d, the agency
another on-site survey. If the facility is still out of complmnce, the state
agency refers the facility to HCFA, which is responsible for prescribing and
reviewing additional corrective actions and, if these additional steps are
insufficient, proceeding with the termination process. If deficiencies are
corrected or plans for correction are developed at any time during this
process, the process to terminate is stopped.

ESRD networks are organizations that contract with HCFA to help ensure
effective and efficient administration of the ESRD program and improve
program performance. The 18 networks are funded through a fifty-cent
charge on each Medicare dialysis treatment, which for fiscal year 2001 is
expected to total about $18 million. ESRD networks have medical staff
with experience in dialysis, and their boards of directors and medxcal
review boards are composed of dialysis facility rep ives, ph

and dialysis patients. As a result, t.hey tend to have more clinical expertise
specifically on dialysis than do state survey agencies.
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In contrast to state agencies, which check for adherence to conditions of
pamcxpauon, the networim are responsible for quahty improvement, which

on imp g the clinical of dial facilities. Network
activities include tdenufylng and collecting data on key clinical indicators
and fumnishing individual facilities with regional performance data on
clinical indicators so a facility can compare its performance with that of
other facilities. The networks also provide technical support to help
facilities improve their performance on the key indicators. In the aggregate,
these indicators show that the quality of dialysis care nationwide has been
improving. As evidence, HCFA's 1999 data report cited first-year patient
death rates, which, after adjustments for some patient conditions, declined
from more than 30 per 100 patient years in 1986 to slightly more than 21 in
1996 ! The data also showed nuu.m 1997 72 percent of the sampled

i i d by urea

increase from 59 pencent in 1995. The use of clinical outcome dat.a has
evolved from a tool to assess the overall quality of dialysis services at the
patient level to being considered by HCFA as a method to assess the quality
of services at individual facilities.

In addition, networks conduct specific quality improvement projects with
dialysis facilities, handle grievances regardjng patient care, and assist

in finding dialysis providers. N ks also conduct on-site
inspections at facilities to assess procedures and mst facilities in
improving the quality of care they provide. To in Medi

facilities must cooperate with network data collecuon efforts and qua.hty
improvement projects.

Oversight of state survey agencies is coordinated by HCFA's Center for
Medicaid and State Operations in its central office and its 10 regional
offices. Oversight of the 18 ESRD networks and their activities is
coordinated by HCFA's Office of Clinical Standards and Quality and
regional offices in Boston, Dallas, Kansas City, and Seattle.

'National Institutes of Health (NIH), United States Renal Data System (USRDS), USRDS
1999 Annual Data Report (Bethesda, Md.: NIH, Apr. 1999), p. 76.
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On-Site Monitoring
Program Surveys a
Limited Number of

Dialysis Facilities

On-site inspections by state survey agencies are HCFA's primary oversight
tool to ensure that ESRD facilities meet Medicare conditions of
participation. An effective monitoring program should ensure that
deficiencies are identified and corrected at surveyed facilities and that
facilities are surveyed often and with enough randomness to give facilities
an incentive to remain in compliance with standards. However, the number
of recertification surveys performed each year is decreasing and has
reached the point that only a small fraction of the facilities are surveyed.
This is a matter for concern because we found ample evidence that serious
health and safety probl existina ber of dialysis facilities.
Recognizing that dwindling surveys presents a serious risk to effective
monitoring, HCFA has d a nearly threefold i in funding for
ESRD surveys in its 2001 budget.

Most Facilities Go Many
Years Between Surveys

Inspections are required (1) when a facility begins to participate in
Medicare, (2) when a facility changes or expands services, such as starting
a dialyzer reuse program,’ and (3) when a facility relocates. Aside from
these requi there is no provision in law or lation that sets a
maximurm period between surveys. Rather, the interval between a facility’s
initial survey and subsequent recertification surveys depends on HCFA's
survey goals; indications that additional surveys are needed because ofa
complaint or a grievance; and the extent of the survey resources made
available through HCFA’s contract payments to the states and through
other funding sources, such as state appropriations. Generally, states
determine which facilities to survey with only limited input from HCFA or
ESRD networks. State agency officials told us that they use criteria such as
the date of the last survey and the volume and type of complaints received
to set their survey agendas.

Since 1893, the ber of HCFA-funded dialysis facility surveys has
declined substantially. At the same time, the number of new facilities
entering the progr lly has i d. These new facilities—each
requiring a survey—along with a decrease in funding from HCFA, have led
to asub ial drop in the p of existing facilities surveyed (see
table 1). In 1993, 52 percent of facilities in the program prior to 1993

’Adizbwisaﬁuuﬂmisusedmdeanwmematedalhumthepaﬁm‘sbloodDialyun
mnbeusedmulﬁpleﬁm:onmesunepaﬁmifdialysislaciﬁﬁamﬁshpmcedam—
Mwmpvwimuedmmndalds——wdmmddmmmdizmmeruchuse.
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received a recertification survey. By 1999, only 11 percent of the facilities
subject to a recertification survey were resurveyed. At the current survey
rate, once a dialysis facility receives its initial certification survey, it is not
likely to be resurveyed for about 9 years. Currently, 772 active dialysis
facilities have not been resurveyed in the last 5 years.

Table 1: Number and Percentage of Dialysis Facilities Resurveyed, 1983-99

Total number of facllities

that could be resurveyed
Year of Total number of facilities {existing facilitles onty— Total number of facilities
survey partl g In Medi new facllities) resurveyed  Percentage resurveyed
1993 2,559 2,334 1,218 52
1994 2,741 2517 727 29
1995 3,000 2,697 389 14
1896 3,209 2,942 478 16
1997 3,448 3,148 469 15
1998 3,659 3,370 398 12
1999 3,817 , 3,589 409 1
Note: Our analysis starts with 1993 because it represants the poini where the downward trend in
fesurvey activity starts. in addition, data from prior years ars less complets and lkely understate the
true levei of survay activity. mmpmrwmmmmwumm
fesurveyed in prior yoars was comparable to
Source: GAD analysis based on data from HCFA.
Percgntage of Surveyed The infrequency of surveys makes it impossible to determine the exact
Facilities With Condition-of- €xtent to which dialysis facilities are currently in compliance with the

Participation Deficiencies Is
Rising

conditions of participation. However, data indi that the p tage of
inspected facilities found to be out of compliance has mcreased
significantly during the 19905 In 1993 6 percent of facilities surveyed were
cited for a condition-of-particip defici , that ber rose to 15
percent in 1999. In two states we visited, state surveyofﬁcmls have
conducted more frequent on-site inspections. They were able to do this
either by reallocating survey resources from other types of health care
facilities, like rural health clinics, to dialysis facilities or by using additional
funding from their state governments to fulfill their role in state dialysis

These data are based on our analysis of recertification surveys only.
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facility licensing laws. In these states, inspectors found facilities out of
compliance at high rates.

» Oregon. During a 20-month period from June 1998 to March 2000,
Oregon’s state agency conducted 41 surveys spread across the state’s 39
dialysis facilities.* Eleven facilities (26 percent) were found to be out of
compli with the Medicare conditions of participation. Had the state
not stepped up its efforts, it would have taken 4 to 10 years to identify
these seriously deficient facilities.®

e Texas. Thep of a state dialysis li requi in 1996 led
to admmanc increase in the number of dialysis facility surveys in Texas.
In 1996, in order to license the facilities, the agency surveyed all 244 in
the state and found that 33 (14 percent) were out of compliance with
Medicare conditions of participation, compared with a national average
at the time of about 9 percent.

The five conditions of participation most c ly cited as defici
accounted for 75 percent of all deficiencies reported during 1893 through
1999. Table 2 lists these conditions of participation as well as describes
examples of the potential for harm resuiting from these deficiencies.

*These inspections included initial surveys, recertification surveys, and surveys required
before the facility can initiate a dialyzer reuse program.

#Both the and i assume that the state would survey 10 percent
o{mlmlmuuchyw(theﬂCFAgoalntheume).ThemmmmmmmlemmuM
the 11 out-of- facilities were yed first, and the maximum estimate assumes
they were surveyed last.
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Tabile 2: Top Five Conditions of Participation Identifiad as Deficient and Their Potential Adverss Effscts, 1993-99

Percentage of

total

deficlencies,

199309 Condition of participation of 1 effects of

23 The body shouid adopt and enforce  Certain procedures are associated with dialysis for which
writtan rules and regulations, including operational rules  failure to follow established protocols could result in
and patient care policies, to safeguard the health and serious injury. For instance,
safety of patients. delivery system policies procedures can lead to

and adverse drug events that increase a
patient’s risk of of death.

19 The facifity's physical Deficient ‘coukd lead to lfe-threatening
sanhryada,andcomfombleforpaﬂuﬂs.m andthe complications. For instance, if a dialysis pump is not
public. inspected and the patient may

experience blood loss, receive an air bubble, or sustain
other serious injury during dialysis.

13 Ttnmmdhmndmyzersanduwﬂesumldm Defbunmusopmcﬂeea i to chemical
only in facifities that means of direct introduction into
- Mr circulatory systems. ESRD patients are more

susceptible to infaction, and close attention to infection
control is a critical prevention measurs.

12 Tholong-tatmpmwamandpwommphmm Deficient patient care planning can result in ineffective
anaprnfassb , muttidisciplinary health treatment. For instance, an inadequate patient care plan

dwobpedawdnenlong—tann—campiantoemum could fail to identity and refer a patient who is eligible for
each pationt roceives individualized care and the kidney uansplantOr!heeamplaneoddhﬂtolnch:da
appropriate type of dialysis treatment. nmtom\gubmbrpaﬁsms cardiac conditions such
as arrhythmia, which can be a life-threatening
during dialysis.
9 The director of the renal dialysis facility should be a Hdlalysisehﬂsmndpmpeﬂyhalmdﬂuycanndbe
physician and trained in the care of expected to respond quickly and effactively to the range of
ESRD patients. The director, am‘goiheuhhm.lsabo wnﬂuﬁwwﬁmanmmwmm
responsible for ensuring the proper training of
Source: GAD analysis of HCFA data,

HCFA Is Seeking Funding Inim2001 budgetsubmisslonmﬂ\eComeCFArequestedaneaﬂy

for More Surveys 1d i in the funding for dialysis facility surveys—from $2.2

million in fiscal year 2000 to $6.3 million in 2001. This increase, according
to HCFA, will ensure that ESRD facilities are surveyed at least every 3

years. HCFA is seeking this additional funding in

p to the declini

survey frequency and the rising number of deficiencies identified, as weil
as information from states regarding complaints about dialysis facilities.
Nationwide, complaints to state survey agencies rose 22 percent from 1998
to 1999. As a case in point, the OregonDepuunentofHealﬂueceivedmz
complaints in 1997, 6 in 1998, and 19 in 1999.
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| ]
Enforcement Process

Gives Facilities Little
Incentive to Sustain
Compliance

Bven if the frequency of state on-site mspecuons increases, HCFA's
actions agail g facilities provide little i thv
for facilities to make more than temporary improvements. The
effectiveness of HCFA's enforcement of condition-of-participation
requir is limited b HCFA relies on termination from
Medicare—or, in reality, the threat of terminati as its sole enfi
tool. To escape termination from the program, facilities almost always
bring th lves back into ¢ li but they face minimal
consequences if they again slip out of compliance. For a variety of reasons,
HCFA has not developed or used other sanctions that would give facilities
more of an mcennve to maintain compliance with conditions of
participation.® In combination with the decreasing frequency of state
surveys these factors severely limit HCFA's ability to promote long-term
compliance.

Threat of Termination
Brings Facilities Into
Compliance but Does Not
Necessarily Keep Them
There

HCFA uses the threat of termination as its primary enforcement tool. When
state agencies identify problems that are sufficiently serious to put the
facility out of compliance with a condition of participation, they begin a
process, through HCFA, by which the facility either corrects its deficiencies
or is termi d from the Medi progr Before a facility can be
terminated, it has an opportunity to correct its deficiencies or develop an

ptable plan of correction. Actions and plans may include establishing
new procedures and policies, documenting and clarifying roles and
responsibilities of facility staff and managers, recruiting qualified staff, and
conducting in-service training of personnel. Once the state agency
determines, normally by a revisit, that the deficiency has been corrected
and has reasonable assurance that it will not recur, the termination process
is stopped.

*We use the term “sanctions® mmmwmmmmwmmmm
denial of and from the Medi

program.
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In practice, facilities nearly always correct such deficiencies and are rarely
terminated. For example, 481 of the surveys conducted since 1993 resulted
in at least one condition-of-participation deficiency,” but only three
facilities have been terminated for not correcting a deficiency.® According
to HCFA officials, the goal of the monitoring and enforcement program is
to bring problem facilities back into compliance with conditions of
participation, not to punish them. They stated that the threat of termination
from Medicare is an effective method to bring about compliance.

Although the threat of termination is effective in bringing a facility into
compliance, it provides little assurance that a facility, once recertified, will
not immediately slip out of compliance again. For one thing, while facilities
are correcting their deficiencies, they are allowed to continue to receive
full Medicare payments, and they do not have to reimburse Medicare for
payments they received when the services and care they provided were not
at the level required for payment. Moreover, if they slip out of compliance
again and face termination, they can avoid it by returning to compliance
during the grace period.

The length of time between surveys makes it difficult to determine how
quickly and how often facilities fall out of compli However, analysis of
the survey deficiency database suggests a pattern of repeated deficiencies.
For example, of facilities with four or more surveys,’ 38 percent of those
that had deficiencies on their most recent survey were also deficient on at
least one of the same requirements on their last prior survey. More than
half of them had two or more such repeat deficiencies.

In some situations, termination is not used even when a facility fails to take
appropriate corrective action after the termination process has begun.
State, network, and HCFA officials told us that termination is not always an
option because it could create serious access problems for patients using
that particular facility. In fact, to avoid such access problems, throughout -
the termination and.corrective action process—which can last 90 days or

"This figure includes both recertification surveys and complaint surveys.

*One additional facility voluntarily withdrew from Medicare because of the threat of

termination. While HCFA's deficiency data identified 12 faciliti i i

we excluded those terminations that were not linked with a facility’s failure to correct
PSP RAA oy

*Only a facility’s four most recent surveys are included in HCFA's survey database.
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more--noncomplying facilities continue to receivé Medicare payments and
may continue to accept new Medicare patients.

During our state visits, we also identified cases in which facilities returned
to compliance only to be found out of compliance again a short time later.
Three examples follow.

* Washington. On March 24, 1999, a facility was cited for noncompliance
with such requir as following physician orders, following anemia
management protocols, and following up on adv incid at the
facility. The state accepted a corrective action plan on July 21. However,
on October 13, a lengthy complaint was filed alleging that the same
types of deficiencies found during the survey were still occurring and
that the facility’s was not correcting the problems. The
complaint also included a long list of incidents that allegedly occurred
over a 6-month period, including the months the facility was reported to
be taking corrective actions. Many of the allegations and incidents in the
complaint were substantiated during the state investigation, including
problems that were also cited on the prior survey: for example, not

writing reports for serious incid such as medication errors, in
wluch panents did not receive prescribed medication and in which other
d ions that had not been prescribed for them.

During this same investigation, the state found poor patient care
pmcﬁces, such as leavmg a panem on a bedpan throughout the 3-hour
Overall, the deficiencies found were
so severe that they posed immediate jeopardy to patient health and
safety, and the facility was placed on a fast track to termination. The
facility again took corrective actions that were acceptable to the state
and HCFA, and at the time of our work, continued to dialyze Medicare
patients.
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e New Jersey. A facility’s mmal certification survey on February 26, 1996,
found us defici including having untrained personnel
responsible for water treatment, not testing chloramine levels of water
daily, not having a quality assurance plan, and poor patient care
planning. After developing an acceptable plan of correction, the facility
was certified to operate six dialysis stations, treating 35 patients. Over
the next 18 months, the ESRD network conducted several on=site visits
at the facility and each time found serious and continuing problems. For
example, patients were placed at serious risk because dialysate (the
fluid used to extract toxins from the blood) was prepared using
untreated water. Furthermore, the facility’s treated water, dxalysale and
dialysis machines had bacterial c ination that
levels.” In 1998, the state agency resurveyed the facility and found the
problems identified by the network as well as the same deficiencies
found earlier by the state. In response, the facility again developed an
acceptable plan for corrections. Since then, the facility has continued to
treat Medicare patients and has not been resurveyed in more than 2
years.

» Texas. A facility cycled in and out of compliance over a 9-year period
while developing numerous plans of correction at the direction of both
the state and the ESRD network. On many occasions, the deficiencies
were S0 severe they put the health and safety of the facility’s 227
pahents in i di pardy. For le, the facility had repealed

regardi ,pmvxdmg dec levels of dialysi
pa.uem anemia, and planning patient care. In 1999 HCFA put the facility
on a fast track to termmnnon, cmng such deficiencies as not providing
care y to add dical needs, not plying with
physicians’ ordem, lack of physician planning of and supervision over
patient care, and not following up on adverse incidents. it took more
than 4 months and two revisits from the state before the facility came
back into compliance. However, when the state conducted a survey 4
months later, the facility was again out of compliance. At the time of our
review, state agency officials were exploring enforcement options under
state licensing authority.

