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MEDICAL ERRORS, IMPROVING QUALITY OF
CARE AND CONSUMER INFORMATION

WEDNESDAY, FEBRUARY 9, 2000

HoOUSE OF REPRESENTATIVES, COMMITTEE ON COMMERCE,
SUBCOMMITTEE ON HEALTH AND ENVIRONMENT AND
SUBCOMMITTEE ON OVERSIGHT AND INVESTIGATIONS,
JOINT WITH THE COMMITTEE ON VETERANS AFFAIRS
SUBCOMMITTEE ON HEALTH,

Washington, DC.

The subcommittees met, pursuant to notice, at 10:30 a.m., in
room 2123, Rayburn House Office Building, Hon. Michael Bilirakis
(cgairman of the Subcommittee on Health and Environment) pre-
siding.

Members present from Subcommittee on Health and Environ-
ment: Representatives Bilirakis, Stearns, Greenwood, Burr,
Whitfield, Ganske, Norwood, Bryant, Bliley (ex officio), Green,
Strickland, Barrett, and Towns.

Members present from Subcommittee on Oversight and Inves-
tigations: Representatives Cox, Burr, Whitfield, Ganske, Bryant,
Bliley, Green, and Strickland.

Members present from Subcommittee on Health: Representatives
Stearns, Gutierrez, Smith, Bilirakis, Moran, Snyder, and
Rodriguez.

Also present, Committee on Veterans’ Affairs: Representatives
Evans and Udall.

Staff present: Jason Lee, majority counsel; Chuck Clapton, ma-
jority counsel; Ralph Ibson, majority counsel; Kristi Gillis, legisla-
tive clerk; Bridgett Taylor, minority professional staff; John Ford,
minority professional staff; Karen Folk, minority professional staff;
Susan Eddgerton, staff director; and Sandra McClellan, profes-
sional staff.

Mr. BiLirRAKIS. I want to welcome aand thank all of our witnesses
and the members for taking the time to join us today for this very
important hearing. As chairman of this subcommittee, I have con-
ducted many hearings with other subcommittees and committees.
I believe, frankly, in the joint hearing because you spend a lot less
time since multiple committees don’t have to go over material re-
peatedly. Today, however, marks my first joint hearing with the
Veterans’ Affairs Subcommittee on Health, on which I serve as vice
chairman. And I want to extend a special welcome to my VA com-
mittee colleagues and particularly to the chairman of the sub-
committee, Mr. Cliff Stearns, my fellow Floridian.

Together we will examine the issue of medical errors in our Na-
tion’s healthcare system. A recent report by the Institute of Medi-
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cine entitled “T'o Err is Human, Building a Safer Health System”,
takes a serious look at the prevalence and causes of medical mis-
takes. During my tenure as a member of this subcommittee, we
have constantly focused on ways in which the quality of health care
can be improved.

As chairman, I have appreciated the support of the subcommit-
tee’s ranking member, Mr. Sherrod Brown, of Ohio, and I regret
and I know we all regret that he is unable to join us today. You,
I am sure, all realize he had a pretty serious accident up in Ohio
and I talked to his chief of staff yesterday and I understand he got
out of the hospital the day before and is mending but it will take
a while to do so.

Last year the subcommittee approved H.R. 2506, the Health Re-
search and Quality Act of 1999. This bi-partisan legislation was en-
acted into law to reauthorize and rename the Agency for
Healthcare Quality and Research. I introduced this measure, joined
by Mr. Brown, to refocus the agency’s mission and promote re-
search to improve the safety and quality of healthcare. America’s
healthcare system provides high quality affordable healthcare cov-
erage to millions of Americans each day, but we must always con-
tinue to closely monitor the system and strive to make it better.

Today’s hearing is not intended to cause public alarm but rather
to focus needed attention on real problems within our healthcare
system. Like many people, I was deeply disturbed by the Institute
of Medicine’s recent report. It cites estimates that at least 44,000
and possibly as many as 98,000 deaths each year are the result of
medical errors. This makes medical errors roughly the eighth lead-
ing cause, and I have even seen some figures which put medical er-
rors as the fifth leading cause, of death in the United States. We
can and should work together to reduce these startling figures.

As a senior member of the Veterans’ Affairs Committee, I have
had the opportunity to review detailed information about ongoing
efforts to reduce medical errors within the VA system. The VA op-
erates an integrated national healthcare system providing a full
range of services to eligible veterans through some 170 hospitals,
more than 600 clinics and some 130 nursing homes. In 1997 a local
newspaper in my congressional district ran a series of stories about
healthcare services at the Department of Veterans’ Affairs.

These articles recounted mistakes resulting in the deaths of 23
Florida veterans. The newspaper also reported that another 23
deaths occurred at other VA facilities across the country since
1993. These deaths were caused by unusual or avoidable cir-
cumstances. In response I urged VA Committee Chairman Bob
Stump to investigate this matter. The Health Subcommittee, which
is chaired by our colleague, as I indicated, Cliff Stearns, conducted
two hearings on the quality of care and patient safety at VA med-
ical facilities during the last Congress.

I was pleased to work with Subcommittee Chairman Stearns on
these hearings and I want to commend his leadership on this very
serious issue. Since those hearings, the VA has undertaken numer-
ous initiatives to improve patient safety within its healthcare sys-
tem. Many of the steps taken by the VA were also recommended
in the IOM report. Our witnesses from the Department of Vet-
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erans’ Affairs will provide valuable insight on their experiences in
addressing these concerns.