¥Federal surveyors from the HCFA regional office jed the network "yOI'S On
one of the facility visits and observed many of these problems.
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Other Enforcement Tools Termination is one of I enf tools available to HCFA, butit is
Are Not Being Used the only one in use (see table 3). HCFA maintains that the other tools have

that have p! d them from being used as effective
alternatives. The following secti di each enfor tool for
dialysis facilities and the limitations that might be affecting its use.

______________________________________________________________ ]
Table 3: Overview of Enforcement Tools Avallable to HCFA

tool

Extent used Concerns of {imitations

Failure to comply with  Termination from the Medicare

lmmmnnhdﬂryisnmm Successhdl in bringing facilities back into
eomp(hneo

Medicare conditions of program acondition of  compliance, but not necessarily at
participation for keeping them in compliance
Salvels facilt
Denial of payment for new Not Like facilities can avoid this
Maedicars patients by HCFA ction by g to
Failure to follow denial of Not into HCFA HCFA maintains that applying this
industry standards and wvbapmmmmhdmy procedures sanction would be cumbersome
practices for reusing was out of compilance
Failure to partici in from the Never lovied against a facility Only option available if the deficiency is
ESRD network quality- program serious
of-care initiatives, or to
pursue quality-of-care
Denial of payment for new patients Never levied against a facility Limited applicability——can be used onty
admitted after the effective dats of for nonsarious deficiencies
the sanction
Reduction of a facility’s payment  Never levied against a facifity Limited applicabifity—can be used only
rate by 20 percent for each 30-day for nonserious deficiencies
period that the facifity continues to
not participata or pursue goals
after being directed to do so
Withholding all payments, without  Never levied against a facifity  Limited applicability—can be used only
interest, for all ESRD services for nonserious deficiencies
Denial of Payment for New In 1987 the Congress gave HCFA the authority to develop regulax:ions
Medicare Patients allowing the agency to deny Medi p for new pati

facilities that are not in compliance with the conditions of pamapauon. At
that time, the Congrwnotedt.hatHCFAmaybe reluctant to use
termination, even in cases of serious d ies, but that p ion or
technical assistance alone maynotbemfﬁuenttobﬂngfm:ihhs mto
compliance. However, HCFA has not p i} for d
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Retroactive Denial of Payment
for Improper Dialyzer Reuse

Penalties for Noncompliance
With ESRD Network Activities or
Initiatives

payments. HCFA officials told us that denying payments would offer no
advantages over termination because, under the law, facilities can avoid the
penalty by returning to compliance within the grace period. In that sense,
denial of payments would operate the same as termination—it would occur
only if the facility did not comply.

The Congress provided HCFA additional and broader authority to address

facilities not complying with dards and requir for repr
and ing dialy Compli with pted dards is important to
p the kened i of dialysis pati from being

exposed to microbial contamination and dangerous levels of the germicide
used to clean the dialyzers. HCFA was authorized to impose sanctions
retroactively when a facility failed to follow industry guidelines on
appropriate reuse procedures, even if the facility had corrected its deficient
practices. Unlike termination, this tool also can be used for deficiencies
that are not considered severe ugh to ct i aviolation of the
applicable condition of participation. HCFA has not incorporated this
authority into its procedures, believing that it would be too cumbersome to
do so. HCFA officials explained that it is administratively difficult to use
this sanction because it is hard to identify which specific dialysis
treatments are actually affected by a facility’s deficient process for
dialyzers.

We disagree that this authority would ily be b to
implement—at least not in all instances. Many of the important reuse
standards relate to p and p d that affect almost all patients

in a facility. As a result, if a deficiency is cited that affects all or most of a
facility’s patients, determining which payments should be denied may not
be as difficult as HCFA assumes. Our state-level reviews showed instances
in which such conditions applied. That is, many of the deficiencies affected
all patients that were dialyzed during the period examined, and surveyors
were able to identify specific days of noncompliance. Payments made for
services provided during the period of the deficiency would thus be subject
to recoupment under current lati requiring relatively little effort on
the part of claims processing contractors to establish the appropriate
amounts.

HCFA has several fi ial ions at its disposal if facilities do not
cooperate with ESRD network activities or pursue the network’s quality
goals and initiatives. After providing notice to chronically deficient
facilities, HCFA can deny for new patients, reduce p for
services provided, or withhold payments altogether. However, the law only
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authorizes use of these fi ial if the defici does not
“jeopardize patient health and safety.” This, in practice, creates an
enforcement paradox. Networks are inclined to refer only facilities with
serious deficiencies to HCFA for sanction, but only the nonserious
deficiencies would be subject to the fi ial sanction. For serious
deficiencies, termination is the only sanction available.

In practice, the networks try to ed idk hnical assi:
require corrective action plans and progmss reports, and generally use
more collegial means to ch: the behavior of lying facilities.

Since 1993, only two tactlitiw nationwide have been recommended for
alternative sanctions by ESRD networks.!! Each involved a situation in
whxch the network determined that patient health and safety were being

of a lack of fund. tal and but
dle facility did not respond to the network’s eﬂ'ons to address the
problems. In both cases, HCFA did not p d with tions but i d

relied on surveys to document problems and on the threat of termination to
bring about needed changes.

Enforcement Tools
Available for Dialysis
Facilities Are More Limited
Than Those Available for
Nursing Homes

HCFA does not have the same tools to create strong incentives for ESRD
facilities to maintain compllance t.hat it does for nursing homes. In 1987,
largely in resp to h g that many ing homes tended to
cycle in and out of pli with dards, the Congress authorized
HCFA to levy civil monetary penalties of up to 310,000 per day on homes
that do not meet Medicare requirements of participation. The Congress
intended these penalties to create a strong tncenuve w maintain
compliance. In July 1985 HCFA established in that
homes are subject to these fi ial ctions on the basis of the severity
of their deficiencies and can also face financial sanctions if they have

D d serious deficiencies. These latter penalties can be levied without
allowing a grace period to correct the deficiencies, and they can be applied
even if a nursing home corrects the deficiencies. In our previous review of

and various to ing the facility’s
wum&mmmpammmrknmmmeCFAhnpmemm
withdrew from before the d: could
ummenmApmmammmmmmm
health and safety, HCFA could not pursue altemative sanctions.
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enforcement of nursing home standards, we reported that while
administrative problems with appeals had not yet been resolved, civil

tary penalties may provide a strong deterrence to severe or sustained
noncompliance.”

R
Steps Under Way to
Target Survey
Resources Have
Limitations

HCFA has been working on a pilot project that will use available facility-
specific data to help state surveyors select facilities for review. While this
idea has merit, for such a screening process to be effective, the data must
be more timely and reliable than what HCFA currently has at its disposal.
Moreover, the extent to which outcome measures, which would be
included, would accurately predict the presence of serious health and
safety deficiencies that would be identified through on-site inspections is
unclear. In contrast, opportunities exist to better target resources through
improved communication between the ESRD networks and state survey
agencies. Thus far, HCFA's efforts to facilitate the exchange of information
between networks and survey ies have been i si

.HCFA Is Pilot Testing Data
Profiles of Individual
Facilities to Help Target
Surveys

In May 2000, as part of a pilot project, HCFA sent individual dialysis facility
profiles created using available facility-specific data to the seven state
survey agencies participating in the pilot. These profiles are designed to
help state agencies determine which facilities to select for on-site
inspections. The information f on the adeq of dialysis provided,
the freq of some dialysi iated ations and d and
ﬂ\etypaofpmcﬁcwusedbymefadﬁdwinadnﬁmsteringdmysisand
reusing dialyzers. This information comes from a number of sources. Part
of it is data currently used to prepare annual reports on renal care, such as
standardized mortality and hospitalization rates. HCFA obtains other data
through claims for payment that facilities file with intermediaries. These
claims include information on the ad 'y of dialysis tre (the
urea-reduction ratio) and an assessment of anemia in patients
(hematocrit). HCFA is also using data on patient infections collected by the
Centers for Disease Control and Prevention.

HCFA plans to collect feedback from the seven pilot states in the fall of
2000 and to begin training surveyors in the use of the profiles in early 2001.

BNursing Homes: Additional Steps Needed to Strengthen Enforcement of Federal Quality
Standards (GAQG/HEHS-99-46, Mar. 18, 1999).
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The evaluation of the pilot project is scheduled to be completed in early
2001, but at the time of our review, the evaluation plan and criteria had not
been set.

Available Information
Reflects Problems in
Capturing Conditions at
Individual Facilities

Available Data Are Neither
Timely nor Necessarily Reliable

Beeause the facility profile project is now being tested, we did not

I it. H , we did identify several issues that
need to be eonsxdened before the data are used to significantly influence
the survey selection process. The major concern is whether the data are a
strong predictor of noncompliance with Medicare standards. In the states
we visited, we found cases in which facilities had good clinical outcome
scores but were identified in on-site surveys as seriously out of compliance

with Medi dards. For instance, during a complaint investigation,

state surveyors and network quality staff found serious, life-

th:ealening deﬂclendm, such as a lack of knowledge of basic medxcal and
like L, and water

purity. However, when network officials reviewed the fadlity‘s clinical
outcomes, the facility had better-than-average scores.

Whether the data come from Medi claims or through coll by
ESRD networks, the process by which HCFA collects and aggregates data
on ESRD patients and services takes time. Much of the data for the facitity-
specific profiles is at least 2 years old. For example, the facility profiles for
the year 2000 report hospitalization and mortality data from 1996 through
1998. The Centers for Disease Control and Prevention surveillance data
included in these profiles were collected through a 1997 survey. The
screening tool proposed in the HCFA pilot would thus reflect conditions at
the facility that were at least 2 years old. It is reasonable to assume that,
given the dynamic nature of the industry, such a screen would not reflect
current conditions.

Although clinical , such as h rit levels and the

duction ratio, are 1] pted as good of dialysis
service quality, the assessment of the reliability of the measures reported to
fiscal intermediaries yielded mixed results. For example, an initial internal
study found differ b the clinical facilities reported to
fiscal intermediaries and the information collected by ESRD networks.
Preliminary results of a later HCFA study found the two data sets to be
more closely correlated. A primary concern that remains is the lack of
assurance that a single set of procedures to collect, store, assay, and report
laboratory values is being followed consistently.
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Predictive Power of Outcome
Measures Is Unclear

Another significant issue involved in using clinical outcome data in
conjunction with the facility selection process is whether outcome

esarear ble predi of a facility’s level of compliance with
Medicare standards. Although a limited analysis found outcome measures
can have a predictive power, " there is disagreement on the extent to which
outcome measures currently available to HCFA are strong predictors of
cormpli with Medi standards. Moreover, concerns exist that using
outcome measures to inform the survey selection process may complicate
the process of collecting accurate data.

For example, cl 1| like urea-reduction ratios were

" designed to estimate the extent to which health care providers conformed

with clinical practice guidelines, and not ily to reflect the extent to
which facilities complied with important condition-of-participation
standards. As a result, ESRD network and state agency staff told us that
dialysis providers could have clinical outcome scores within the average
range for the region and still have serious deficiencies, often in such critical
areas as water purity, staff competence, and infection control.

The experience of the Texas network shows the difficulty of using outcome
measures as the key tool to predict which facilities do not comply with
Medicare conditions of participation. The network compared clinical
outcome data with the results of state surveys for 179 facilities for 1996.1
An analysis of the data found that using cutcome measures would have
been an improvement over the random chance that selected facilities
would have condition-of-participation deficiencies. However, network
officials cited methodological difficulties that, in their view, would have
limited the usefulness of these results for targeting surveys. For example,
clinical outcome data are not current enough and would not have been
available in the same year as the surveys. Network officials also pointed
out that the data did not account for the severity of the deficiencies, in that
some facilities with the most severe noncompliance problems had

ptable ¢ As a result of these and other concems, the
network’s medical review board reported that its analysis was inconclusive

“Robert Wolfe, Facility Statistics, Patient Care and Science: A Re-evaluation of Network 14
State Surveyor Data, a presentation to the HCFA Dialysis Facility-Specific Reporting
‘Workgroup, Aug./Sept. 1999,

“ESRD Network 14 Medical Review Board, Position Paper on the Use of Outcomes Data for
Survey Selection Purposes (Dallas, Tx.: June 2, 2000).
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about the merits of using clinical outcome data as a controlling factor in
geting state survey

Over time, the process of using clinical performance measures to score
fadliﬁaandmenconductsmveysonthebasisofmaescomoould,m

itself, compli efforts to i the of the facility-reported
data. Inﬂlelongtenn,theuseoﬂadﬁty-speaﬂcdmtomfonnﬂ\e
an i ive for facilities to report

data that mdlcahe awept.nble performance whether they are providing an
acceptable level of service or not. HCFA quality assurance specialists
reported in 1999 that clinical performance data were to be used primarily
for population-based quality improvement rather than for evaluating
facilities’ care of specific patients or compliance with quality assurance
standards. The report noted considerable concem that, if inappropriately
used (particularly by regulators), the clinical performance measures could
potentially have a deleterious effect on the care of dialysis patients,

P bly by ting incentives for facilities to “game the reporting
system.™ Such incentives are particularly problematic with the ESRD
program because currently most of the data are self-reported. Verification
of the data is limited to a review for transcription errors.

Lack of Communication Has
Hindered Monitoring
Effectiveness

By building g ionb ESRD networks and state survey
agencies, HCFAhasanopporuImtytounpmveﬂ\equnhtyoﬂacihty-
specific performance data used in selecting facilities to survey. ESRD
networks collect a variety of data from individual dialysis facilities and in
some cases have facility performance information that is available on a
real-time basis, rather than after a lag of several years. However, HCFA has
noteonsistently aged this dination, and, in some cases, through
conflicti has actually impeded it. As a result, the

" level of coordmanon and information sharing varies dramatically across

the nation, and in most cases little of it takes place.

HCFA has not been clear on the type of relationship and dination it
expects between networks and states. HCFA's current policy is that
networks may readily share facility-specific information with state survey
agencies to aid in the certification process. This stance reinforces HCFA
contract requirements with networks from prior years, in which networks

PRO-West, Developing Clinical Performance Mexsures for the Care of Patients With End
Stage Renal Disease, final repart to HCFA (Seattle, Wash.: PRO-West, Jan. 1999).
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were instructed to achieve a working relationship with state agencies and
HCFA regional offices that would assist each in improving the quality of
care provided to ESRD patients. Activities the networks are to undertake
with state agencies include sharing information and data reports,
communicating on patient quality-of-care issues, providing facility-specific
data to the state agency, and working to support their survey activities.

HCFA regional offices that oversee network and survey agency activities
have not applied this policy consistently. In fact, most HCFA regional
offices restrict networks from sharing facility-specific information and
support ESRD networks when they deny requests by state survey agencies
for such information, saying that federal confidentiality restrictions
prohibit this sort of exchange. In contrast, with the knowledge of the HCFA
regional office, the ESRD network in Texas began providing facility-
specific information to the Texas Department of Health after the state
passed a licensure law for dialysis facilities in 1996. More recently, in early
2000, some HCFA regional offices have begun efforts to facilitate the

ion and exch of information, including facility-specific
performance information, between ESRD networks and state agencies.

By sharing information and knowledge, ESRD networks and state agencies
can effect a more complete picture of ESRD facilities. Each has different
information and knowledge about a facility that together provide a more

overall of the quality of care a facility provides. ESRD
networks work solely with ESRD facilities; have information on the clinical
aspects of the cam in facilities; and also may be more aware of staffing and

patient complaints, and the results of network

quality improvement initiatives, which can have a major impact on the
quality of care provided. In contrast, networks do not have detailed
information about facilities’ systems and processes that are key to quality
of care, such as t.he quahty of water used, infection control procedures,
reprc of dialy , and care planning. This type of information can
be provided by state survey agencies.

Conclusions

Ovemght of ESRD facilities needs xmprovemem. ‘While many facilities may

be ¢« iously and consi ly providing quality care, some do not,
and current oversight efforts are not enough to ﬁnd and correct the
problems in a timely HCFA' req for a threefold budget

increase for inspecting ESRD facilities is a smn that the agency realizes
additional oversight is necessary.
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While increasing the number of inspections should help improve oversight,
other things can be done as well. One is to put some teeth into the
enforcement process. Currently, when condition-of-participation violations
are found, even or a recurring basis, ESRD facilities essentially face no
actual penalty as long as they correct any problems identified. Part of the
reason is that HCFA has chosen not to exercise its authority to levy certain
sanctions. HCFA has not insti d to deny Medi
for dialysis if a facility does not meet dialyzer reuse standards. However, in
ctice, other th now available to HCFA have little application
because either they are restricted to less serious deficiencies or, in the case
of more serious deficiencies, facilities can take corrective action, even
temporarily, and avoid them altogether.

One way to give facilities more of an i ive to stay in compli isto
have available the kinds of monetary penalties that can be used when
nursing homes are found to have severe or rep d serious defici
For example, HCFA can fine nursing homes, and the ﬁna are not forgiven
when the facility corrects its probl We have previously reported that
such penalties can give nuxsmg homes a strong incentive to mmnm in

1i with Medi ds. Making such fi | more
applicable to ESRD facilities would require action by the Congrm

h,

way to stx h sight is for state agencies and the ESRD
networks to share information on complaints and known quality-of-care
problems at specific facilities. Doing so would help target inspection
resources where they are most needed. HCFA's efforts to use available
outcome data for targeting its survey efforts may also eventually help in
this regard, but more testing and evaluation are needed to ensure that the

data used are sufficient to predict noncompli with Medi quality
standards.
Recommendations to We d that the Admini or of HCFA take the following actions
HCFA to strengthen oversight of ESRD facilities:

¢ Develop procedures on how and when to use HCFA's existing authority
to impose partial or ! reductions for ESRD facilities
that do not meet Medi quality dards for dialyzer reuse.

¢ Establish procedures to facilitate better and more routine cooperation
and information sharing between ESRD networks and state survey
agencies, particularly in targeting facilities for on-site surveys.
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» Evaluate the results of HCFA's project for using clinical outcome data to
select facilities for on-site review before it recommends that states use
such data as a key factor in the selection process. A central component
of the evaluation should be determining the extent to which the data are
sufficient to predict which facilities have a higher likelihood of not
complying with Medicare’s conditions of participation.

Matter for
Congressional
Consideration

To improve ESRD facilities' incentives to maintain compliance with
Medicare's conditions of participation, the Congress should consider
authorizing HCFA to assess monetary penalties on ESRD facilities like
those it is authorized to assess on nursing homes that have severe or
repeated serious deficiencies.

Agency Comments

In commeming on the report, HCFA agreed with the report’s findings and

d overall agr t with its rec dations. HCFA citeda
number of steps it intends to take or that are already under way to address
our recommendations. HCFA also pointed to a variety of patient outcome
measures over the last several years as evidence of improved overall
quality of ESRD treatment. While these data are encouraging about
nationwide quality, they do not mean that particular facilities are not
probl ic. This is evidenced by the fact that the number of facilities
found to be out of compliance with Medicare conditions of participation
increased from 6 percent in 1993 to 15 percent in 1999.

Regarding the recommendation about sanctions for inappropriate dialyzer
reuse, HCFA stated that it would develop necessary regulations and
procedures to implement such sanctions. In response to our
recommendation to facilitate cooperation among state agencies and ESRD
networks, HCFA stated that it is now taking steps to clearly delineate
responsibilities of state survey agencies and ESRD networks that would
encourage cooperative information-sharing to help identify poor-
performing facilities.

Regarding ourr dation to hether outcome data are an
appropriate means of selecting facilities for on-site surveys, HCFA stated
that this process is already under way. HCFA cited an analysis of recent
data on facilities in Texas that indicated a strong relationship between state
survey results and outcome We have included information in the
report about this analysis. However, we believe additional testing and
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I are needed before ¢ are used as a significant
factor in selecting ESRD facilities for survey. HCFA stated its intention to
continue studying this issue.

HCFA did not specifically comment on our suggestion that the Congress
consider authorizing it to assess monetary penalties on ESRD facilities
similar to those authorized for nursing homes. However, HCFA did state
that it was pursuing a legislative strategy to consolidate and clarify current
alternative or intermedi ions and possibly blish new
authorities across all provider types.

HCFA also provided detailed technical whichwemeorpom!ed
in the report where HCFAs are in appendix IV,

As agreed with your offices, we will make no further distribution of this
report until 4 days after its issue date. At that time, we will send copies to
the appropriate authorizing committees; the Honomble Nancy -Ann Min
DeParle, Administrator of HCFA; and i d congr

We will also make copies available to other i d parties.

Please contact me at (202) 512-71 19 |! you have any questions about this

report. Major contrit 1 Buddeke, Timothy Bushfield
and Mark Ulanowicz, under the directi othank? i

- A B

Janet Heinrich ’
A iate Di , Health Financing and
Public Health Issues
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Appendix 1

Scope and Methodology

In order to the proced and p. ployed by HCFA,
state survey agencies, and ESRD networks to monitor dialysis facilities, we
interviewed (1) HCFA officials at its central office and four regional offices;
(2) state survey officials in California, New Jersey, Texas, Oregon, and
Washington; (3) ESRD network officials in five networks; and (4) officials
from the Network Forum, which is the organization that rep all of

° the ESRD networks. We also collected data on the policies and procedures
used by HCFA, state survey agencies, and ESRD networks to monitor
dialysis facilities. We judgmentally selected these five stsm because they

appeared to be typical based on available data on clini
measures for each ESRD network and HCFA data on the number of
‘condition-of-partici ficiencies. We also considered other factors,
such as networks with larger states and more surveys, networks in which
tive monitoring practices were being employed, and networks with a
mix of g hi sigh ;ponsibility (networks with small
geographi areas, large gec hic areas, and multistate coverage). Within
each network we selected and visited state survey agencies in the largest
states. We revi d and obtained dc ion on facility surveys from
HCFA and state agencies and clinical performance data collected by ESRD
networks We also analyzed data on the results of state surveys and the
ical ¢ of d treatments from national databases.

To determine the extent to which on-site inspections of dialysis facilities
are done to ensure li with Medi quality standards, we

lyzed HCFA's nati ide database of health care facility inspection
results—the On-Line Survey, Certification, and Reporting (OSCAR) system.
This data system records state survey results in a standard format. We
analyzed data to identify the level of survey activity over time and to
determine the extent that survey resources are spent on recertification
surveys or initial surveys. We analyzed the frequency of citation of
condition-of-participation deficiencies, which, unless corrected, are severe
enough to warrant a facility’s termination from the Medicare program.
Determinations of such deficiencies are made by state agencies and receive
HCFA’ concurrence. Although we did not thoroughly assess the reliability
of the database for the purpose of analyzing the frequency of recertification
surveys, HCFA officials generally recognize it to be reliable for this
purpose. However, the extent to which the data provide a consistent
measure of quality of care across states is unknown. To make such a
determination would require a review of the consistency of state survey
processes nationally, which was beyond the scope of our work.
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To determine the effectiveness of the processes used to ensure that
facilities correct identified deficiencies, we d the p dures used
by state agencies and networks to require corrective actions and to
evaluate whether facilities return to compliance. To gain more insight into
the effectiveness of HCFA's procedures to ensure sustained compliance
with quality-of-care standards, we looked particularly at the cases in which
state agencies and/or ESRD networks knew about facilities that had

serious and recurring probl We d the enfor tools HCFA
has available to addr liant facilities and assessed the extent to
which these tools are utilized. We also analyzed HCFA data to identify the
number of facilities that were termi d from the progr.

In assessing HCFA's efforts to improve the targeting of facilities to inspect
and monitor, we focused on HCFA’s ongoing pilot project to profile
facilities using a variety of facility-specific data. Because this project is in
process and no strong indicators currently exist that identify facilities with
quality-of-care problems, it is difficult to assess the overall effectiveness of
this approach as a tool to identify liant facilities. I d, we
assessed the limitations of the data that HCFA is planning to use to target
facilities for on-site inspections. To this end, we reviewed the data HCFA
plans to use and discussed data reliability issues with ESRD networks,
HCFA researchers, noted renal care researchers, and the peer review
organization that has contracted with HCFA to develop the pilot program.
In addition, we discussed with state survey agency, ESRD network, and
HCFA officials the extent to which state agencies and ESRD networks
share information and coordinate their oversight activities.

Page 29 GAO/HEHS-00-114 Madicare Quality of Care




286

"Appendix II
Comparison of New ESRD Patients by Age
and Primary Diagnosis, 1989, 1993, and 1997

1689 1993 1997
Percentage of Percentage of Percentage of
Patlents tota) Patlents total Patients total
Age
Under 15 430 1.0 475 0.8 583 0.7
15-24 1,309 3.0 1,337 23 1373 1.7
25-34 3,435 78 3,652 8.2 3,833 4.8
3544 4,649 10.6 5,840 10.0 7.080 8.0
45-54 5,850 133 7,846 134 10,936 13.8
55-64 9,100 20.8 11,383 19.4 15317 19.4
65-74 11,978 273 16,964 28.9 22,056 27.9
75 or older 7,090 16.2 11,127 18.0 17,924 - 2.7
Total 43,841 100 58,624 100 78,102 100
Primary I
Diabetes 14,404 329 21,319 384 33,096 41.8
Hypertansion 12,788 20.2 17,333 29.6 20,066 25.4
Glomerulonephritis 5,863 134 8,439 1.0 7,390 9.3
Cystic kidney 1,307 3.0 1,624 28 1,772 2.2
Other urologic 772 1.8 888 1.5 1,388 1.8
Other cause 4,453 10.2 5,400 8.2 8,264 10.5
Unknown cause 2,209 5.0 2,621 45 2,920 3.7
Missing cause 2,047 4.7 3,000 5.1 4,186 53
Total 43,841 100.0 58,624 100.0 79,102 100.0
. Source; National institutes of Heafth (N1H), United States Renal Data System, USRDS 1999 Annual
Data Report (Bethesds, Md.: NI, Apr. 1999); and HCFA.

1 . |
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Medicare Conditions of Participation for
Dialysis Facilities

L P 0

Number of
standards
Conditlon of and
pa q! Description
Compliance with federal, 4 The facility and personnel employad by the facility must be licensad as required by
state, and locat laws and federal, state, or local laws. This includes compliance with all public safety laws and
regulations requiremants.
Governing body and 70 The facllity must be under the controt of an identifiable body that adopts and enforces
management rufes and regulations, including operational ruies and patient care poficies to safeguard
tha health and safety of individuals. )
Patient long-term-care 20 A professional, multidisciplinary health care team and the patient must develop a
program and patient care written long-term-care plan to ensure each patient receives the appropriate type of
plan dialysis and care. Patient care plans, which have shorter time lines, must bo
personalized for each patlent to address their specific medical, psychological, social,
and functional needs. Both plans are to be regularly reviewed and updated to respond
to changing patiant needs.
Patients’ rights and 12 Dialysis facilities must have writtan policies describing the rights of the patients In arder
responsibilities 1o ensure patients are fully informed about the services available, their medical
condition, whether the facility reuses dlalysis supplies, and whether the patient is a
i for and homa dialysis.
Medicai records 21 Patient medical records must be d patient
diagnosis, and treatment, and medical and nursing histories.
Physical environment 29 Dialysis services are to be provided in a setting that is functional, sanitary, safe, and
comfortable for patients, staff, and the public,
Reuse of hemodialyzers 92 Facilities that reuse hemodialyzers and other dialysis supplies must follow established
and other dialysis protocols and standards to ensure patient and staff safety.
suppties ~ —
Affiliation agreement or 4 Agreements batween dialysls facliities and inpatient dialysis centers must be in writing
arrangement to ensure inpatient care and other hospital services are promptly available to dialysis
patlents.
Dirsctor of renal dialysis 6 Dialysis treatments must be under the general suparvision of a qualified director, who
faciiity is for g. b and directing p sarvices.
Staff of a renal dialysis 6 Properly trained and qualified personnel must be present in adequate numbers to meet
tacility or center the needs of patients, including needs arising In emargencies
Minimal service 27 Dialysis facilties must provide dlalysis services as well as laboratory, soclal, and

requirements

disietic services needed to address ESRD patient needs.
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Comments From the Health Care Financing
Administration

e,

o~
% DEPARTMENT OF HEALTH & HUMAN SERVICES Heaith Care Financing Administration

The Admiatitrator
Washington, D.C. 20201

DATE W s mm

TO: Janct Heinrich , Associste Director
Heaith Financing and Public Health Issues
General Accounting Office

FROM:  Nicy-Ann Min DePurle kh,,\,.]_/}.\ M

SUBJECT: Genenl Accounting Office (GAO) Draft Report: "Medicare Quality of Case:
Oversight of Kidney Dialysis Facilitics Needs Improvement”

and actions taken to coerect
they are identificd. The Health Care Financing Administration (HCFA) sgrees with the report's
rmmmmmmummﬁmmwuwmnﬁqof
carc in diatysis facilities perticipating in the Medicare program.

Overall, HCFA agrees with your recommendations. Our efforts to improve performance of the
diatysis facilitics have had some measurable success. For example, between 1994 and 1998 the
percentage of ESRD patients with adequate hematocrit (red blood cell) levels increased from 5§
0 33 percent. M,h&mﬁmpﬁoﬂ.hmﬂmmﬁu
adequate dialysis increased from 49 to 74 percent. We also know from the U.S. Renal Data
SMIMNHCFAMN&WMMG{HGMFWMMIHmmmﬁv
nlufudiﬂyﬂspﬂumwﬁmusﬁﬂhwlmpiﬂnmhlmmmiﬂ
1997,

These improvements are du in pert to the leadership role HCFA took beginning i 1994 10
&uhpdmnlmdmdﬂmd!qumh&dympﬂm ‘This effort is now

We apprecizte the opportunity o revicw the GAO inspection of the monitoring of dialysis
facilities for complisnce with federal regulat sench

Mwmhvjmdmdhmn.mmhwwdlﬁdw&mﬂnﬁrﬂﬂrmin
mmmmmmmnm«mmmum
for these clinical indicators since 1954.

Page 82 GAO/HEHS-00-114 Modicare Quality of Care




289

Appendix IV
Comments From the Health Care Pinancing
Administration

Page 2 - Janet Heinrich

‘We have also undertaken steps to begin collecting facility-specific dats. In 1998, HCFA directed
the of 16 clinical perfc measures that we are collecting from a sample of
facilitics this year. This cffort was initiated to implemest a provision in the Balanced Budget Act
of 1997 that requires HCFA to measure and report the quality of rena! dialysis services. The 16
clinical measures are similar to those of the Core Indicators Project described above, with the
addition of measures for evatuating vascular access (the point of access 1o the dialysis paticor's
blood stream). In 1999 this work was merged with the Core Indicators Project and the combined
project is known as the ESRD Clinicat Performance Measures (CPM) Project. The CPM Project
is part of a larger ESRD Core Data Set that is under development. 'lhwdnheESRDCaeDm
Set, we are striving to determine and report accurate, meaningful facility-specific performance
measures that will allow comparisons across dialysis centers and will cltimately increase facility
accountability and patient choice.

Fecility-specific duta profiles have been developed for the use of State Survey Agencics in
targeting their surveys and this tool is currently being piloted in 7 States. These reports will be
only oo of several diagnostic tools to determine which facilities to survey. Other tools wilt
include complaints, past inspection behavior, change of ownership, and ESRD Network
information. Once the pilot project has been completed, we will evaluate the effectiveness and
efficiency of these reports.

Despite our progress in improving the quality of care, there continue to be weak perfarming
dialysis facilities. However, the Networks and States are working eggressively with these dialysis
facilities to improve their care. We also intend to publish in ezrly 2001 & proposed rule on new
Conditions for Coverage for dialysis facilities that will strengthen requirements. In eddition, the
President’s FY 2001 budget would increase the finding tevel for surveys of ESRD facilities from
$2.2 million to $6.3 million. This funding level would allow us to decrease the time between
surveys from every six years 10 every three years and increase the number of surveys from 956 to
1,847 in FY 2001.

Attached are our the specific ons in the report. We look forward to
working closely with GAO on these issues in the future.
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re-use would be useful, WewiﬂdsvdopnNoﬁuofhupmedeﬂlekin;(N?RM)md
mmwmm-wnmmmmummmu
NPRM.

In addition, HCFA is al ing & legishative strategy s darify It
ammmmuymmmmmﬁammmm
GAO Recommendation 2

Estabilsh procedures to faqiitate shartng
between ESRD. and Stats snrvey spevcies, hn ing facilities for ou-
sitemrveys. .

HﬂAwmmwamwwmmmmumm
the State survey agencies. To this end, HCFA is currently working with the Office of Geoeral
mwmmmmmllwwuws@mmmmm
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HCFA will also establish specific guidelines for itoring end reporting to build a
mmprMSﬁ:mﬂNMmﬂymhmohhﬂm
expertise to further protect ESRD patients. HCFAhsmeM-SmAMhﬁ:mm

i,
This workgroup is identifying data clements from current data bases that will be helpfil 1o State
survey agencies in selecting facilities for maveys and in In the

problems, 1o increase the efficiency of the survey, and to increase the effectivencss of the survey.

In sddition, as funding permits, we plan to convene forums in which, HCFA, Network and State
officials can discuss ways to pastoer to cusure the shxring of information and promote quality care
for ESRD petients.

‘We concur with the recommendation and note that this process is already underway. HCFA is
cumrently mansging an ESRD facility-specific data project under contract with the Colorado
Foundation for Medical Care. That project is being pilot tested in 7 States (i.c., Alzsbema, Georgia,
MmMomm,NoﬂhCuvhm,Nalhm Oklahoma). This HCFA project wili

have both 8

HCFA is interested in the relationships and predictive vatue of facility-based data profiles. Of
particular interest is the relationship of surveyor results with mortality rates and practice patterns at
the facility level. Bascd on recent dats from Texas, the University of Michigan showed that
mortality is strongly related to both dose of diatysis and to hematocsit levels. The sume data showed
» strong relationship of State surveyor results with mortality and practice pattemns.

Mortality bas been thown to be associsted with severs) facility-level practice patterns, including the
dose of dialysis (both Kt/V and URR). The castiest report was & United States Renal Data Systemy
(USRDS)W&MAWMJNM(ASN)AMM&:I”S

McClellan.

mqu@g‘.mmmmmummduﬁzhum

hhmmmmmwmm
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HCFA izes that mortality statistics exhibit sub: modom variation, especially for small
facilities. mmmmmumofwhwm-dmﬁm
rale for identification of “high mortality™ facilities d:ﬂmdnhvhgumﬂy
d:vnmofmhmynibymmmpum that

dadﬁnmmh:mmdmoulommmmzuy)hd:md
facility sizes in the United States, with lower error mtes for larger facilities. Both false positives
end false negative rates are st about the 10 percent lovel.