In June 1997, the VA ordered its hospitals to report medical er-
rors, which are logged into its National Patient Safety Registry.
Last year the VA’s Office of the Medical Inspector used this data
to report that veterans hospitals around the country committed
about 3,000 medical errors leading to approximately 700 deaths be-
tween June 1997 and December 1998, a year and a half.

While these numbers are disturbing and must be examined, the
VA should be recognized for its efforts to create a data base of ad-
verse events which can be used to identify and correct system er-
rors. In addition to the National Patient Safety Registry, the VA
established a national center for patient safety to lead the depart-
ment’s patient safety effort. The VA also created several patient
safety centers of inquiry to develop practical solutions to the pa-
tient safety challenges.

And one of those inquiry centers is located at the VA Medical
Center in Tampa, Florida, and I would like to take this opportunity
to welcome Dr. Audrey Nelson, Director of the Patient Safety Cen-
ter of Inquiry at the James Haley VA Medical Center in Tampa.
This center is focused on preventing patient falls and promoting
safe wheelchair mobility. All of our witnesses today will help us
better understand the problem of medical errors, the Institute of
Medicine report and its recommendations and related concerns,
and we will also highlight successful private and public sector ini-
tiatives.

As we consider these issues, our shared goal must be to reduce
the number of medical errors and to improve protections for the pa-
tients in our Nation’s healthcare system. And I now yield to Mr.
Green, who is sitting in for Mr. Brown as the ranking member of
this subcommittee. Mr. Green.

Mr. GREEN. Thank you, Mr. Chairman. I am pleased that we are
beginning to address the issue of medical errors in a non-partisan
and collaborative way. Members of the three subcommittees will
hear witnesses representing a host of government, quasi govern-
ment, and private organizations that will be giving serious thought
to the issues before us.

Mr. Chairman, a coordinated hearing is so important because of
our joint referral and joint jurisdiction issues, and not only we as
Members of Congress and committees have to work together but
also our staffs need to know each other so we can work together
for efficiency. While the question how to address medical errors is
as old as medicine itself as we know first do no harm, there are
still many questions to answer and many issues to think through.

The complex nature of our medical system and the practice of
medicine being an art as much as a science a solution does not
come easily. I am pleased that the Institute of Medicine report has
rekindled the interest in the matter but I hope the rush of publicity
does not push us to act irrationally. We should have thorough anal-
ysis and assessment of the problems and potential solutions before
we act hopefully in a very bi-partisan manner.

There are some activities that are going on today to reduce and
prevent the incidence of errors in various settings with varying de-
grees of success. We should explore how we can buildupon these
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ideas and we should examine new approaches to developing safe
systems and insuring patient safety and also explore what Con-
gress can do to foster these as well. I know other members here
share that sentiment and it is great to have my good colleague
from Chicago next to me.

Lois Capps, who unfortunately is unable to join us today because
of the death of her daughter, asked that I share a short statement
with you. Due to a death in her family, Ms. Capps cannot be here
today. A former nurse, Ms. Capps has indicated her concern to me
about the IOM report and the medical errors problem particularly
as they pertain to nurses and patient safety. She has told me that
her main concern is that we approach this problem not by blaming
the healthcare professionals who make individual errors but rather
that we address the systems that often fail our healthcare profes-
sionals and ultimately our patients.

Ms. Capps is working closely with me on the medical errors issue
and I look forward to her return to the committee so that we can
continue this important work. I look forward to working with Ms.
Capps and the other members of the three subcommittees who are
here today on the topic so that we can develop a comprehensive ef-
fective solution to a problem that has been plaguing our medical
system for quite some time.

Mr. Chairman, I would like to ask unanimous consent for our col-
league, Sherrod Brown, who again because of his auto accident, as
you mentioned, could not be here and have it placed into the
record. I yield back the time.

Mr. BILIRAKIS. I thank the gentleman. The Chair recognizes the
chairman of the full Commerce Committee, Mr. Bliley.

Chairman BLILEY. Chairman Bilirakis, I want to thank you,
Chairman Upton for calling this hearing today, and I also would
like to extend a special welcome to Chairman Stearns and the
other members of the VA Health Subcommittee. Mr. Chairman, re-
cent Institute of Medicine estimates that the prevalence of medical
errors have highlighted an important concern that we all share. Ac-
cording to the IOM report of hospitals alone almost 100,000 people
die each year due to medical errors.

If nursing homes, ambulatory care centers, home health services
and doctor offices were included estimates of the number of unnec-
essary deaths would be much higher. It is important that we see
today’s hearing as part of the committee’s larger efforts to insure
patient safety. Through the remainder of this session of Congress,
the committee will continue to focus attention on improving the
quality of care that patients receive.

Included in this effort will be a hearing tomorrow before the
Oversight and Investigation Subcommittee examining the reuse of
medical devices. In addition, next month the committee will exam-
ine how consumers could benefit from information about their
healthcare providers and specifically how the information in the
national practitioner data bank may be made available to empower
consumers choice in the healthcare marketplace.

Today’s hearing will examine many of the complex issues relat-
ing to the goal of reducing medical errors including Federal versus
State controlled, liability concerns, under reporting of adverse
events and consumers access to information about medical errors.
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An important aim of this hearing is to identify ways to prevent
medical errors before they occur. The witnesses before us today
bring valuable perspectives on the issues and problems identified
in the IOM report.

Their testimony will reflect the diversity of concerns and issues
about reporting of adverse events and ultimately reducing the rate
of medical errors. Stopping unnecessary deaths from medical errors
should be after all our primary goal. I look forward to hearing testi-
mony from today’s three panels of witnesses on how this can be
done, and I thank you for yielding me the time.