FwﬁamﬂﬂﬂAmnudmmmﬂhmymdmdmmhh
dﬁumuwhﬂfn:lmamnrwy ommwmmmmﬂmmmmm
information.
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EXECUTIVE SUMMARY-

PURPOSE

To describe two promising approaches to hold dialysis facilities more fully accountable
for their quality of care.

BACKGROUND
Importance of External Quality Review

Case files, performance data, and marketplace realities underscore the importance of
external quality review for dialysis facilities. Case files reveal numerous instances of
poor care. In one instance we found that a patient received a drug overdose that resulted
in prolonged bleeding and subsequent hospitalization. Performance data collected from
dialysis facilities réveal that a substantial portion of patients do not achieve the outcomes
recommended by clinical practice guidelines. Similarly, scientific studies suggest
widespread variations in the quality of care patients receive. Of particular note is one that
revealed higher mortality rates at facilities providing lower doses of dialysis. Finally,
marketplace pressures triggered by growth, consolidation, competition, and concerns
about cost have caused service disruptions that can and have jeopardized patient care.

External Review Bodies

The Health Care Financing Administration (HCFA) relies upon two major entities to
conduct such external reviews: the End-Stage Renal Disease (ESRD) Networks
established under the Social Security Act and the State survey agencies. HCFA contracts
with the 18 Network organizations, which are governed primarily by renal professionals
associated with facilities in the Network’s region, to perform multiple functions, mostly
oriented around collegial efforts to promote improvements in the quality of care, and to
respond to complaints lodged by patients, facility staff, or others. HCFA funds the State
agencies, typically within departments of public health, to perform a more regulatory
role: to conduct on-site Medicare certification surveys of facilities and to investigate
complaints, both in accordance with Medicare Conditions for Coverage for dialysis
facilities.

Our Companion Report

In our companion report, External Qualtty Review of Dialysis Facilities: A Call for
Greater Accountability, we identified major shortcomings in the external quality review
system upon which HCFA relies. We indicated that it was overly colleglal in nature, that
it reflected little collaboration between the Networks and the State agencies, and that in
many respects it lacked accountability. One of our major recommendations to HCFA was

External Review: Two Promising Approaches 1 ‘OEI-01-99-00051
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to hold dialysis facilities more fully accountable for the quality of care they provide. We
elaborated on steps that could be taken toward that end by (1) revising the Medicare
Conditions for Coverage, (2) using facility-specific performance measures both to help
facilities improve the quality of care and to ensure that they meet minimum standards,
(3) enhancing the role of Medicare certification surveys conducted by the State agencies,
and (4) facilitating the development of publicly accountable mechanisms for identifying
medical injuries.

This Report -

During the course of our inquiry into the external review system, we learned of two
initiatives that are particularly instructive to how facilities can be held more fully
accountable. One was a State-initiated effort intended to revitalize the on-site survey
process through issuing tougher standards, conducting more frequent surveys, and
developing close collaboration between the State survey agency and the Network. The
other was a Network-initiated effort to develop facility-specific performance measures
and to apply them in ways that both foster improvement for all facilities and target
corrective interventions for poorly performing facilities. Because these initiatives are so
pertinent to our recommendations, we devote this report to describing them.

INITIATIVES
Initiative 1. Collaborative enforcement of more stringent State standards.

In 1995, in the aftermath of an outbreak of hepatitis B in a Houston dialysis facility, the
Texas legislature passed a law calling for the licensure of all dialysis facilities in the
State. This in itself was a step that many States had previously-taken. What
distinguished the Texas action was that it involved developing more rigorous standards,
close collaboration of the Texas Network and the State survey agency, and additional
State funding. .

Additional minimum standards. The Texas Department of Health (the State survey
agency), with input from the Texas Network’s medical review board, established
minimum standards for facilities that exceed the Medicare Conditions for Coverage. The
standards call for facilities to report adverse events, maintain minimum staffing ratios,
and provide formal training to all technicians.

Required reporting on a set of performance measures. Texas licensure law requires
facilities to report annually on a set of clinical performance measures. The Network and
the State agency both review the performance measures.

More frequent on-site surveys. In the first year of operation (1996/97), the State
surveyed all 237 dialysis facilities in the State. In each of the subsequent two years, it has
surveyed about one-half of all facilities. By contrast, only about 17 percent of dialysis
facilities in the country received @ Medicare survey in 1998,
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Ongoing and pervasive Network-State agency collaboration. The Network medical
review board serves as a source of clinical expertise that.contributes to the State agency’s
enforcement efforts. It advises on how the State should address problems concerning .
clinical outcomes that the surveyors come across during their site visits. It helps monitor
facilities put on corrective action plans by the State.

Initiative 2. Use of facility-specific performance measures

The Renal Network, covering Indiana, Kentucky, Ohio, and Illinois, uses facility-specific
performance data in a balanced fashion: to foster improvements in the overall level of
care as well as to identify poor performers for further review. This Network, which has
the largest number of patients of the 18 Networks, conducts this initiative without
additional Federal funds.

Electronic data system. The Network developed software to track patients and their
care. Facilities use the software to submit data electronically to the Network on multiple
clinical performance measures, throughout the year on all dialysis patients.

Facility-specific and physician-specific report cards. The Network disseminates
confidential, facility-specific performance reports three times a year to all facilities in its
region. The report compares the performance of an individual facility to its own past
performance as well as to its peers. . The Network also disseminates confidential
physician-specific reports three times a year to all physlclans which compa.res their
performance to their peers.

Targeted interventions of poor performers. The Network analyzes the facility-specific
performance data to identify particular facilities as well as corporate entities in need of
interventions.

CONCLUSION

Better collaboration between State survey agencies and Networks and better use of
facility-specific performance measures are two important paths to improve the oversight
of dialysis facilities. These two initiatives demonstrate what can be accomplished given
innovative leadership and adequate resources. In both cases, the Networks play central
roles promoting continuous quality improvement and enforcing minimum standards of
care. Although we did not evaluate the results achieved by each, we find both initiatives
to be promising enough in their conception and early implementation to warrant careful
consideration by other Networks and States, and by HCFA, as it seeks to develop
effective mechanisms for holding facilities more fully accountable for the quality of care
they provide.
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COMMENTS

Within the Department of Health and Human Services, we received comments from
HCFA. We also solicited and received comments from the following external parties: the
Forum of End Stage Renal Disease Networks, the Association of Health Facility Survey
Agencies, and the American Association of Kidney Patients. We include the detailed text
of all these comments and our responses to them in the our report, External Quality
Review of Dialysis Facilities: A Call for Greater Accountability (OEI-01-99-00050).
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' INTRODUCTION

PURPOSE

To describe two promising approaches to hold dialysis facilities more fully accountable
for their quality of care.

BACKGROUND
Importance of External Quality Review -

About 3,200 dialysis facilities provide ongoing, life-sustaining dialysis treatments to
about 230,000 patients. Many of these patients are suffering from other complicated
diseases such as diabetes and hypertension, and nearly all of them are Medicare
beneficiaries. To foster improved care and minimize risks to patients, dialysis facilities
conduct their own internal monitoring efforts. External review provides a vital additional
safeguard. .

Case files, performance data, and marketplace realities underscore the importance of
external review. Case files reveal numerous instances of poor care. In one instance we -
found that a patient received a drug overdose that resulted jn prolonged bleeding and
subsequent hospitalization. Performance data collected from dialysis facilities reveal that
a substantial portion of patients do not achieve the outcomes recommended by clinical
practice guidelines. Similarly, scientific studies suggest widespread variations in the
quality of care patients receive. Of particular note is one that revealed higher mortality
rates at facilities providing lower doses of dialysis. Finally, marketplace pressures
triggered by growth, consolidation, competition, and concemns about cost have caused
service disruptions that can and have jeopardized patient care. (See our companion
report, External Quality Review of Dialysis Facilities: A Call for Greater Accountability.)

HCFA'’s Oversight through Networks and State survey agencies

The Health Care Financing Administration (HCFA) is responsible for ensuring that all
beneficiaries who undergo dialysis treatment receive proper care in dialysis facilities.
HCFA contracts with two groups, the End-Stage Renal Disease (ESRD) Networks' and
the State survey agencies, to oversee the quality of care that dialysis facilities provide.
HCFA requires the 18 regional Networks to collect data from facilities, conduct annual
quality improvement projects, and evaluate and resolve complaints. HCFA contracts
with the State agencies, typically within departments of public health, to conduct on-site
Medicare certification surveys of facilities and to investigate complaints, both in
accordance with Medicare Conditions for Coverage for dialysis facilities.

Exterual Review: Two Promising Approaches 6 OE1-01-99-00051
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Medicare Coverage of ESRD

In 1972, Medicare began providing coverage to individuals with ESRD, or permanent
kidney failure, making it the only entitlement criteria for Medicare based solely on a
disease category.? Medicare covers all treatment methods for patients: hemodialysis,
peritoneal dialysis, and renal transplants. Patients receiving hemodialysis, the most
common method, typically receive treatment in outpatient facilities three times a week.
Peritoneal paucnts typically perform daily treatments at home and rely on outpancnt
facilities for ongoing support. (See Primer on Dialysis.)

Our Inquiry

In our companion report, External Quality Review of Dialysis Facilities: A Call for
Greater Accountability, we identified major shortcomings in the external quality review
system that HCFA relies upon. We indicated that it was overly collegial in nature, that it
reflected little collaboration between the Networks and the State agencies, and that in
many respects it lacked accountability. One of our major recommendations to HCFA was
to hold dialysis facilities more fully accountable for the quality of care they provide. We
elaborated on steps that could be taken toward that end by (1) revising the Medicare
Conditions for Coverage, (2) using facility-specific perforrnance measures both to help
facilities improve the quality of care and to ensure that they meet minimum standards, (3)
enhancing the role of Medicare certification survey conducted by the State agencies, and
()] facxlxtatmg the development of publicly accountable mechanisms for 1denufymg
medical injuries.

During the course of our inquiry into the external review system, we learned of two
initiatives that are particularly instructive to how facilities can be held more fully
accountable. One was a State-initiated effort intended to revitalize the on-site survey
process through issuing tougher standards, conducting more frequent surveys, and
developing close collaboration between the State survey agency and the Network. The
other was a Network-initiated effort to develop facility-specific performance measures
and to apply them in ways that both foster improvement for all facilities and target
corrective interventions for poorly performing facilities. Because these initiatives are so
pertinent to our recommendations, we devote this report to explain them further.

The promising approaches presented here appear to have wider applicability, although we
recognize that what works well in one part of the country may not necessarily work well
clsewhere. We also recognize that our highlighting of these two approaches does not
-mecessarily mean that other important initiatives are not taking place. In fact, in our
companion report we reference a number of such initiatives.
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Our understanding of the two promising approaches addressed in this report draws on site
visits, interviews with State surveyors, Network staff, HCFA personnel, and renal
professionals, and a review of relevant documents. .

We conducted this study in accordance with the Quality Standards for Inspections issued
by the President’s Council on Integrity and Efficiency.

External Review: Two Promising Approaches 8 OE1-01-99-000S1



-~ 303

PRIMER ON DIALYSIS

TYPES OF TREATMENT

Dialysis is the process of removing toxins from the body by diffusion across a semipermeable membrane, thereby
compensating for kidney failure. There arc two types of dialysis:

Hemodialysis. Removal of toxins directly from the patient's blood stream, requiring direct access to the

bloodstream. The patient’s blood is cycled through an artificial kidney, an I machine, that
the toxins and excess fluids from the blood. The artificial kidney machine uses a semipermeable
b calleda h dialyzer, to filter out the toxins from the blood.

Peritoneal dialysis. Utilizes the patient’s natura] peritoneal membrane, located in the abdominal cavity, to
remove toxins and excess fluids.

COMMONLY USED PERFORMANCE MEASURES

Adequacy Refers to the amount of toxins, such as urea and creatinine, removed from the body dunng dmlym
Urea reduction ratio (URR) and Kt'V. Two used to quacy in h
based on the removal of urea. TthRRlsaﬁmcuouofthcnmountofmremnveddmmgdmlysu,as
determined by the pre- and post-dialysis blood urea nitrogen levels. The Kt/V is a function of the amount of
urea removed multiplied by the ume on dmlysls, divided by the volume of urea distribution, or approximately
dxeamountofwamrmthebody The National Kidney Foundation's Dialysis Ot Quality Initiative
(DOQI), i aKt/VofntleastlZ,mmnvmgeURRofatlemﬁpercemforthc

delivered dose of hemodialy -
4 Creaﬁnlne clearance and Kt/V. .. Two used to dequacy in pentom:al patients. Creatine
the of ine and Kt/V ., measures the removal of urea. DOQI recommends a

weekly dose of contmuous ambulatory peritoneal dxalysu of at least 2.0 per week and a creatine clearance of at
least 60L/week/1.73 m’,

Anemi: Anemia, or inadequate red blood cells, is a common concern among dialysis patients.
» Hematocrif and h lobin. Two res of the severity of anemia. Hematocrit measures the ratio of red
blood cells to the p]asma volume, and h lobi the amount of a specific protein in red blood cells

that carries oxygen. DOQI recommends a target range of 33 percent to 36 percent for hematocrit and between
11 g/dL to 12 g/dL for hemoglobin.

* Ferritin level and transferrin saturation (TSAT). Two measures used to monitor the level of iron. chtm is
a measure of the level of iron stored within the body and TSAT is a of iron i di ilable to
produce red blood cells. DOQI recommends a ferritin level of >100 ng/mL and a TSAT 220 pcrcent.

Vascular access. The point of direct aicess to the blood stream for hemodialysis. There are three types:

> Catheter. A tube is placed in a blood vessel, primarily used for temporary access to the blood stream.

* Native arteriovenous fistulza. A patient’s own artery and vein are joined surgically to allow arterial blood to
flow through a vein, usually placed in the forearm and takes several wecks to mature. DOQI guidefines
recommend that primary fistulas be placed in at least 50 percent of new patients.

* Synthetic arteriovenous graft. A synthetic blood vessel is used to surgically join the patient’s artery and vein,
usually placed in the forearm and takes several weeks to mature.

Nutrition. Inadequate nutrition is a common concern among dialysis patients,
> Serum albumin level. A measure of the level of proteins in the blood.
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S | INITIATIVES :

Initiative 1. Collaborative enforcement of more stringent State
standards.

Through its licensure program, the Texas Department of Health has increased its
regulatory presence by requiring facilities to meet standards that exceed Medicare’s and
by enforcing them through frequent on-site surveys. The program has also established a
formal working relationship between the Department (the State survey agency) and the
End-Stage Renal Network of Texas, Inc. (Network #14). This collaboration is facilitated
in part by the fact that the Network covers only the State of Texas, whereas most other
Networks cover several States.

History of the Texas licensure program

The Texas initiative to license dialysis facilities grew out of concems for patient safety
precipitated by several well- publicized events. In 1994, 14 patients contracted hepatitis
B in a Houston dialysis facility that failed to take the appropriate precautions to prevent
the spread of infectious diseases. As a result, the city of Houston’s Health Department
alerted the State agency. Upon its investigation, the State found the facility out of
compliance with several Medicare Conditions for Coverage related to infection control
and it placed the facility on a 23-day Medicare termination track. Shortly thereafter
another complaint investigation at the same facility identified continuing problems with
infection control and the facility was placed on a second 23-day termination track. The
facility received no monetary or administrative penalty such as exclusion from the
Medicare program for the harm it caused patients. The lack of any substantiative
corrective action led concerns about the ability of the Federal oversight system to protect
patients from harm in dialysis facilities.

Thus, the State legislature in 1995 enacted a law requiring all dialysis facilities to be
licensed in order to operate in the State.” The legislation established a formal relationship

" between the Department of Health and the Network’s medical review board, which
comprises local renal professionals with clinical expertise as well as patient
repreéentatives.* :

The State legislature established licensing fees for 250 dialysis facilities in the State.
Facilities pay an initial licensing fee of $2,000 and an annual licensing fee that ranges
from $1,500 - $2,500 depending on the number of dialysis treatments at the facility.
Licensure fees are not directly funneled to the program. Fees go into the State general
fund and program funding is appropriated every two years. Recently, due to budget cuts
to the Dipartment of Health as a whole, the future operations of the program may be
reduced.

External Review: Two Promising Approaches 10 OE1-01-99-00051
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Texas standards for dialysis facllities

The Texas Department of Health, with input from the Network’s medical review board
and the renal community, developed and implemented minimum standards for dialysis
facilities. The licensure standards are similar to the Medicare Conditions for Coverage
but also include additional standards. One of the more significant standards under Texas
licensure is the requirement for facilities to conduct their own internal quality assurance
programs led by the facility’s governing body. This program must include data analysis
and implementation of their own improvement plans. Other Texas standards that exceed
Medicare Conditions include annual reporting on a set of standardized performance
measures, required staffing ratios, required training of technicians, and specific
requirements for water treatment.

Another important
licensure standard is the Table 1. Dialysis Facility Accident Reports
requirement to report
adverse events. Occurrence 19961997 || 1997-1998 1998-1999*
Facilities must report all
events involving a Death 32 28 6
patient death or Hospitalization 275 565 543
hospitalization,
conversions of staffor [ Conversions to 10p 6 pati 14p

N e hepatitis B+ 1 staff**
patients to hepatitis B+
status, fire, or a natural || Fire ) I 1 . 3
d'sm;r' Trese edwpms * Asof June 18, 1999
mmust be submitt ** Staff found to be hepatitis B+ at hire
within 10 working days |{ Source: 1999 ESRD Facility Annua) Report, Texas Department of Health
to the Departmentof — — —  —  —
Health. The State

surveyors review the reports and, if warranted, conduct a survey. Since the program
began, the greatest majority of adverse events reported have been those involving a
hospitalization. (See table 1.)

Network-State collaboration around on-site surveys

- The Department of Health enforces its minimum standards for dialysis facilities primarily
through unannounced on-site surveys. With its additional funds from licensure fees,
Texas is able to conduct surveys more frequently than the national average. In the first
year of the program, the State surveyed all of its approximately 250 facilities.
Subsequently, the State has surveyed about half of all facilities annually.® By contrast in
1998, only 17 percent of existing facilities nationwide received a Medicare survey. (See
our companion study entitled External Quality Review of Dialysis Facilities: A Call for
Greater Accountability.) Also due to additional funds, Texas has been able to maintain
surveyors that specizlize in surveying dialysis facilities.
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A unique aspect of the Texas survey process is the involvement of the Network’s medical
review board. When a surveyor identifies a facility problem that is related or potentially
related to negative patient

outcomes, it refers the Fi 1. E Ies of deficiencies that led the Stat
HE H igure 1. Examples o survey deficienc es tha € e
::i‘llelg ;?)at:'lde tr‘::t::lailew to refer a facility to the Network’s medical review board.
The medical review board Facility failure to:
reviews a short, blinded ’
narrative prepared by the > assess patient status before beginning treatment
surveyor indicating the > train and supervise dialysis technicians
reason for the referral . mom}:' fgnmu d;‘:ln g treament
” » provide adequate dialysis
cou."Pm{ive data on the . grovidc eﬂ'ezl;e trea:mnt of anemia
facility’s performance, and »  ensure water is safe for dialysis
the facility’s history. Based | * PYOVige a sanitary environment fo; dialysis
on its review, edical > provice adeq control p
Seview bo:rd';lh;‘;‘s » provide sufficient qualified staff
recommendations to the

State for the appropriate
corrective action plan the
State should impose. The State made 33 referrals to the Network in the first year of the
program, 11 in the second year, and 21 in the third year. (See figure 1)

The State usually agrees with the Network’s recommendations and informs the facility of
the corrective action(s) the State is requiring the facility to-take.” The State can require a
facility to develop and implement one of three levels of corrective action plans. A level
one corrective action plan involves little monitoring by the State and none by the
Network. Level two and level three plans involve more monitoring that can include the
appointment of an on-site monitor or manager, subject to the approval of the State and the
medical review board. In addition, the State can take enforcement actions against a
facility that range from fines to revoking licenses.

Once the State requires a facility to develop and implement a corrective action plan, the
medical review board continues to play an important role. The medical review board, at
the request of the facility, can provide important technical assistance on corrective action
plans. For more serious problems the medical review board and the State jointly monitor
the facility for up to 6 months. During this time, the medical review board and the State
review key facility documents, including policies, educational programs for staff, practice
audits, and quality improvement meetings.

If the State requires the facility to appoint a monitor, the medical review board and the
State receive regular updates directly from him or her. When the medical review board
determines that the facility has made sufficient progress towards correcting the problem,
it recommends to the State that the facility be released from its monitoring requirements.
The medical review board can also recommends follow-up surveys. The State reviews
the medical review board’s recommendation and makes the final decision. -
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Additional collaboration sometimes occurs in complaint investigations when the State
finds it needs some additional clinical expertise. The State may consult the Network
when it receives a complaint that requires the expertise of the medical review board such .
as complaints involving questionable medical practice and patient behavior. The State
surveyors may consult with the Network staff or its medical review board prior to going
on-site and sometimes invite Network staff or medical review board members to assist on
the actual survey depending on the complexity of the issue. Once the surveyors perform

a complaint survey, the process is similar to the one described above for any survey
process. In addition, the Network can refer complaints to the State, which most-other
Networks routinely do as well.

The renal professionals we interviewed in Texas felt that an increase in on-site surveys
and the collaboration between the State and the Network in monitoring facilities has
resulted in greater accountability of facilities. Surveyors and renal professionals agreed
the frequent surveys help enforce minimum standards. Surveyors also indicated that they
now have greater credibility when they are on-site because they are backed by the
Network’s medical review board that has clinical expertise. As a result, the State
surveyors are able to more easily cite facilities for quality of care problems. Facility staff
also reported that surveys now are more valuable and substantive due to the new
standatds.

Network-State collaboration around standardized performance measures

Another major aspect of the Texas licensure program involves the sharing of standardized
performance measures between the State and the Network — a practice that rarely occurs
in other States. Beginning in 1997, the State contracted with the Network to collect a
core set of performance measures on a sample of 30 patients at each facility from the last
quarter of 1996. Under its contract with the State, the Network collects data on the
adequacy of dialysis (urea reduction ratio and Kt/V), the management of anemia
(hematocrit level), and the rate of peritonitis episodes (a bacterial infection that
commonly afflicts patients undergoing peritoneal dialysis). The Network also collects on
its own patient demographic information and mortality data. Facilities report the data to
the Network either by filling out paper forms or by saving the data on a computer diskette
for electronic transmission. Most facilities use the paper method.

The Network uses the data it collects on behalf of the State to produce annual
facility-specific reports called Quality of Care Indicator Reports. These reports compare
a facility’s performance to itself over time and to other facilities in the State on each
performance measure required by the State. In addition, national comparative data and
clinical guidelines are included where available. The Network uses the additional data it
collects on its own to produce annual facility-specific reports entitled, Facility Trends
and Profiles. These reports compare a facility’s mortality rate and patient demographic
to other facilities in the State. The Network disseminates both reports to the individual
facilities and to the State. The facility-specific reports are not released to the public; the
data are protected under the licensure law. However, some aggregate information is
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available to the public. The Network also uses the data to identify future quality
improvement activities. .

Surveyors use both reports as they conduct surveys. Prior to going on site, surveyors
review a facility’s reports to note areas that warrant further probing. While on site,
surveyors carefully walk through the reports with the head nursing staff and explain how
to interpret the information. Also, surveyors probe areas of poor performance. If a
facility cannot provide an adequate explanation for its poor performance, surveyors will
discuss possible improvement activities. Because licensure standards require facilities to
conduct their own quality assurance program, surveyors will cite a facility if they
determine that the facility was not making efforts to conduct its own internal monitoring
of the performance measures and take corrective action as needed.

Texas licensure also requires the Network’s medical review board to review the
facility-specific reports annually and to refer poor performers to the State. To meet this
task, the medical review board developed criteria to identify facilities for a referral. For
1999, the medical review board used the following criteria: (1) any two indicators that
were one standard deviation below the State mean, (2) any one indicator that was two
standard deviations below the State mean, or (3) any statistically significant, high 3-year
aggregate standard mortality rate. Facilities referred by the Network receive a high
priority fora survey.® The Network referred 39 facilities in 1999, 31 facilities in 1998,
and 47 facilities in 1997.

Network staff and medical review board members stated that the data were helpful for
their quality improvement activities. Without a licensure law requiring facilities to report
and ensuring confidentiality, as well as providing additional funding, the Network felt it
would be difficult for them to collect and analyze facility-specific data of this scale.
Facility staff we spoke with found the facility-specific report helpful for internal quality
improvement activities. Facilities also reported that without the Network data many
would not have comparative information on their performance. The performance data
suggest that improvements have been made. The percent of patients receiving adequate
dialysis, as measured by a urea reduction ratio >65 percent, has increased from 77.5
percent in 1996 to 84 percent in 1997.°
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Initiative 2. Use of facility-specific performance measures.

The Renal Network, Inc. collects and uses facility-specific performance data involving all -
patients at all facilities in its region. It uses these data in a balanced fashion: to foster
improvements in the overall level of care as well as to identify poor performers for further

review,

The Renal Network is a consolidation of two Networks. In 1996, HCFA awarded the
Tri-State Renal Netwoik (#9) covering the State of Indiana, Kentucky, and Ohio the
contract for Network #10 covering the State of Illinois to become The Renal Network,
Inc. (#9/10). The Network covers over 390 facilities that serve an estimated 28,000
patients. Based on the number of patients undergoing treatment in the Network, it is the
largest of the 18 Networks. The Network has not received addmona.l funds from HCFA

to perform this project.’®

Collecting performance measures

The Network collects performance measures from facilities on all their patients. The

selected performance measures cover
the following treatment areas:
adequacy of dialysis, anemia
management, and nutrition. The
Network collects the measures at
variots times throughout the year
depending on the measure itself and
the treatment modality of the patient.
The Network also routinely collects
and updates patient demographic and
medical history information, such as a
patient’s physician, type of vascular
access, progress towards a transplant,
and mortality. The Network’s
patient-specific data provides greater
analytical possibilities. On facilities
themselves, the Network collects key
descriptive information such as
location, number of shifts, chain

Figur'e 2. Performance Measures Collected by
The Renal Network

Fornllh:mod:a.lympanmtsforﬁvemnﬂaseach
year, the N ¢’ ion ratio,
Kt/V, hematocrit, ferritin 1evels. transferrin
saturation, and type of vascular access, serum
albumin.

For all peritoneal patients on six months each year,
the Network collects: Kt/V, secrum creatinine,
hemoglobin, ferritin levels, transferrin saturation,
blood pressure, and serum albumin.

For all patients the Network updates moathly: date of
birth, sex, race, date of first dialysis, primary
diagnosis, co-morbidities, insurer, physician, type of
dialysis, transplant status, and mortality data.

affiliation, and names of key personnel. (See figure 2.)

To facilitate the collection of performance measures, the Network developed, and has
since revised, a software program for facilities to enter and electronically submit their
data to the Network on a computer diskette. The Network downloads the data from the
diskettes into its own database for analysis. This type of electronic submission greatly
reduces the costs and errors associated with data entry and allows for more timely

Ezxternal Review: Two Promising Approaches
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analysis. The data are only about three months old when the Network feeds it back to
facilities. .

Using performance measures to improve the quality of care

Facility-specific reports. Since 1996, the Network has created and disseminated
facility-specific performance reports to all facilities. Facilities receive their own
individual Clinical Performance Measures Feedback Report three times a year. (See
appendix A.) The Network’s report is similar in format to HCFA’s national reports on
the quality of care in dialysis facilities. However, HCFA's report makes comparisons of
performance measures at the Network level only and does not provide any information on
the performance of individual facilities.” .In contrast, the Network's reports compare an
individual facility to its own past performance and to other facilities in its region, State,
and Network on each performance measure.” The Clinical Performance Measures
Feedback Report also contains the number of patients, mean, and standard deviation for
each measure. In addition, the report contains a comparison of a facility’s patient
demographics compared to the region, State, and Network to help address case mix
issues.

The facility’s administrator, medical director, and all attending physicians receive a copy
of the report. The Network does not routinely share these reports with the State survey
agencies. However, some State surveyors review a facility’s reports when on site. The
Network also does not share the facility-specific reports with the public. ' Instead, it
releases reports to the public presenting aggregate trends at the State and Network level.

Since 1991, the Network also has disseminated the Patient Demographic Report. This
annual report compares a facility’s patient population to its State and Network and
provides an analysis of facility-specific mortality rates. These reports also are not
routinely shared with the State and are not disclosed to the public.

The Network’s data suggest that the percentage of hemodialysis patients with adequate
dialysis, as measured by a urea reduction ratio of >65 percent, has increased from 71
percent in 4% quarter 1997 to 76 percent in 4 quarter 1998. Network data also suggest
that anemia management has improved as measured by higher patient hematocrit levels.
The percentage of hemodialysis patients with a hematocrit >31 percent has increased
from 72 to 79 percent over the same time period.” The nurses and technicians we
interviewed indicated that the facility-specific reports are the most important activity the
Network performs. Without the Network data, nurses stated they would have no idea
how their facility’s performance compared to others in the area. These reports were a
motivator for improvement, according to these nurses. The nurses also stated that the
benefits of having the reports outweighed the burden on the facility to report the data.

Physician-specific reports. The Renal Network is the only Network that provides
physician-specific reports. In 1997, the Network created a Physician Activity Sheet, that
. compares the performance of individual physicians to their peers at the facility, State, and
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Network level and to clinical guidelines on the performance measures collected by the
Network. (See appendix B.) The Network disseminates the physician reports three times
ayear. Only individual physicians receive their report unless a physician group requests .
to have an aggregate analysis of its physicians. Physicians are provided the opportunity

to verify the patients assigned to them.

The Network’s analysis suggests that physician-specific reports have been influential in
improving the quality of care. A recent Network survey showed that 55 percent of
physicians use the reports for internal quality improvement activities and over 40 percent
review them as part of dialysis facility meetings and/or to assess their overall patient

population. Another Network analysis showed that even as the patient/physician ratio has
increased from 45.9 to 51.4 between 1997 and 1998, physician performance has
improved. Between 1997 and 1998 the percentage of patients with K/V 21.2 increased
from 77 percent to 80 percent and the percentage of patients with hematocrits >31
increased from 71 to 77. The Network concluded that these physician report cards have
helped fostered improvements by encouraging physicians to better follow clinical
guidelines.™

Identifying topics for improvement activities. The Network also conducts additional
analyses of the performance measures to identify trends. This helps the Network choose
toplc areas for future improvement activities that will have the greatest impact on
improving quality. The Network is. flexible in the types of analyses it performs. It tries
to incorporate suggestions from the renal community as well as address timely issues. In
the past, the Network has conducted special analyses looking at the comparative
performance of facilities located in metropolitan regions as well as looking at the
comparative performance of facilities after new patients have been excluded.

Using performance measures to identify poor performers

Facility profiling tool to identify poor performers. In order to help identify poor
performers, the Network’s medical review board is developing a new system that profiles
facilities based on their performance in several categories. The profiling tool uses the
following categories: complaints, data compliance, mortality, hospitalization, the use of
catheters, facility-specific core indicators, and participation in Network projects. Each
category captures a different method of evaluating the quality of care provided at the
facility. This tool is based on the notions that quality of care cannot always be captured
by one or even several performance measures, and a facility that provides poor clinical
care is probably performing poorly on administrative duties as well, which are easier to
measure.

A facility receives a hit for poor performance or non-compliance in each of the categories
based on the criteria determined by the medical review board. For example, if a facility’s
urea reduction ratio is two standard deviations below the Network average, it would
receive one hit. Each hit is multiplied by a weight that is attributed based on its
correlation to the quality of care in the facility. For instance, a hit for a mortality rate is
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multiplied by greater weight than a hit for data compliance. The hit multiplied by the
weight equals the number of points the facility receives. The total sum of a facility’s
points determines its overall score. In theory, the higher the score, the poorer the
performance of the facility.

The Network plots the final scores of all facilities and identifies facilities in the highest
decile. The Network performs a pattern analysis on the highest tenth decile to determine
any common factors that might help in conducting interventions, such as whether they are
all in the same metropolitan area. Once this analysis is complete, the Board determines

- how to proceed with the poor performers. Interventions are specific to the problems and
facilities involved and can range from off-site assistance to on-site focused reviews.

The Network recently intervened with a facility identified through this profiling system.
In this instance, the Network convened an interdisciplinary team to conduct a formal site
visit of the facility using a protocol developed by the Network. Prior to going on site, the
group reviewed a sample of patient medical records. While on site, the team condutted
interviews of the nursing and technical staff, the facility administrator, the medical
director, and several patients. Based on its findings, the Network required the facility to
develop and implement an improvement plan, subject to the medical review board’s
approval, and to submit monthly documentation of its progress. Since that time, the
Network has been on site to help the facility implement its plan and has seen signs of
improvement. The team plans to revisit the facility six months after its initial site visit to
verify its progress.

Comparative analysis to identify a corporate chain for intervention. Another method
the Network uses to identify poor performer is comparative analyses. The Network
reviews the comparative reports it sends to facilities and performs additional analyses as
necessary to identify facilities that are lagging behind. Recently, the Network analyzed
the comparative performance of facilities by chain affiliation. The analysis showed that
one of the three largest corporations in a metropolitan area was lagging significantly
behind the others on several performance measures. Due to resource constraints, it was
impossible for the Network to work with each individual facility; instead, it intervened at
the corporate level. The Network shared the data with the regional corporate leaders and
they agreed to convene their medical directors together for a formal session with the
Network. At this session, the Network presented its analysis and provided the medical
directors with information on how to improve the quality of care at their facilities. The
Network has since seen an improvement in the chain's performance. The Network
indicated to us that without the quantitative evidence it would have been difficult to get
the attention and subsequent support of the corporation for quality improvement
activities.

External Review: Two Promising Approaches 18 OE1-01-99-00051
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Better collaboration between State survey agencies and Networks and better use of
facility-specific standardized performance data are two keys to improving the oversight of
dialysis facilities. In our companion report, External Quality Review of Dialysis
Facilities: A Call for Greater Accountability, we set forth recommendations calling for
national reforms in these directions. In this report, we focused on two local initiatives
that provide models for such reforms and that warrant careful consideration in that
context. .