Mr. BILIRAKIS. I thank you, Mr. Chairman. The Chair now recog-
nizes Mr. Gutierrez of Chicago, who is ranking member on the Vet-
erans Hospitals and Healthcare Subcommittee.

Mr. GUTIERREZ. Thank you, Mr. Chairman. I am pleased that the
Commerce and Veterans’ Affairs committees are holding this joint
hearing today to examine the issue of medical errors in the
healthcare delivery system. I believe that improving healthcare
safety is a bi-partisan issue that strongly deserves our attention.
And I thank the witnesses for taking the time to be here today. I
have had the opportunity to preview some of the witness testimony
and I am troubled by some of the findings.

Some of the studies cited by the witnesses claim that medical er-
rors lead to the deaths of between 44,000 and 98,000 patients per
year in healthcare settings ranging from hospitals to nursing
homes. One report states that between 3 and 4 percent of hospital
patients are harmed by the care that is supposed to help them. Ac-
cording to the report, 7 percent of all hospitalized patients are ex-
posed to a serious medication error that either harms them or
could have harmed them.

This data suggests that we have a serious health crisis on our
hands. However, the reports state that the majority of medical er-
rors do not result from individual carelessness but rather can be
attributed to equipment, communication designs and procedures.
This is important to know because this information tells us that we
must take steps to improve patient safety. We must make serious
efforts to create a culture of safety where the reporting of errors
is encouraged and those who do so will not be punished for reveal-
ing problems.

I commend the Office of the Medical Inspector at the Department
of Veterans’ Affairs for its recent report entitled VA Patient Safety
Event Registry. This document recorded and analyzed medical er-
rors and other adverse events that occurred throughout the VA
healthcare system for a period of 19 months. I am pleased that the
VA has set an example for the public and private healthcare sec-
tors by taking the initiative to use medical error data to improve
patient safety at our Nation’s veterans hospitals and facilities.

I will soon introduce a bill that would require the Department
of Veterans’ Affairs to publish every 2 years a VA Patient Safety
Event Registry on all medical errors. This information will be used
to identify specific aspects of patient care at the VA medical cen-
ters that can be used in their performance improvement initiatives.
Again, I thank the chairmen of the House Commerce and Veterans’
Affairs subcommittees for holding what I believe is a very timely
and important hearing today. Thank you, Mr. Chairman.
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Mr. BiLirAKIS. I thank the gentleman, and the Chair now yields
to Mr. Stearns, who is not only the chairman of the Hospitals and
Healthcare Subcommittee of Veterans’ Affairs but also a very ac-
tive member of the Health and Environment Subcommittee on
Commerce and who yielded to Chairman Bliley previously. You are
up, CIiff.

Mr. STEARNS. Thank you, Mr. Chairman, and I am just glad we
are convening this hearing. I want to thank you for you leadership.
You called me back last year in the late fall to talk about this joint
hearing. To my knowledge and our staff, this is the first time we
have had a joint hearing between the Commerce Committee and
the Veterans’ Affairs Committee subcommittee so I think this is a
landmark occasion.

The subject we take up of course is safety in medicine. Mr.
Gutierrez has pointed out the statistics which are very alarming
considering that during the entire Vietnam era war the people,
men and women, that were killed there was 55,000. We are talking
about inadvertent deaths of anywhere from 44,000 and 98,000 in
1 year. This is an alarming statistic. So I am privileged to partici-
pate here with Mr. Gutierrez and others from the Veterans’ Com-
mittee but also as a member of the Health Committee in standing.

The ongoing support Congress gives to maintain the VA
healthcare system demonstrates our commitment to meet that
debt. It goes without saying that every effort must be made to in-
sure our veterans’ well-being under the VA healthcare program.
With that concern in mind, my subcommittee, as mentioned earlier,
held important hearings on prevention of medical errors in the VA
healthcare system. We found that VA has made real progress in
that effort and it is gratifying to see VA’s work to insure patient
safety being recognized as an example for all American medicine.

Patient safety may well be a subject on which veterans have val-
uable lessons to share with others like other healthcare systems
and providers. However, VA has certainly not become an error free
zone of medical practice as is true for medicine generally. The VA
faces serious challenges. It must improve its understanding of how
to minimize the frequency of elderly patients falling. It needs to de-
velop tools to better predict patients at risk of suicide. It must pre-
vent difficult patients from harming others.

In 1997 VA established a comprehensive mandatory system for
reporting adverse events. The VA and others would agree that re-
porting is not a solution in itself. It is said to be just a first step
to identifying the underlying problem. The question arises, my col-
leagues, can reporting provide a basis for a reliable “hospital report
card.” The early data from VA registry on adverse events show
marked variation in the incident of these events from place to
place.

In responding to a recent survey, which I initiated, and Dr. Kizer
is here, who was very helpful in this matter, 19 of the 22 VA direc-
tors who oversee all of VA’s medical facilities express the view that
some adverse events may continue to be under reported by their
own facilities such as in cases that do not result in harm to a pa-
tient. Reporting systems certainly have their place but we should
be realistic about the reliability of the data they provide.
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Medicine and medical administrators are really just beginning to
grapple with the challenges and difficult questions posed by the
high rate of errors in the delivery of patient care. The error rates
identified in recent medical literature are numbing. The situation
is clearly unacceptable and we must not allow the complexities and
difficulties it presents to paralyze us. Instead, I hope this hearing
will help guide us toward the kind of fundamental changes needed
to insure that medicine’s safety record become one of America’s
best.