The Texas initiative occurred because the State legislature became concerned about the
adequacy of dialysis care after some highly publicized reports of poor care. The
legislature’s interventions led to a significant change in the thrust of external oversight
conducted on dialysis facilities in the State. It shifted what was a highly collegial
approach to oversight to one that was more balanced between collegial and regulatory
approaches. It also brought clarity to the relationship between the Network and State by
establishing clear operational parameters. The infusion of State funds and the
establishment of new standards for facilities were all keys to its success.

The Renal Network’s initiative occurred because its staff and board members sought,
with some sense of urgency, to use performance data to hold facilities more accountable
for their performance. By collecting a broad range of facility-specific méasures from 100
percent of the patients at those facilities, it set a foundation for using performance data as
arigorous tool for oversight. It emphasized the use of such data to improve overall
professional care processes and outcomes, but also showed a readiness to use them to
target and correct poorly performing facilities. This effort also illustrates the potential
that such data can have in profiling the performance of individual physicians.

These two initiatives demonstrate what Networks and States can accomplish given
innovative leadership and adequate resources. In both cases, the Networks play central
roles promoting continuous quality improvement and enforcing minimum standards of
care. Although we did not evaluate the results achieved by each, we find both initiatives
to be promising enough in their conception and early implementation to warrant careful
consideration by other Networks and States, and by HCFA, as HCFA seeks to develop
effective mechanisms for holding facilities more fully accountable for the quality of care
they provide.
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APPENDIX A

An Excerpt from a Facility-Specific Report

The following are highlights of the information provided in The Renal Network’s
Clinical Performance Measures Feedback Report for in-center hemodialysis patients for
4 quarter 1998. The complete report also contains information on Kt/V, hematocrit,
hemoglobin, Epoetin dosage, ferritin levels, transferrin saturation, and serum albumin.

Patlent Demographics ’ Urea Reduction Ratio
Fac Reg State Net Fac Reg State Nat
# Patients}] 79 378 10,364 | 26,545 # Patients 74 368 10,044 | 25701
Mean| 6508 | 6890 | 6845 | 69.29
SEX .StdDev{ 9.17 7.90 8.46 7.92
Men| 62% | ST% | 53% | 52% 8 pts 401997 65 332 | 8950 | 22312

Women| 38% 43% 47% 4aT%

RACE BN -
Amerindian| 0% 1% 0% i .0% % pts URR >= 65%
Asian] 1% % 1% 1%
Black| 28%  24% | 45% { 40%
White] 71% | 66% | 48% | 56%
Other| 0% ™ 5% 3%
AGE
<i8| o% 1% 0% 0%

1844 22% 16% i 7% i 16%
a5.64] 43% i 33% | 3% | 3%
65+| 35% | 49% | 46% i 4%

DIAGNOSIS
Diabetes| 41% 41% 35% 38%
Hypertension| 4% : 26% | 36% | 20%
GN| &% 2% 1 1% i 13%

Other] 16% | 21% | 18% | 19%
Unknown| 3% 1% 1% 0%
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APPENDIX B

An Excerpt from a Physician-Specific Report

The following are highlights of the information provided in The Renal Network’s
Physician Activity Report for in-center, hemodialysis patients for November 1999. The
complete report also contains information on urea reduction ratio, Kt/V, transfersin
satunmon, and serum albumin.

SDev 425

M Descri Resulls
e b |y i o
Mean 32.07
Std Dev 3.91
Your % pts meeting the criteria
std dev be:uu'y &ﬁlﬂ’m Pt values all facs:
# values 30
Mean 32.88

Treatment of Anemia LH values this fac:

Fenitin Levels (ng/mL) #values 21 |
Mean 71271 5
StdDev 723.33 :
Your % pts meeting the criterta | & < 100 14% e
std dev ab::y 4.393.'?-2.?@:. Pt values all facs: [
# values -2 £ : 3
Mean  660.14 ] g
SDev 64834 | £ :
% <100 14% t Network  Stats  Fachly Phy:(rac) Phys (25)
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APPENDIX C

ENDNOTES

1. The ESRD Networks, established in 1976, are HCFA’s main contractors for monitoring
dialysis facilities. The main mission of the Networks as set out in the Statute is to ensure
“effective and efficient administration of the benefits” provided under the ESRD program.
Section 1881(c) of the Social Security Act.

2. In order to qualify, individuals must be fully insured under Social Security or be a dependent
of someone who is. In 1996, about 8 percent of individuals with ESRD who needed treatment
did not qualify for Medicare coverage. U.S. House of Representatives, Committee on Ways and
Means, 1998 Green Book, (Washington, DC: Government Printing Office), 162.

3. Texas Health and Safety Code, Chapter 251, End-Stage Renal Disease Facilities. In 1996, the
department implemented the final rules and standards of the program; these were subsequently
revised in 1999. :

4. Health Facility Licensing Division, Title 25 Texas Administrative Code, Chapter 117 End-
Stage Renal Disease Facilities Licensing Rules, effective April 11, 1999. )

5. Due to current budget constraints, the Texas Department of Heglth reduced th_e number of
full-time surveyors. This reduction in staff will likely have an impact on the frequency of
surveys.

6. In the first year, (9/1/96 to 10/30/97) the State surveyed all 237 facilities. In the second year
(11/1/97 to 9/1/98) the State conducted about 109 surveys and in the third year (9/1/98 to 8/30/99)
the State conducted about 137 surveys.

7. The State and Network each maintain their independent authorities. If the State disagrees
with the medical review board’s recommendation it can take its own course of action. Similarly,
the Network can require facilities under its own authority to develop and implement corrective
action plans if it disagrees with the State.

8. The current priority list for State surveys is as follows: (1) complaints, (2) initial surveys,
(3) expansions - facilities adding additional dialysis stations, (4) facilities referred to the
Network’s medical review board the previous year, (5) referrals from the medical review board
based on the performance data, (6) facilities chosen by surveyors, and (7) routine resurveys —~
facilities that have gone the longest without a survey.

9. 1998 Quality of Care Indicators Report, Texas Department of Health ESRD Licensing
Program, July 1998, p 4.

External Review: Two Promising Approaches 2 OEI-01-99-00051
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APPENDIX C

10. Under statute Networks are supposed to receive 50 cents per dialysis treatment in their
region to fund their activities. Social Security Act 1881(b).

11. HCFA does not collect a large encugh sample to analyze the data at the facility level.
12, “Region” for this report is defined as a health service region. A
13. The Renal Network’s, Inc., 1998 Annual Report.
' 14. Emil P. Paganini et. al., "Physician Activity Reporting: Is it Worthwhile?" American Society

of Nephrology 1999 Program Abstracts On-line from 32nd Annual Meeting,
http://www.asn-online.coni/ accessed November 23, 1999.
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EXECUTIVE SUMMARY .

PURPOSE

To assess external mechanisms the Health Care Financing Administration relies upon to
monitor the quality of care provided by dialysis facilities to Medicare beneficiaries with
end-stage renal disease. -

BACKGROUND
Ifnporta'nce of External Quality Review

Case files, performance data, and marketplace realities underscore the importance of
external quality review of dialysis facilities. Case files reveal numerous instances of
poor care. In one instance, we found that a patient received a drug overdose that resulted
in prolonged bleeding and subsequent hospitalization. Performance data collected from
dialysis facilities reveal that a substantial portion of patients do not achieve the outcomes
recommended by clinical practice guidelines. Similarly, scientific studies suggest
variation in the quality of care patients receive. Of particular note is one that revealed
higher mortality rates at facilities providing lower doses of dialysis. Finally,
marketplace pressures triggered by growth, consolidation, eompetition, and concerns
about containing costs have caused service disruptions that can and have jeopardized
patient care.

External Review Bodies

The Health Care Financing Administration (HCFA) relies upon two major entities to
conduct external reviews of dialysis facilities: the End-Stage Renal Disease (ESRD)
Networks established under the Social Security Act and the State survey agencies.
HCFA contracts with the 18 Network organizations, which are governed primarily by
renal professionals associated with facilities in the Network’s region, to perform
multiple functions, mostly oriented around collegial efforts to promote improvement in
the quality of care and to respond to complaints lodged by patients, staff, and others.
HCFA funds the State agencies, typically within departments of public health, to
perform a more regulatory fole: to conduct Medicare certification surveys of facilities
and to investigate complaints, both in accordance with the Medicare Conditions for
Coverage for dialysis facilities.

This Inquiry

In our inquirv, we relied on a rich variety of data sources. We reviewed and analyzed
HCFA’s datzbase on State survey agencies; conducted a survey of all 18 Networks;

External Review: A Call for Grester Accountability 1 :£101.99-00050
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visited 5 Networks; held extensive telephone discussions with representatives of another
8; reviewed the complaint logs of 9 Networks; observed a State survey of a dialysis
facility; interviewed staff at 5 State survey agencies; interviewed many stakeholders
representing national organizations; and reviewed Federal documents and pertinent
literature.

FINDINGS

The major strength of the external oversight system is the use of standardized
performance measures to encourage improvements in the quality of care.

_ » HCFA-generated data show measurable improvements in clinical outcomes at the national
" and regional levels.

» Network quality improvement projects show improvements at the regional level and, in
some cases, at the facility level.

Yet, that system of ow)erslght falls short in several respects.

Standardized performance measures are rarely used to hold individual facilities
accounntable.

»

»

HCFA doés not require the collection of a core set of facility-specific clinical
performance measures.

Without such a set, Networks and States have limited means of identifying poorly
performing facilities.

A few Networks do collect facility-specific performance measures, but have limited
authority to use them to correct poor performance.

Networks and State agencies rarely share facility-specific data with one another.

Facility-specific performance measures are not publicly disclosed.

The complaint systems serve as unreliable means for identifying and resolving
quality-of-care concerns.

>

Both patients and staff tend to be reluctant to lodge complaints because of concerns
about the possible consequences for them.

States and Networks conduct few investigations of complaints concerning the
quality of care. In 1998, State survey agencies conducted about 250 on-site
investigations; the Networks, about 35.

External Review: A Call for Greater Accountability 2 OEI1-01-99-00050
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»  States and Networks rarely conduct joint complaint investigations or share
information on their own investigations. :

Medicare certification surveys play a limited role in ensuring dialysis facilities meet
minimum standards.

»  The elapsed time between Medicare certification surveys conducted by the State
survey agencies is increasing. In 1995, 20 percent of all facilities were not surveyed
within 3 years; by 1998, that increased to 44 percent.

»  Medicare Conditions for Coverage for dialysis facilities provide an inadequate
foundation for accountability.

. State survey agencies have difficulty maintaining the expertise of surveyors, largely
due to the infrequency of surveys.

Medical injuries are not systematically monitored. HCFA does not require the
Networks, the State agencies, or facilities to identify and analyze medical injuries
attributable to the care provided to the patient as opposed to the patient’s underlying
condition. : .

HCFA does little to hold the Networks and State survey agencies accountable for
their effectiveness.

Minimal assessment of Networks® performance. Although HCFA receives regular
information from Networks, it provides little substantive evaluation and feedback to
them. HCFA does not hold Networks accountable for how facilities fare on performance
measures.

Minimal assessment of State survey agencies’ performance. HCFA has few means to
evaluate the content or quality of the surveys the State agencies conduct on behalf of
Medicare. HCFA no longer validates surveys and rarely observes surveys in-action.

Minimal public disclosure. HCFA, the Networks, and the States disclose little
information to the public on actions taken to protect dialysis patients.

RECOMMENDATIONS

Our review indicates that the external review system carried out on HCFA’s behalf by
the Networks and the State agencies has major shortcomings. It is imbalanced, in that it
stresses improving overall quality more than enforcing minimum requirements that
protect patients from harm. It is fragmented, in that Networks and State agencies rarely
cendinate their efforts. And it lacks sufficient accountability on the part of the
Nearweorks, the State agencies, nd, most of all, the facilities.
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As HCFA provides leadership to address these shortcomings, we suggest that it (1) steer
external oversight of the quality of dialysis facilities so that it reflects a balance between
collegial and regulatory modes of oversight, and (2) foster greater collaboration between -
the Networks and State survey agencies. Specifically, we offer the following
recommendations.

RECOMMENDATION 1. HCFA should hold individual dialysis facilities more fully
accountable for the qualit_y of care they provide.

» Revise the Medicare Conditions for Coverage for dialysis facilities so that they serve as a
more effective foundation for accountability.

v

Use facility-specific standardized performance measures to encourage facilities to
improve the quality of care and to help ensure facilities meet minimum standards.
Regularly issue reports incorporating comparative performance data and make them
available to the facilities, the Networks, the State agencies, and the public.

» Strengthen the complaint system for dialysis patients and staff. Work with Networks and
State agencies to develop an integrated complaint system that incorporates the following
elements: accessibility, objectivity, investigative capacity, timeliness, responsiveness to
complainants, enforcement authority and follow-up, improvement orientation, and public
accountability. : :

» Enhance the role of Medicare on-site certification surveys-b);. determining an appropriate
minimum cycle for conducting the surveys and conduct pilot tests to determine the
potential of Network and State joint initial certification visits of dialysis facilities.

» Facilitate the development of publicly accountable means for identifying serious medical
injuries and analyzing their causes. Work with the Networks to establish pilot projects.

" RECOMMENDATION 2. HCFA should hold the Networks and State survey
agencies more fully accountable for their performance in overseeing the quality
of care provided by dialysis facilities.

» Issue policy guidance delineating the distinctive roles of the Networks and State survey
agencies and providing direction on how they should collaborate.

» Foster greater accountability of the Networks by developing a performance-based system
for evaluating them and by increasing public disclosure of information on them.

» Foster greater accountability of the State survey agencies by establishing better means for

assessing State surveys and by increasing public disclosure of information on the extent,
nature, and results of the surveys.

External Review: A Call for Greater Accountability 4 OEI-01-99-00050
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COMMENTS ON THE DRAFT REPORT

We received written comments on the draft report from the Health Care Financing
Administration, the Forum of End Stage Renal Disease Networks (the Forum), the
Association of Health Facility Survey Agencies (AHFSA), and the American
Association of Kidney Patients (AAKP). Overall, the reports received wide support. In
the body of the report we summarize the major comments and offer our responses.
Based on the comments, we changed one recommendation and made several technical
changes.

HCFA's Comments

HCFA largely agreed with our recommendations. In response, HCFA offered a detailed
action plan that addresses each of our recommendations. The plan demonstrates
HCFA’s commitment to publicly releasing facility-specific performance data, revising
the complaint process, increasing on-site surveys, holding Networks more accountable
for performance of their facilities, and assessing the performance of State surveys
agencies. HCFA did take issue with our recommendation calling for Networks and State
agencies to conduct joint surveys for initial certification visits.

HCFA'’s action plan is a positive step toward impl ting our rec dations and
we urge HCFA to give it a high priority. In response to HCFA's concern about joint
surveys, we changed our prior recommendation from one requiring such surveys to one
urging that they be conducted on a pilot basis.

External Organizations’ Comments

The external organizations supported the majority of findings and recommendations but
also raised some concems. The Forum expressed concern that some of our
recommendations, especially the public release of facility-specific performance data,
threaten patient confidentiality and undermine the collegial nature of the Networks.
AHFSA expressed concern about the lack of funding for State survey agencies and
AAKP urged that funding for strengthening oversight not come at the cost of patient
activities. '

We recognize patient confidentiality is critical, but we believe that mechanisms can be
devised to ensure patient confidentiality. We want 10 emphasize that the Networks
should not only take a collegial approach with facilities, but also must be willing to take
more regulatory actions when warranted or to inform others, such as the State, that can
take such actions. Finally, we recognize the significance of the concerns about funding.
We address AHFSA concerns about the funding for State agencies by calling for HCFA
to determine an appropriate minimum cycle for conducting surveys and we underscore
AAKP's poir: that funding for oversight activities should not jeopardize patient care.

External Review: A Cs!l for Greater Accountability 5 OEL01-99-00050



324

TABLE OF CONTENTS

EXECUTIVE SUMMARY . ... oot 1
INTRODUCTION ...ttt .7
PRIMER ON DIALYSIS TREATMENT ......... ST 10
THE IMPORTANCE OF EXTERNAL QUALITYREVIEW .. ...................... 11
FINDINGS '
Use of performance data to encourage improvements . . .. ...................... 13
Performance data rarely used to hold facilities accountable ..................... 13
Unreliable means for identifying and resolving complamts ..................... 15
Limited role of Medicare surveys .......... R 17
Medicalinjuﬁ&smnotsystemaﬁc:;llymoditéred e 20
Lack of accountability of the Networks and étate SUrvey agencies ................ 20
RECOMMENDATIONS ....................: e 22
COMMENTS ON THE DRAFT REPORT _............................c........ 35
APPENDICES o
A: Methodology .........ooooeeeeeeeennnnnnn ... e, 38
B: Major sources of clinical performance dataforESRD .............coevnnnns 40 ‘
C: Comments on the draft TEPOTT oottt 42
D: Endnotes..........o oot i 61

External Review: A Call for Greater Accountability 6 . OEI-01-99-00050



325

PURPOSE

To assess external mechanisms the Health Care Financing Administration relies upon to
monitor the quality of care provided by dialysis facilities to Medicare beneficiaries with
end-stage renal disease.