In that regard, I do believe the VA has made important advances
in patient safety and has lessons to share with all of us. Too often
government agencies with similar missions do not coordinate their
activities. We should not let that happen. Last year in reauthor-
izing the Agency for Healthcare Research and Quality, AHRQ, Con-
gress directed AHRQ to conduct and support patient safety re-
search and build private-public partnerships.

I plan, Mr. Chairman, to introduce legislation to require AHRQ
to consult with VA in developing strategies to improve patient safe-
ty as well as to explore greater use of such technologies as medical
simulation systems and bar coding which VA has employed very ef-
fectively so I look forward to this hearing, and, again, Mr. Chair-
man, I compliment you for your leadership.

Mr. BILIRAKIS. And I thank the gentleman. The ranking member
of the full Veterans’ Committee, Mr. Lane Evans.

Mr. EvaNs. Thank you, Mr. Chairman, and I want to thank all
the chairmen for bringing us together on this important issue.
First, do no harm is a familiar phrase from the Hippocratic Oath.
Most of us would like to think that our physicians and other med-
ical care staff abide by this principle and that we are safe in our
hospitals. That is why it is such a brutal shock for many of us to
read recent press accounts and learn that we place ourselves at
jeopardy when we enter a hospital’s doors.

Some studies have shown that our risk of harm from medical er-
rors grows with the length of stay and with the complexity in our
conditions and the procedures we receive. These are certainly trou-
bling findings. As a ranking Democratic member of the Committee
on Veterans’ Affairs, this issue really hit home for me when I read
that the preventable deaths in the VA hospitals. No one wants to
hear that they or someone they care about has been the victim of
a medical mistake.

According to the Institute of Medicine, however, there is no rea-
son to suspect that the VA is any different than the private sector
regarding the occurrence of preventable medical mistakes. The VA
in fact is simply reflecting the state of the larger healthcare system
with its reports of medical errors. A recent study reviewing all
healthcare estimated that medical errors are one of the top ten
causes of death of patients admitted to hospitals.

Mistakes throughout the medical industry are much more com-
mon than any of us wants to acknowledge. The VA is different,
however, in that it is undertaking many initiatives to study med-
ical errors and to improve patient safety. There is funding in the
President’s budget request for the VA in fiscal year 2001 to expand
these efforts. The VA has done the right thing in disclosing its find-
ings about medical errors at the risk of negative publicity, and I
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believe that the VA’s efforts to improve patient safety and reduce
medical errors should be supported and encouraged.

The VA and the rest of the healthcare system can learn from the
VA’s efforts to improve patient safety. For instance, we know from
the VA’s data that the VA should take immediate steps to prevent
apparently common problems such as patient falls and adverse
drug events. It can improve efforts to restrain impaired patients
from wandering and to address the needs of patients with suicidal
tendencies. In short, VA is using this data to learn and to improve
its patient care and that is what we should be concerned about
today.

I hope that the VA will be understood and its efforts replicated
throughout the healthcare industry. This would allow healthcare
providers to learn from each other and consumers can only benefit
from greater attention to patient safety. I look forward now to
hearing from our witnesses to learn how we can address these dif-
ficult issues throughout the healthcare system. I thank you, Mr.
Chairman.

Mr. BILIRAKIS. I thank you, Mr. Evans. I realize that the opening
statements up to now have been somewhat lengthy but we have a
long day ahead of us, three very long panels, and I would appre-
ciate the cooperation of the rest of the members if they can keep
their remarks as short as possible. The red light will go on in ac-
cordance with the committee rules at the 3-minute mark. The
Chair now recognizes Dr. Ganske for an opening statement.

Mr. GANSKE. I thank you, Mr. Chairman. I obviously will stay
within my 3 minutes. I must say that I will try to take in as much
of the testimony today. I do need to be on the floor some of the day.
And I thank all the panelists for coming. You know, Mr. Chairman,
I remember back in 1995, we had a debate on the floor on medical
malpractice tort reform, and I was debating a former member of
this committee, Mr. Bryant, from Texas, and he brought up the
case of a surgeon who had amputated the wrong leg on a patient
and wanted to know how could that be and should that physician
be liable.

And my position has always been that of course a physician
should be liable for a mistake like that. How could that happen?
How could it be that a surgeon could amputate the wrong leg?
Well, this is where we need to look at the processes involved. It
turns out that in this particular case the patient had two gangre-
nous legs. Both legs were gangrenous. Both would need to be am-
putated. The wrong one was taken off first. And in my opinion that
was a serious medical error and the physician should be liable for
that.

By the same token, I would point out that when an HMO makes
a medical decision that results in an injury like that the HMO
should be liable for it. There is a case of a little boy in Atlanta,
Georgia, who had a directive from his HMO that resulted in gan-
grene of both hands and both feet, both of which needed to be am-
putated. And under current Federal law the only responsibility
that that health plan has is for the cost of the amputations. I don’t
think that is justice. That is what we need to address in the con-
ference that we are doing on patient protection legislation.
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More pertinent to this testimony, I think we need to look at the
data that the IOM report is based on. One study was done in 1984,
another in 1992. That is 8 and 16 years ago. They were done in
States that were not necessarily representative of a national aver-
age. And I think that we need to be very careful when we are talk-
ing about untoward results of therapy versus mistakes. You know,
every time that I treated a patient, I told them that there were
possible complications of treatment. They could get an infection.
They could have all sorts of problems. Their tendon repair could
come apart. It might not turn out perfect.

And so we need to be very careful when we are talking about
medical errors to distinguish between potential adverse results
versus errors, because nothing turns out perfect in any endeavor.
And then I would finish by saying this. I think that when we are
looking at medical errors there is a real problem in hospitals.
Nurses have been strung like a tight wire because managed care
has put cost constraints on hospitals. They have cut back on RNs.
RNs are now having to supervise a lot of non-RNs to deliver care.

When you are the only RN on the floor and you have four health
aides who don’t have your expertise and you have people coming
a‘lc y((i)u from all different angles the potential for a mistake is multi-
plied.

Mr. BILIRAKIS. The gentleman’s time has expired.

Mr. GANSKE. And, Mr. Chairman, I think there are some deep
questions involved in how our healthcare is given.

Mr. BiLIRAKIS. There are, and I agree with you.

Mr. GANSKE. We ought to look at that too.

Mr. BILIRAKIS. Hopefully we are going to look at all those things.
That is the idea. We certainly plan another hearing. This is a very
significant issue. The Chair recognizes the gentleman from the Vet-
erans’ Committee, a very active energetic member of the Veterans’
Committee, Mr. Smith from New Jersey.

Mr. SMITH. Thank you very much, Mr. Chairman. This is obvi-
ously a very, very serious topic but in hearing Dr. Ganske talk re-
minded me of a situation that my brother had. He is an airline
pilot, former fighter pilot, meticulous to a fault. He went in for a
torn rotator cuff and he had his wife write on the shoulder that
was not going to be operated on, it is not this one.

So I want to thank you, Mr. Chairman. I appreciate the oppor-
tunity this hearing presents to discuss patient safety issues, the re-
cent report of the Institute of Medicine and the new patient safety
program already underway at the VA. The report entitled To Err
is Human, Building a Safer Health System suggests an issue of
deep concern and of much needed nationwide reform. While the re-
port is a global focus on medicine in general, we can certainly
apply its discussion and lessons to the VA.

We are looking at a national healthcare dilemma. How can we
minimize and hopefully eliminate adverse events in a society which
is human and therefore not error free. Across the Nation there are
millions of diagnostic tests, thousands of surgical operations and
hundreds of hospitalizations daily. While the large and vast major-
ity of these services occur without incident and lay to the restora-
tion of health never before possible a few procedures do lead to un-
toward events and may even be responsible for deaths.
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Still, as the GAO report will testify, little is known about the in-
cidence of adverse events. As a matter of fact, it points out that the
two studies cited by IOM, the 1992 study in Colorado and 1984 in
New York, the 44,000 to 98,000 figure is an extrapolation, and I
think we have to be very, very careful and very prudent in not
reading too much into that kind of data.

We need to go wherever the facts and truth take us. As GAO
points out, we need better recordkeeping and reporting and hyper-
bole by definition is a distortion. And this may be true. It may un-
derstate it, it may overstate it, it may be right on the mark but
it tells me that we need more information before we make sweep-
ing generalizations about what is happening. One death is one too
many, Mr. Chairman, and I do believe we must be resolute in iden-
tifying and eliminating any identifiable cause of provider-related
mortality.

In the New Jersey Veterans’ Administration system, Mr. Chair-
man, last year 42,000 patients were seen in our two hospitals and
six outpatient facilities. Adverse results related to provider error
have been a concern with the New Jersey VA and they take that
very seriously. There has been an ongoing review of a few cases in
1999 and thankfully none of them to the best of our knowledge led
to patient deaths.

I remain quite concerned about issues of delay and propriety of
treatment that have burdened New Jersey vets as they sought
treatment at our facilities. Over the years my staff and I have
worked on many constituent complaints and the VA has worked
with us to try to resolve those. And again I look forward to the
VA’s testimony about the national patient safety partnership and
the National Center for Patient Safety, both of which should prove
very, very effective in reducing medical error.

I want to thank, Mr. Chairman, you for convening this hearing
and again doing it in a joint way because I think that does help
us in a synergistic way. I yield back.

Mr. BILIRAKIS. I thank the gentleman. The Chair recognizes Mr.
Strickland of Ohio.

Mr. STRICKLAND. Thank you, Mr. Chairman. My remarks will be
short but I would like to say how pleased I am that the Committee
on Commerce and Veterans’ Affairs have collaborated to convene
today’s important joint hearings. Indeed, medical malpractice and
liability are at the heart of a vigorous healthcare policy debate in
our country. I believe we have an extraordinary opportunity today
to learn about the root causes of medical errors and possibly find-
ing methods of preventing them.

I am looking forward to learning more about the difficulties con-
fronting care providers, both in the public and the private sectors,
who are working to implement effective discovery and disclosure
policies regarding adverse incidents in medicine and in patient
care. Many of the parties active in this particular piece of the
health policy debate are here today.

In particular, I am aware of the Veterans’ Administration’s ef-
forts to insure patient safety and I applaud the work that they
have done to give confidence to their care providers and reassur-
ance to their veteran patients. I welcome you here today to talk
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about your concerns. I look forward to learning from you. Thank
you for being here. I yield back.

Mr. BILIRAKIS. Thank you, Mr. Strickland. Dr. Norwood, opening
statement.

Mr. NOorRwoOD. Thank you, Mr. Chairman. I would like to start
by thanking all three chairmen involved in holding this hearing.
The subject of medical errors is one that should involve great con-
sideration and is very appropriate for our deliberation. We have all
heard the statistic of the Institute of Medicine report that 44,000
to 98,000 Americans are killed every year by medical error, a stag-
gering statistic indeed, one that we should be very concerned
about.

What I found intriguing was that the IOM called a medical error,
and let me just take a second and quote from that report. “For pur-
poses of this report, the terms error and adverse event are defined
as follows. An error is defined as failure of a planned action to be
completed as intended, for example, error of execution, or the use
of a wrong plan to achieve an aim that would be error of planning.
An adverse event is an injury caused by medical management rath-
er than the underlying condition of the patient. An adverse event
attributable to error is a preventable adverse event. Negligent ad-
verse events represent a subset of preventable adverse events that
satisfy legal criteria used in determining negligence.”