BACKGROUND

About 3,200 dialysis facilities provide ongoing, life-sustaining dialysis treatments to
about 230,000 patients with end-stage renal disease, or permanent kidney failure. Many
of these patients are suffering from other complicated diseases such as diabetes and
hypertension, and nearly all of them are Medicare beneficiaries. To foster improved care
and minimize risks to patients, dialysis facilities conduct their own internal monitoring
efforts. External review provides an additional safeguard.

External Review Bodies

The Health Care Financing Administration (HCFA) has the primary responsibility of
ensuring beneficiaries receive appropriate care in dialysis facilities. To carry out the
bulk of the oversight activities for dialysis facilities, HCFA relies upon two entities,

" End-Stage Renal Disease (ESRD) Networks and State survey agencies.

ESRD Networks. The 18 regional Networks are HCFA’s main contractors for
monitoring dialysis facilities, as they are the only entities created for and entirely
devoted to the ESRD program. Federal statute requires Networks to assure the
“effective and efficient administration of the benefits” provided under the ESRD
program.! Network staff, typically 7 to 10 people, work closely with their board
membership made up of local renal professionals. HCFA requires the Networks to
conduct at least one HCFA-approved quality improvement project a year, to collect
HCFA forms from facilities, and to resolve patient complaints. Networks also assist and
educate facilities on issues related to quality improvement.

State Survey Agencies. HCFA relies upon State survey agencies, typically within
departments of public health, to conduct Federal certification surveys and investigate
complaints, both in accordance with the Medicare Conditions for Coverage. The
Conditions for Coverage dictate the obligations of facilities under the Medicare program
and are used by State surveyors to certify facilities.? Some State agencies have :
additional functions under their own State licensure program.®
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External Quality Review Framework

We have identified four key elements that can be applied to any external quality review
system for health care facilities. This framework is meant to be used by purchasers, such
as Medicare, to ensure that dialysis facilities provide quality care, and by consumers,
such as ESRD beneficiaries, concemed about the quality of care they receive in their
facility. Each element in the framework provides a different perspective on the quality
of care. For a comprehensive and effective external quality review system, all
components need to be'adequately addressed. Throughout our inquiry we relied on this
framework to assess the overall effectiveness of the external review system for dialysis

facilities.
Tabte 1. External Quality Review Framework for Dialysis Facilities
Element Description
Use of standardized | Standardized performance allow purct and to
performance compare the performance of facilities or physxmns The comparison can examine a
measures single facility over time or one facility against another. Such measures can be used for
quality improvement activities and to enforce minimum standards.
Response to Complaints can come from patients, staff, and other interested parties. They can be of
complaints a particular instance of care or about broader matters concerning a facility’s
performance. The response to complaints can range from an off-site follow-up to an
on-site investigation. The process can trigger corrective actions and system
improvements.
On-site On-site surveys can be either announced or unannounced. Surveyors observe the
surveys conditions of the facility and equipment and interview patients and staff. The process
can trigger corrective actions and system improvements.
Resp to medi: Medical injuries are ad events attrit dical and lated
injuries to the patient's illness or underlying condition. The response to such events can range
from minimal to thorough and can trigger comrective actions and system improvements.
Medicare Coverage of ESRD

In 1972, Medicare began providing coverage to individuals with ESRD making it the
only entitlement criteria for Medicare based solely on a disease category.* Medicare
covers all treatment methods for patients: hemodialysis, peritoneal dialysis, and renal
transplants. Patients receiving hemodialysis, the most common method, typically
receive treatment in outpatient facilities three times a week. Peritoneal pancnts typically
perform daily treatments at home and rely on outpatient facilities for ongoing support.
(See Primer on Dialysis.) Medicare covers dialysis services performed by hospital-
based and free-standing facilities. Hospital-based facilities are financially and
organizationally integrated with a hospital whereas free-standing facilities are not. s

External Review: A Call for Greater Accountability 8
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Our Inquiry

Our report focuses on the two main entities the Federal Government relies upon to
oversee dialysis facilities: the State survey agencies and the Networks. We did not
evaluate the activities of any one Network or State, rather, we assessed if the activities of
the Networks and States overall create an effective external review system for dialysis
facilities. Also, we did not evaluate the adequacy of the Medicare on-site survey
process. This report is one of two from our overall inquiry. Our companion report,
External Quality Review of Dialysis Facilities: Two Promising Approaches, presents

two innovative initiatives used to monitor facilities.

We surveyed all 18 Networks, reviewed their annual reports for 1997 and 1998, and
reviewed their responses to complainants for 1998. With eight Networks we held
telephone interviews and reviewed their complaint logs for 1998. We also visited an
additional five Networks. Over the course of these visits we spoke with patients,
Network staff, and renal professionals (e.g., administrators, nephrologists, social
workers, dieticians, nurses, and technicians.) We also analyzed data on the frequency of
Medicare surveys, interviewed staff at 5 State survey agencies, and observed a survey in
a dialysis facility. T

Throughout our inquiry we interviewed HCFA personnel, including the project officers
for the Networks. We also spoke with several renal professional organizations and
patient advocacy groups. Finally, we conducted a review of scientific literature and
Federal documents. (See appendix A.)

In the next section, we provide a brief overview underscoring why extemal quality
review is so important as a patient protection mechanism. Then we present our findings

and recommendations.

We conducted this study in accordance with the Quality Standards for Inspections
issued by the President’s Council on Integrity and Efficiency.
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PRIMER ON DIALYSIS

TYPES OF TREATMENT

Dialysis is the process of removing toxins from the body by diffusion across a semipermeable membrane, thereby
compensating for kidney failure. There are two types of dialysis:

Hemodialysis. Removal of toxins directly from the patient’s blood stream, requiring dxrect access to the
bloodstream. The patient's blood is cycled through an artificial kidney, an 1 that
the toxins and excess fluids from the blood. The artificial kidney hine uses a ipermeable

b called a b dinlyzer, to filter out the toxins from the blood.

Péritoneal dialysis. Utilizes the patient’s natural peritoneal membrane, louted in the abdominal cavity,
to remove toxins and excess fluids.

COMMONLY USED PERFORMANCE MEA_SURES

Adequncy Refers to the amount of toxins, such as urea and creatinine, removed from the body dunng dmlys:s
Urea reduction ratio (URR) and Kt'V. Two used to quacy in by
based on the removal of urca. The URR is a function of the amount of urea removed during dxalysxs as
determined by the pre- and post-dialysis blood urea nitrogen levels. The Kt/V is a function of the amount of
urea removed muluphed by the time on dialysis, divided by the volume of urea distribution, or approximately
the amount of water in thc body. The Natmm\l Kidney Foundation’s Dialysis Outcomes Quality Initiative

(DOQI) i a Kt/V of atleast 1.2, or an avmge URR of at least 65 percent for the
livered dose of hemodial .
* Creatinine clearance and Kt/V,,,,. Two measures used to measure adequacy in pcntoneal patients, Creatine
1 the ! of creatine and Kt/V, -, measures the removal of urea. DOQI recommends a

weekly dose of commuous ambulatory peritoneal dialysis of at least 2.0 per week and a creatine clearance of at
least 60L/week/1.73 m’.

Anemia g Anemia, or inadequate red blood cells, is a among dialysis

» H it and h fobin. Two of the severity of anemia. Hematocrit measuxes the ratio of red
blood cells to the plasma volume, and hemoglobin measures the amount of a specific protein in red blood cells
that carries oxygen. DOQI recommends a target range of 33 percent to 36 percent for hematocrit and between
11 g/dL to 12 g/dL for hemoglobin.

* Ferritin level and transferrin saturation (TSAT). Two measures used to monitor the level of i m)n. Fermm
is a measure of the level of iron stored within the body and TSAT is & of iron i di to
produce red blood cells. DOQI recommends a ferritin level of 2100 ng/mL and a TSAT 220 percent.

Vascular access. The point of direct access to the blood stream for hemodialysis. There are three types:

» Catheter. A tube is placed in a blood vessel, primarily used for temporary access to the blood stream.

* Native arteriovenous fistula. A patient’s own artery and vein are joined surgically to allow arterial blood to
flow through a vein, usually placed in the forearm and takes several weeks to mature. DOQI guidelines
recommend that primary fistulas be placed in at least 50 percent of new patients.

* Synthetic arteriovenous graft. A synthetic blood vessel is used to surgically join the patient’s artery and vein,
usually placed in the forearm and takes several weeks to mature.

Nutrition. Inadequate nutrition is a among dialysi
* Serum albumin level. A measure of the level of proteins in the blood.
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THE IMPORTANCE OF EXTERNAL REVIEW '

Many dialysis facilities and corporations conduct their own internal quality monitoring
and improvement projects. However, in order to protect patient safety, it is essential that
‘an external oversight system exists to provide objectivity and public accountability that
internal quality reviews lack. Below we present four key factors that underscore the
need for external oversight in dialysis facilities. ’

Instances of Poor Care

Although dialysis treatment and patient outcomes have improved since the ESRD
program began, much can and has gone wrong in facilities. Several well-publicized
events in the media and in letters from patient advocates have documented cases of
patient harm and have questioned the systems in place to protect patients.* In the course
of our review of documents we came across several examples where patients were put at
risk due to inappropriate treatment. In our review of documents from the States and
Networks we learned of cases where a patient received another patient’s hemodialyzer,
putting him at risk for blood-bomne diseases; a patient in cardiac arrest was put at risk as
facility staff searched for a misplaced code cart; a patient was exposed to a toxic
disinfectant through his bloodstream when hooked up to a reused hemodialyzer that had
not been rinsed properly;’ a patient received a drug overdose that resulted in prolonged
bleeding and subsequent hospitalization; several patients received blood transfusions
when a facility ran out of the appropriate medicine to treat anemia; and a patient’s
infected catheter was not removed in time, causing the patient to die of infection.

Vulnerable Patient Population

Dialysis patients are a vulnerable patient population that is growing. Many dialysis
patients are elderly and suffering from other complicated illnesses such as diabetes and
hypertension. Overall, the ESRD population is growing at a rate of 7 percerit a year and
for some of the more vulnerable types of patients, the growth rate is even higher.® More
importantly, dialysis patients depend on regular dialysis treatments for survival. In the
words of one physician, dialysis is “intermittent, ambulatory life support.”

Variation in the Quality of Care

HCFA’s data indicate that a significant portion of dialysis patients fail to meet clinical
practice guidelines developed by the National Kidney Foundation Dialysis Outcomes
Quality Initiative. For the last quarter of 1998, 20 percent of a national sample of
hemodialysis patients did not meet the guidelines’ recommendation for the minimum
dose of dialysis as measured by the Kt/V ratio.” For the same period, 41 percent of
hemodialysis patients failed to achieve a hemoglobin level that met or exceeded the
target range recommended by the guidelines.'
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330

Scientific literature also suggests variation in the quality of care dialysis patients receive.
Several studies have shown that mortality rates vary significantly among facilities, even
after adjusting for patient characteristics such as age and diabetes.!" Other studies have
shown variation at the patient and facility level in the delivered dose of dialysis.” One
recent study found that higher mortality rates at facilities were associated with lower
delivered doses of dialysis, after adjusting for patient characteristics.” This same study
also found that free-standing facilities, as opposed to hospital-based facilitics, and lower
amounts of physician supervision were associated with increased mortality rates.
Another study found that patients treated in for-profit versus non-profit facilities had a
20 percent higher mortality rate and 26 percent lower rate of enrollment on a waiting list
for a kidney transplant.* The investigators of this study concluded, “Greater oversight
or competing incentives to improve quality may be necessary to ensure that cost
containment is not so extensive that it affects patient outcomes adversely.”"

Marketplace Prqssures

The dialysis industry has grown significantly in recent years. The number of dialysis
patients grew from about 160,000 in 1992 to 230,000 in 1997, the number of dialysis
facilities increased from about 2,000 to over 3,000 — averaging about 200 new facilities
each year.'* Most of this increase in facilities occurred among free-standing as opposed
to the more traditional hospital-based facilities that receive an additional layer of
oversight as part of the hospital. About 78 percent of dialysis patients receive treatment
in free-standing facilities."” Moreover, through a series of mergers and acquisitions,
there has been increased consolidation in the ownership of'the facilities. ‘About 54
percent of dialysis patients receive treatment in facilities owned by one of three multi-
national for-profit corporations.® .

Along with growth and consolidation, the dialysis treatment environment is -
characterized by at least three other increasingly prominent forces: (1) increased
competition for patients, (2) heightened concemns to contain costs,"” and (3) increased

- difficulty in finding and retaining experienced nurses and technicians in an increasingly
competitive marketplace. Individually and cumulatively, these forces have caused
service disruptions that can and have jeopardized patient care.

Extercal Review: A Call for Greater Accountability 12 OEI-01-99-00050
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FINDINGS

The major strength of the external oversight system is the use of
standardized performance measures to encourage improvements in
the quality of care.

HCFA'’s performance dat£ show improvements.

HCFA's Clinical Performance Measures Project collects a set of performance measures
annually on a national sample of dialysis patients.” HCFA disseminates data to
facilities that show national trends and Network variation. These data can serve asa
stimulus for facilities to examine their own performance and to assess how it can be
improved. The data show consistent improvements nationwide in patient outcomes
since the project began in 1994. The percentage of patients achieving a mean urea
reduction ratio 265 percent has increased from 43 percent in 1993 to 74 percent in 1998.
Similarly, the percentage of patients achieving a mean hematocrit >30 percent has
increased from 46 percent in 1993 to 83 percent in 1998*' Even though these data are
not facility-specific, Networks have drawn on these performance data to assess the
overall performance of facilities in their region and to identify topics for regional quality
improvement activities. ’

Networks’ performance data also show improvements.

Networks through quality improvement projects and ongoing initiatives, collect
performance data from facilities to help stimulate improvements. For example, one
Network quality improvement project resulted in a 20 percent increase in the number of
patients receiving the hepatitis B vaccine.? Another Network project helped decrease
the percentage of patients with inadequate peritoneal dialysis from 31 percent to 20
percent® Several Networks have shown similar improvements by collecting and
disseminating regularly a set of facility-specific measures; one Network even
disseminates physician-specific reports.”*

Yet, the current system of oversight falls short in several respects.

Standardized performance data are rarely used to hold Individual facilities
accountable. : '

No requirement to collect a core set of facility-specific performance measures.
Several entities, including HCFA, collect facility-specific performance data. (See
appendix B.) However, these measures are housed across several databases, collected
using different methodologies, and designed for different purposes. Networks have
some access to these measures. States have almost no access. HCFA has not

Externat Review: A Call for Grester Accountabillty 13 ' OEI-01-99-00050



332

established a facility-specific core data set that all facilities must report to one central
location directly under HCFA’s control. The closest that HCFA has come is the Clinical
Performance Measures Project, but it is not facility-specific. On their own 2 few :
Networks collect facility-specific data, but this effort is limited to the facilities in their
region.

The two main barriers reported by Networks to collecting facility-specific data are

limited resources and no HCFA requirement. Networks are funded through statute.

Statute requires that 50 cents of the composite rate facilities receive for each treatment

goes towards the Networks.” Networks are not appropriated funds. Many Networks

may not have the resources to collect and analyze additional data. Also, without a

HCFA requirement, Networks do not think facilities will submit facility-specific data
© regularly.

Difficulty identifying poor performers. Without a pational facility-specific core data
set, most Networks and States are left with limited means of assessing the performance
of individual facilities within their regions. In the few instances where Networks collect
their own set of facility-specific data, they are left without comparable national data.
Facility-specific data are necessary to identify facilities that are well below the regional
mean or the accepted standard of care. Few Networks take full advantage of existing
facility-specific data that they have access to and few Networks have a formal process
for identifying outliers. HCFA does not require Networks to establish quantitative
criteria to identify poor performers using existing facility-specific data. Networks
complain that existing facility-specific data are limited, be¢ause they are too old,
inaccurate, and not designed for performance assessment.

Limited Network authority to correct poor performers. Networks lack the authority
to impose sanctions directly on facilities. In the cases where facilities are not
‘cooperative or fail to make improvements, Networks must rely on either HCFA or the
State survey agencies to take enforcement actions. Networks either can recommend to
HCFA that it sanction a facility, or Networks can recommend to a State survey agency
that it conduct a review of a facility. However, we found that some Networks are
reluctant to make recommendations to HCFA or the State survey agencies for several
reasons.” First, problems identified by the Networks may not fall directly under the
Conditions for Coverage that HCFA and the States must rely upon when sanctioning a
facility. Second, HCFA and the States are limited in the types of enforcement actions
they can take.”’ Finally, Networks reported cases where HCFA and the States did not
adequately follow-up with the Networks recommendations, leaving some Networks to
conclude that referrals are futile.*

Instead Networks typically seek to work with the facility collegially to correct the
problem. Such efforts are likely to involve a meeting with key staff to discuss the
facility’s performance data and brainstorm about potential causes and solutions. In some
cases, the Network will ask a facility to prepare a corrective action plan and will then
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monitor adherence to that plan. Networks reported tbax, in most instances, this appmach
is successful.

Little sharing of data between Networks and State survey agencies. The Networlm,
as we noted, tend to have little facility-specific data to share. But even in cases where
they have such data, they are not inclined to share it with the State agencies. In response
to our survey of Networks, only 3 of the 18 reported that they routinely share facility-
specific data with the States. -

We identified two major barriers to Networks sharing data with the States. First,
Networks fall under confidentiality laws that exempt them from Federal disclosure
laws.® As such, Networks are reluctant to share data with the States because of
concerns about eventual public disclosure. Second, Networks are concerned about the *
States using the data to take punitive actions. Networks officials fear that if the data are
used in this way they will undermine their quahty nnprovement efforts and their trusting
relatxonshlps with facilities.