Mr. Chairman, to call that definition exceedingly broad is per-
haps an understatement. A medical error could include a physical
error made by a doctor. It could include a diagnostic error made by
a doctor. It could include an administrative error made by a doctor,
a pharmacist or even a hospital. I believe that we need to be very
careful in our approach to this issue. Saying medical errors are a
problem in healthcare and we would do something about them is
akin to saying disease kills people and we should cure all diseases.

While I am all for curing all diseases, I recognize that there are
a multitude of diseases that each require an exceedingly complex
solution. Mr. Chairman, we should view medical errors the same
way. The medical error is a multi-faceted and complex thing. We
should be very leery, these committees should be very leery of any
quick pick solutions that may be proposed. We need to know what
problem we are trying to solve and if we truly expect our efforts
to lead to a solution.

I relate with Mr. Smith in that opinions are not appropriate
here. Facts is what we must have. This hearing is a very important
step. And, Mr. Chairman, I commend you for calling the hearing
and bringing this talented group of witnesses together. I look for-
ward to this testimony, and I will yield back the balance of my
time I hope in a timely manner.

Mr. BILIRAKIS. I thank the gentleman. Mr. Greenwood for an
opening statement.

Mr. GREENWOOD. Mr. Chairman, in the interest of hearing from
the witnesses, I will forego an opening statement.

Mr. BILIRAKIS. The Chair very much appreciates that. Mr. Bar-
rett, opening statement.

Mr. BARRETT. Thank you, Mr. Chairman. I want to thank you
also for holding this important hearing. I also want to commend
the VA for the work it is doing in this area. It is obviously I think
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showing its leadership in trying to deal with the problem of med-
ical errors. Obviously this is an important issue. It is one that this
committee should be focusing on. My only concern is that we don’t
forget about the other portion of this debate and that is the debate
over HMOs and decisions that are made by insurance companies,
which almost might be human error but also may result in people
being denied healthcare.

And so as we move forward, I think we have to keep the pressure
on to keep the patients’ bill of rights on the radar screen as well.
Having said that, I am interested in hearing from our witnesses
today so I would yield back the balance of my time.

Mr. BILIRAKIS. Thank you so much. The gentleman from Ten-
nessee, Mr. Bryant.

Mr. BRYANT. Mr. Chairman, thank you. I have a prepared state-
ment, which I will submit for the record. Thank you.

[The prepared statement of Hon. Ed Bryant follows:]

PREPARED STATEMENT OF HON. ED BRYANT, A REPRESENTATIVE IN CONGRESS FROM
THE STATE OF TENNESSEE

Thank you Mr. Chairman.

As T was looking over some of the materials in preparation for this hearing, I was
struck by the title of the now-famous Institute of Medicine report. I think it is very
appropriate: “T'o Err is Human: Building a Better Health System.”

We are all human. We can’t be perfect all the time. And the systems and proce-
dures designed by humans won’t always be perfect either. My background is in the
law, and I'm quite sure I made a few mistakes over the course of my career—not
very many, mind you—just a few. But a mistake in the court room is different from
a mistake in the operating room...usually there is a lot more on the line in a med-
ical setting.

I want to thank the Chairmen Bilirakis, Upton, and Stearns for bringing us all
together today to look at ways to make our health care system better and safer for
the patients it serves. I hope we can stay focused on constructive solutions, without
pointing fingers and placing blame.

I know we have a lot of ground to cover, and I am looking forward to what our
witnesses have to say. Thank you all for being here.

Mr. Chairman, I yield back.

Mr. BILIRAKIS. Without objection prepared statements of all
members of the three subcommittees are made a part of the record.
[Additional statement submitted for the record follows:]

PREPARED STATEMENT OF HON. SHERROD BROWN, A REPRESENTATIVE IN CONGRESS
FROM THE STATE OF OHIO

Thank you, Mr. Chairman. I am pleased the Commerce and Veterans Affairs
Committees are taking time today to discuss medical errors in the United States,
an issue as complex as it is compelling.

I would like to thank our distinguished witnesses for participating in today’s hear-
ing, and commend the Institute of Medicine and the Committee on Quality Health
Care in America (CQHCA) for providing an excellent analysis of this important
issue.

The statistics are alarming: Medical errors are the eighth leading cause of death
in the United States. Each year, more than 91,000 deaths are attributed to these
errors.

And medical errors drain an estimated $29 billion dollars from the health care
system each year.

Forty-four million Americans are uninsured; there is a gaping hole in Medicare
where prescription drug coverage should be; there are unjustifiable and unconscion-
able disparities in the health of different racial and ethnic groups within the U.S,;
we have yet to cure cancer, AIDS, heart disease...

We don’t have $1, much less $29 billion, to burn.
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According to the IOM report, medical errors are overwhelmingly the result of sys-
temic flaws, not negligence on the part of individual health care providers. This
makes intuitive sense, and it will help focus efforts to bring down error rates.

But it doesn’t make the job easy. We aren’t facing one problem, we are facing
many.

A heterogeneous array of events fall under the category of “medical errors:”
nosocomial infections resulting from lapses in hand washing; medication errors re-
sulting from difficult-to-decipher prescriptions, misdiagnoses; improper treatments;
contaminated blood products...each of these types of error may call for a different
solution.

There is no “quick fix” to the problem of medical errors. The IOM recommenda-
tions represent a practical approach. IOM recommends looking at the issue broadly
and tailoring a set of solutions to the individual problems.

The report recommends creating a National Center for Patient Safety within the
Agency for Healthcare Research and Quality. This center would develop a com-
prehensive strategy aimed at reducing medical errors. They would develop national
goals, a research agenda, a process for disseminating information to the public on
a timely basis. .. steps that make sense.

Along with Mr. Bilirakis, I sponsored legislation reauthorizing the Agency for
Health Care Policy Research and modifying its mission and title to focus on quality.
It is appropriate that this agency would take on the task of reducing the medical
error rate.

The President has asked relevant agencies to review and comment on the IOM
recommendations. Again, given the complexity of this issue, additional guidance is
appropriate and appreciated.

I hope this hearing adds to the momentum building for actions to address medical
errors. I also hope it drives the point home that this issue cannot be effectively ad-
dressed if it is treated cavalierly or coopted for other purposes.

We cannot do the issue justice by tacking it on to the patients’ bill of rights de-
bate, nor is it appropriate to do so.

We have deliberated over managed care reform for four years. We are just begin-
ning to evaluate the medical errors issue.

We know how to repair the flaws in managed care. Let me repeat that: we know
how to repair the flaws in managed care. We do not know how to systemically re-
duce medical efforts. That’s why we need hearings. That’s why we need research.

We have a remarkable health care system, not a perfect one. I hope we take the
opportunity within the next few weeks to wrap up the managed care reform debate
and fix what’s wrong with that part of the system, and, with hearings like this one,
begin a less protracted, but no less fruitful effort to dramatically reduce the inci-
dence of medical errors.

Thank you, Mr. Chairman.

Mr. BILIRAKIS. Does that complete your opening statement? Mr.
Udall, the gentleman from New Mexico, opening statement.

Mr. UpaLL. I would pass so we can get to the witnesses. Thank
you, Mr. Chairman.

Mr. BILIRAKIS. Is Mr. Moran handy? He is not. Mr. Rodriguez.

Mr. RODRIGUEZ. Thank you, Mr. Chairman. Let me just indicate
that I think that in my particular area we had an individual that
walked out, suffered from diabetes and walked out of the hospital,
got lost and basically died by exposure. And one thing that was
very insensitive was the initial comments that were made by the
hospital and that was that he probably went out to go drinking.
And so that in itself bothered me a lot. And I feel very strongly
that whether you are—whether it is a private or public sector facil-
ity, we need to be held responsible to the same level, the same li-
ability than anyone.

If my dad was going there, I would expect that he be treated
with the same quality of care that he would be in the private sec-
tor. And I am looking forward to the testimony that we are going
to be hearing. Thank you, Mr. Chairman. I relinquish the balance
of my time.
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Mr. BILIRAKIS. I thank the gentleman. That completes, I believe,
the opening statements. We will move right into the first panel
consisting of Dr. Donald M. Berwick, President and CEO of the In-
stitute of Healthcare Improvement, here on behalf of the Institute
of Medicine. We welcome Dr. Berwick. Dr. Kenneth Kizer, Presi-
dent and Chief Executive Officer of the National Quality Forum, a
gentleman who we have had much to do with in the Veterans’
Committee over the years. I thought he did a terrific job in that
regard and it is very good to welcome you here, Doctor. And Mr.
Randall Bovbjerg, is that correct?

Mr. BOVBJERG. Yes. Like iceberg.

Mr. BILIRAKIS. Like iceberg. You don’t look like you are going to
be much of an iceberg here today. He is the Principal Research As-
sociate of the Urban Institute here in Washington, DC. Welcome,
gentlemen. I will turn on the clock to 5 minutes. I would appreciate
it if you would do your best to limit your remarks to that. Of course
your written statements are a part of the record and hopefully you
can compliment those in some way. Dr. Berwick, we will kick off
with you.

STATEMENTS OF DONALD M. BERWICK, PRESIDENT AND CEO,
INSTITUTE OF HEALTHCARE IMPROVEMENT, ON BEHALF OF
INSTITUTE OF MEDICINE; KENNETH W. KIZER, PRESIDENT
AND CHIEF EXECUTIVE OFFICER, THE NATIONAL QUALITY
FORUM; AND RANDALL R. BOVBJERG, PRINCIPAL RE-
SEARCH ASSOCIATE, THE URBAN INSTITUTE

Mr. BERWICK. Thank you, Mr. Chairman, and good morning, dis-
tinguished members of the three subcommittees, I am Don Ber-
wick. I am a pediatrician and President and CEO of a non-profit
education and research organization called the Institute for
Healthcare Improvement. I am also Clinical Professor of Pediatrics
at Harvard Medical School. I have the privilege of serving on the
Institute of Medicine committee that issued this report. I also chair
the National Advisory Council of the Agency for Healthcare Re-
search and Quality.

Let me first mention the patient safety report is the first in a se-
ries of reports. The IOM committee will be issuing further reports
later this year on other issues in improving quality of care in the
country but we chose to report on improving safety first because it
seems so fundamental. I would like to highlight six key findings of
our committee’s report.

First, as several members have already stated, we find that
American healthcare is unacceptably unsafe today. About 3 to 4
percent of hospitalized patients we believe are harmed by care and
about six or seven out of every 100 hospital patients are exposed
to a serious medication error. I believe the mortality figures of
44,000 to 98,000 are defensible, that is, correct, and bracket the
likely hazard in the country as a whole.

We also note that we have almost no information on safety prob-
lems outside hospitals so we don’t know what the figures look like
in ambulatory care, office-based surgery and so on, but we suspect
hazards in those settings are also common. Our second finding is
that these errors and threats to patient safety are generally not
due to flaws like carelessness or incompetence in individual doctors
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or nurses or other healthcare workers. People don’t want to make
errors. They try hard not to.