With respect to State agencies, information they collect as a result of their surveys of
dialysis facilities could be useful to the Networks. But, even though much of this is
public information, it does not tend to be shared with the Networks on a regular or
timely basis.

Minimal public disclosure. Currently, neither HCFA nor the Networks make any
facility-specific performance measures readily available to the public. HCFA does
disclose facility-specific cost reports on its website, but this information requires some
manipulation before it can provide useful performance data® Networks, as we have
previously mentioned, are exempt from public disclosure by statute. HCFA and others
do disclose to the public data aggregated at the Network and national level, and in some
cases, at the State level. Networks are especially reluctant to release facility-specific
data to the public for fear of misinterpretation and of undermining internal quality
improvement efforts. Most States will disclose survey results upon request.

The complaint systems serve as unreliable means for identifying and resolving
quality-of-care concerns.

Throughout this report we use the term complaints generically to include concerns
brought forth by patients, staff, or other individuals.

Barriers to lodging complaints. Two basic barriers inhibit patient complaints about the
quality of care. First, dialysis patients find it difficult to complain about an individual or
- facility providing treatment that their lives depend upon. Network officials, other renal
professionals, and patient representatives stressed that fear of retribution deters patients
from complaining. The second major barrier is limited patient information and
understanding about the technical aspects of their care. For example, a previous Office
of Inspector General study found that although 73 percent of all patients reported
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knowing there was a recommended level of adequate dialysis, only 36 percent could
correctly identify the urea reduction ratio or the Kt/V as the test used to measure
adequacy.! ' -

In many respects, the staff in dialysis facilities are in the best position to lodge
complaints about continuing problems with the quality of care in a facility. But as we
were often reminded, staff also face significant deterrents to lodging complaints; such
actions could put their jobs at risk and brand them as a trouble-makers, thereby _
jeopardizing future employment in the field.

Network officials are aware of and often sympathetic to these barriers. But, in general,
their policies and practices make the barriers even more imposing. First, they tend to
discourage confidential complaints by stopping investigations short if complainants are
unwilling to allow their name to be disclosed to. the facility in question. Networks
reported that it is difficult for them to investigate complaints fully without disclosing the
complainants name to the facility. (Neither Networks nor States will release a
complainant’s name without consent.) Second, about half of the Networks require
grievances to be in writing, before they take any action, unless it involves a life-
threatening situation even though HCFA policy states that it is not necessary.” Finally,
Networks, and even more so the States, conduct little outreach to inform, let alone
encourage, patients or staff to use the complaint system. The information that the
Networks provide tends to be limited to posters sent to facilities and information packets
sent to new patients. We found little evidence that Networks or States convey to patients
that the complaint system is an important safeguard. ‘

Limited investigations. HCFA looks to the State survey agencies to investigate
complaints that involve life-threatening situations or possible violations of the Medicare
Conditions for Coverage. The States conduct investigations on site that focus on the
specific Medicare Conditions for which compliance is in question. If State surveyors
believe it is warranted, they can extend the complaint investigation into a complete
Medicare certification survey. Although HCFA has established complaints
investigations as a top priority for States, the number of complaint investigations States
conduct each year is minimal.*® In-1997 and 1998, when about 230,000 dialysis patients
received treatment under the auspices of about 3,200 dialysis facilities, we found that the
States conducted only about 260 complaint investigations each year. .

HCFA looks to the Networks to play a broader and a more front-line role in responding
to complaints. Networks receive complaints covering a wide range of issues related to
patient care and sometimes refer complaints to the States involving life-threatening
situations or possible violations of the Medicare Conditions.* States also receive |
complaints directly. : ’

Little national information is available on how many and what kind of complaints the
Networks handle.?* In an effort to gain some understanding of Network complaints, we
conducted our own analysis of nine Network complaint logs for 1998. We found that
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these nine Networks combined received over 700 complaints. However, the majority of
these complaints did not involve quality-of-care concerns. About 45 percent were
actually requests for information and 13 percent involved concerns expressed (typically
by staff) about disruptive patients. Of all the complaints, 25 percent concemed service
quality (e.g. temperature of facility, waiting times, friendliness of the staff) and 15
percent technical quality (e.g., clinical care, adequacy of equipment).*

In response to our survey, the 18 Networks reported that they investigated 170

complaints in 1998, only 34 of which involved a site visit. Most Networks encompass

many States and have limited resources for in-depth complaint investigations. Network

investigations, in accord with HCFA instructions, typically facilitate quick resolution

between the complainants and the facilities. Networks address most problems by

waorking collegially with facilities. We also found that Networks rarely conduct (or have
- the resources to conduct) pattern-analyses to identify trends in complaints with the intent
“of identifying and correcting systematic problems.

Frlgmented process for mponding to complaints. Working single-handedly, neither
the States nor the Networks can tap the fuil potential of a complaint system that

_ effectively addresses quality-of-care concerns. Through their board membership,
Networks have important clinical expertise in nephrology that gives them substantial
ability to assess and follow up complaints regarding the adequacy of the clinical care
being provided. But the Networks have little authority to enforce corrective actions.
The States, on the other hand, have enforcement authority for violations of the Medicare
Conditions for Coverage, but tend to lack the clinical expertise concerning renal care.
Little coordination occurs between States and Network. The Networks do refer to the
State agencies complaints which concern the Medicare Conditions. We found that in
1998 each Network referred, on average, three complaints to the States. But, the
Networks report that the State agencies do not routinely inform them of the results of
complaint investigations or even whether they conducted an investigation. Similarly,
Networks themselves do not tend to be any more forthcoming in informing the States of
their own investigations. In the same vein, Networks and State agencies seldom
undertake combined investigations in response to complaints about the quality of care.”

: Medlcare certification surveys play a limited role in ensuring facilities meet
minimum standards.

HCFA relies solely upon the State survey agencies to conduct on-site certification
surveys to ensure a facility’s compliance with the Medicare Conditions for Coverage.**
States conduct an initial survey of all newly established facilities to ensure that they
meet minimum standards. Thereafter, States conduct recertification surveys to ensure
ongoing compliance. Both surveys, particulary the recertification surveys, provide an
opportunity to examine the actual day-to-day practices of the facility. Some of the major
components of a dialysis facility survey include: examining the reuse of hemodialyzers
and water treatment areas, interviewing patients and staff, observing personnel, and
reviewing patient medical records and personnel files.
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The elapsed time between Medicare surveys is increasing. In 1995, 20 percent of

ESRD facilities had not been

surveyed in the past three years.” Figure 1. Growth In Medicara Certification Survey Backiog
By the end of 1998, that number Percant of ESRD Facilities Not Surveyed In 3, 4, § Yeara
had grown substantially to 44 50% '

percent of facilities not receiving

a survey in the past three years.

(See figure 2.) Ten percent of 40% -

facilities had not been surveyed in
6 years or more by the end of
1998. The average elapsed time 20%
between surveys had doubled
between 1994 and 1998, from
once every 1.7 years in to once 20% -
every 3.4 years® In fact, during
1998, States surveyed only 17

B

7
Z
g,
%

percent of facilities. Thisis a 10% -
dramatic decrease compared to

1993 when over 50 percent of

facilities received a survey.*! o% -

1995 1888 1907 1988
A major reason for the decline in
ESRD surveys is competing
budget demands.®? Nursing
homes and bome health agencies
both have mandatory survey cycles established by Congress.® As a result, nursing
homes and home health agencies receive funding priority over ESRD facilities, which
lack such a mandate. In addition, ESRD facilities are included under the category of
non-long term care providers, which also includes non-accredited hospitals, psychiatric
hospitals, ambulatory surgical centers, and hospices. All of these providers compete for
the same pool of resources allocated by HCFA. Currently, non-long term care facilities
appear tenth on a list f 12 HCFA workload priorities for State agencies.*

. over 3 years over 4 years
] over8yeas  source: HCFA's OSCAR data

Medicare Conditions for Coverage for dialysis facilities provide an inadequate
foundation for accountability. Established in 1976, the Conditions fail to reflect major
changes in the delivery of dialysis services, in the organizational auspices of dialysis
facilities, and in the concepts of quality oversight and quality improvement. During our
inquiry, the following emerged as particularly notable shortcomings:

»  The facility governing body is insufficiently accountable for the quality of care
Jacilities provide. The Conditions do not explicitly hold the governing body
accountable for overall patient care and outcomes.** In practice, responsibility is
often diffused among administrators and distant parent corporations. At times, this
makes it difficult for the Networks and State survey agencies to get timely
information and sustained attention to corrective actions.
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>  The medical director has limited authority and as such is inadequately
accountable for the quality of care. Medical directors and Network officials often
stressed to us that medical directors tend to exert little influence over the day-to-day
camoﬁ'cmdmdlalysmﬁzcmn&andhavehnlemnhontytodoso Theym
parl:wularly frustrated when attending nephrologists do not engage in quality
lmpmvcmmt efforts or address situations where medical directors thought patients
were receiving inadequate care. These are serious limitations addressed only
indirectly in the existing Medicare Conditions. %

>  Facilities are not required to report electronically on standardized performance
measures determined by HCFA. The limited capacity of some facilities to provide
clectronic submission of data has inhibited Network initiatives to collect facility-
specific data. Under HCFA's plans for collecting and using clinical performance .
data in the years ahead, it will be essential for facilities to meet standard
specifications for electronic repoiting.

> . Facilities are not required to conduct their own quality improvement program.
The Medicare Conditions only require facilities to monitor specific events and do
not explicitly require facilities to continually improve care and/or to identify trends
in care. Without such a mandate, and in facility settings where the pressures of
providing adequate day-to-day care are considerable, it is often difficult to devote
much attention to deliberative éfforts that would identify improvement needs, to
collect and analyze data concerning those needs, and then to determine and monitor
changes in facility practices.

>  Facilifies are not required to itor patient satisfaction. Patient satisfaction is
an important, often overlooked dlmensxon of quality. The Medicare Conditions do
not require facilities to routinely monitor patient satisfaction. Some Networks have
taken the initiative to develop and encourage the use of patient satisfaction surveys.
Similarly some dialysis facilities and corporations have developed patient
satisfaction surveys.

State survey agencies have difficultly Imintainlng the expertise of surveyors.

" Facility, Network, and State agency staff view the Medicare surveys as an important part
of external oversight. However, they raise concerns about the skills of the surveyors.
They stressed that dialysis surveys are highly technical, requiring knowledge not only of
water treatment processes but also of the complexities of dialysis treatment. As dialysis

_surveys become less frequent, surveyors are increasingly hard pressed to maintain their
familiarity with dialysis facilities, let alone keep pace with technological advances.

HCFA does require all surveyors to attend a basic training course specific to dialysis
facilities before they can conduct dialysis surveys.”’ HCFA also provides advanced
training courses regularly.® However, lessons learned in these courses may be forgotten
if surveyors do not have the opportunity to use these skills regularly
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Medical injuries are not systematically monitored.

Medical injuries are attributable to the care provided to the patient, not to the patient’s
underlying conditions. Such injuries can happen even in the best of health care
facilities.® Some dialysis corporations may have internal systems for addressing
medical injuries, but, if they do, little is known about their scope and effectiveness.
Some States have adverse event reporting requirements, but they appear to be of little
overall consequence to dialysis facilities.® Facilities that are associated with hospitals
accredited by the Joint-Commission for Accreditation of Healthcare Organizations are
subject to the Commission’s “Sentinel Event” program for reporting adverse events, but
as we have shown in a prior report, this system is still in an early stage of development.”
HCFA lacks any requirement that facilities establish their own, internal systems for
idlentifz;ing and analyzing adverse events or that they report such events to Networks or -
States.

HCFA Does Little to Hold Networks and State Survey Agencies
Accountable for Their Effectiveness.

Minimal assessment of Networks’ perfonnance.'

Project officers in four regional offices are HCFA’s main operational contacts with the
Networks. These project officers receive considerable information from the Networks.
They get regular updates on the quality improvement projegts that Networks are
mandated to conduct. They conduct periodic site visits, receive quarterly reports
providing detailed updates on the Networks® activities, and receive annual reports with a
comprehensive summary of the year’s activities.

However, this regular flow of information results in little substantive evaluation and
feedback on the effectiveness of the Networks. How effective are the Networks in using
standardized performance data to foster overall improvement across facilities and, in
particular, in poorly performing facilities? How successful are they in operating a
complaint system that is accessible, fair, and responsive to complainants? We found few
signs of probing, independent assessments of these and other such basic questions. Nor
does HCFA call for the Networks themselves to address such evaluative questions in
more than a passing way. .

HCFA’s most formal mechanism for evaluating the Networks is the year-end evaluation
questionnaire that the project officers complete and send to the central office. Thisisa
three-page form that poses 13 performance-related questions, and in each case, calls for
the project officer to indicate “satisfactory,” “unsatisfactory,” or “comments attached.”
In our review of the completed questionnaires for all 18 Networks in 1998, we found
that in the total inventory of 234 questions, all but 2 were checked satisfactory.*
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Further HCFA does not hold the Networks accountable for how the facilities in their
regions fare on HCFA'’s Clinical Performance Measures Project. There are notable
differences from Network to Network. For example, across all 18 Network regions, the
percentage of hemodialysis patients with a Kt/V 21.2 ranged from 74 percent to 87
percent for the last quarter of 1998. Similarly, the percentage of hemodialysis patients
with hemoglobin levels >10 gm/dL ranged from 72 to 85 percent among the Networks.*
In this context, it is important to note that HCFA gives the Networks little discretion to
undertake a range of quality improvement activities targeted to the distinctive needs of
their region. Instead, HCFA requires them to conduct formal quality improvement
projects that can take years to complete and that must follow a prescribed format.

Minimal assessment of State survey agencies’ performance.

HCFA’s assessment of the performance of the State survey agencies is even less

exacting than that for the Networks. In the past, HCFA would conduct validation
surveys, through which HCFA staff would review dialysis facilities shortly after a State
certification survey.*® Recently, HCFA climinated these in favor of periodically
observing State surveyors’ performance and offering advice and assistance as applicable.
While the latter approach has potential and may well involve some useful informal
assessment and feedback to the State surveyors; we found no evidence of substantive
evaluation and feedback to the States on such key matters as the effectiveness of the
surveys, the skill of the surveyors, and the adequacy of collaboration with the Networks. -

HCFA relies on State agencies to assess their own performance and, by working with the
HCFA regional offices, to develop and implement their own quality improvement plans.
This process is called the State Agency Quality Improvement Program (SAQIP). The
program addresses State survey activities generally, and fails to specifically assess
dialysis surveys. The summary report that HCFA issues on SAQIP activities provides
few meaningful insights into the challenges or successes of any one State.”

Minimal public disclosure.

HCFA offers no readily accessible public information (e.g, on the Interne) on any
Network or State actions taken by either Networks or States to protect the public. All
Networks have websites, but they vary significantly in the amount and type of
information that they post. None publishes any information on complaints received and

. investigated at a particular facility or on any corrective actions pending against a ’
particular facility. Similarly, little information is readily available on the performance of
States. Survey results are available only upon request and are difficult to interpret.
Results are not routinely posted on the Internet or in facilities.
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. RECOMMENDATIONS -

The 230,000 patients receiving life-sustaining dialysis treatments rely upon the
professionalism of their caregivers and the internal monitoring efforts of their facilities
to provide high quality care and minimize risks. Yet, documented variations in the
quality of dialysis care and reported incidents of poor care reinforce the need for an
external quality review system to serve as a safety valve for patients. ’

As we have indicated, the quality oversight system carried out on HCFA’s behalf by the
Networks and State agencies has major shortcomings. It is imbalanced, in that it stresses
improving overall quality more than enforcing minimum requirements that protect
patients from harm. It is fragmented, in that Networks and State agencies rarely

~ coordinate their efforts to foster patient protections. And, fundamentally, it lacks
sufficient accountability on the part of the Netwoiks, the State agencies, and, most of all,
the facilities themselves. ' -

HCFA should exert leadership to address these shortcomings. In this section, we present
two guiding principles and two recommendations that address how HCFA can provide
this leadership. In doing so, we stress that while HCFA has authority and leverage, it
must approach the Networks and State agencies as partners who contribute to and share .
2 commitment to high-quality dialysis care. We also stress that external oversight must
be conducted in ways that minimize the regulatory burdén bn dialysis facilities and seek
to complement the facilities’ own internal quality review efforts. In some cases HCFA
has already undertaken initiatives that move in the directions we call for.

We present our recommendations in the context of the current oversight system in which
HCFA relies upon the Networks and State survey agencies. We believe that this system
has the potential to provide effective oversight. Yet, we recognize and suggest that
HCFA take into account that a system for private accreditation of dialysis facilities, if
held properly accountable, can be a valuable complement — particularly because it can
readily adapt state-of-the art standards that respond to changes in dialysis delivery and
evaluation methodology.”

In making our recommendations, we must stress that our focus is on the external quality
oversight of dialysis facilities and not on the Medicare payment policies concerning
dialysis treatment. We note that because in the course of our interviews and in the
professional literature many parties have expressed concern that the fragmented nature
of the payment system and the current rate of reimbursement for dialysis treatment are
themselves factors that may adversely effect the quality of dialysis care. We offer