The vast majority of these errors, something probably in the
range of 95 to 98 percent, are what we call system errors attrib-
utable to characteristics of equipment, job designs, work cir-
cumstances, communications, and so on. Think about it this way.
If we fired every healthcare worker who was involved in an error
and substituted a new person our future error rates would hardly
change at all. Blame won’t help.

One implication of this system’s view of errors is that the ac-
countability for safety has to lie with people who organize and run
systems, board of trustees, executives and clinical leaders. We can’t
blame the individuals and hold them accountable for making the
system safer on their own.

Our third finding is that we can do something about the problem.
There is a long history of scientific research bearing on safety, re-
search that has been well used in other industries to make their
systems far safer. Healthcare has not done that. We haven’t used
that research. We believe that as a national target if we harness
the knowledge that is available we could aim for a 50 percent re-
duction in patient injuries from healthcare over the next 5 years.

Fourth, it is important to understand that improving safety will
require a cultural change in healthcare. To reduce errors, we have
to be able to talk about errors. We have good research that doctors
and nurses and others in healthcare are quite frightened to reveal
the errors that they see and know about whether patients are
harmed or not. We are going to have to change that. That is in dis-
tinct contrast to the aviation industry, which has made a serious
effort to create a culture of safety in which discussing and report-
ing errors is rewarded and valued and the people making those re-
ports know that they won’t be punished for reporting what they ob-
serve.

The Veterans’ Administration has shown us that this is possible
in healthcare also. Our committee recommends widespread use of
blame free reporting systems in healthcare but we feel voluntary
reporting systems aren’t enough. We have discovered widespread
distrust by the public and the lack of transparency of the
healthcare system today, and so we have made a fifth recommenda-
tion, that all health care organizations should be required to report
to State officials some forms of patient injury, a very limited num-
ber of serious sentinel events like unexpected deaths, wrong-side
surgery, and deaths from medication errors.

We are not recommending a large Federal bureaucracy. We only
recommend that the Federal Government establish some standards
for mandatory reports of sentinel events to States. We don’t think
in general those reports should identify individual doctors or
nurses. We know this recommendation for mandatory reporting is
controversial. If we overdo it then indeed mandatory reporting
would chill the much more important voluntary reporting systems.
On the other hand, we have enough public concern about account-
ability that we are concerned without some form of mandate we
can’t reassure the public.

Our sixth recommendation is for a research, development, and
communication center, a National Center for Patient Safety, to ac-
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celerate pace of learning and the spread of good ideas about how
to make care safer. We are recommending an investment initially
of $35 million in such a center, which might appropriately be
housed in the Agency for Healthcare Research and Quality. So to
summarize in terms of Federal action implications for our report,
first we recommend a firm national commitment to improving pa-
tient safety dramatically and promptly.

Second, we recommend funding a National Center for Patient
Safety. Third, we recommend Federal standards for minimum con-
tent and format for mandatory reports of a very limited number of
sentinel events by organizations to States. Fourth, we recommend
extending peer review protections to voluntary error reporting sys-
tems that are developed by healthcare organizations. And, finally,
we do recommend an annual report to you and others by the Agen-
cy for Healthcare Research and Quality on the state of patient safe-
ty. I would like to make two final personal comments that go be-
yond the finding of the IOM.

Mr. BILIRAKIS. If you could do it quickly, sir, because the time
has expired. Please proceed. Go ahead.

Mr. BERWICK. I am a little concerned that the Institute of Medi-
cine committee did not have time to address two issues. The first
is the requirement that organizations inform patients and families
of serious injuries and errors in their care. The system thinks it
does that but we have evidence that it doesn’t happen routinely.
The VA does have such a requirement and I think they set an ex-
emplary standard.

The second is the knotty issue of tort reform. We know that
healthcare organizations have been able to establish voluntary re-
porting systems effectively without changes in the tort system.
However, I strongly believe that a movement toward a no fault en-
vironment for malpractice litigation would help increase safety-ori-
ented activity immediately. I am very excited by the attention that
this problem is getting. After 20 years of working on the quality
arena in healthcare, I think we have a tremendous opportunity to
make people safer in this country. Thank you.

[The prepared statement of Donald Berwick follows:]

PREPARED STATEMENT OF DONALD BERWICK, PRESIDENT AND CEQ, INSTITUTE FOR
HEALTHCARE IMPROVEMENT ON BEHALF OF THE INSTITUTE OF MEDICINE

Good morning, Mr Chairman and distinguished members of the three Subcommit-
tees.

My name is Donald M. Berwick. I am a pediatrician and President and CEO of
a non-profit education and research organization called the Institute for Healthcare
Improvement, and also Clinical Professor of Pediatrics and Health Care Policy at
the Harvard Medical School. For the past two years, I have served on the Institute
of Medicine’s Committee on Quality of Care in America, which is the group that
issued the report on patient safety, To Err Is Human.

The patient safety report is the first in a series. The Institute of Medicine Com-
mittee on Quality of Care in America is continuing its work, and will this year issue
several further reports and recommendations on how to address serious deficiencies
in the quality of care. We chose to report on improving safety first, because it seems
so fundamental and urgent. I must say that I hope our future reports will get as
much attention as this one has.

In the next few minutes, I would like to summarize the findings of the IOM Com-
mittee, and then to point out specific implications for Federal action.

Our report has six key findings. First, we find that American health care is unac-
ceptably unsafe today. Between three and four percent of hospital patients are
harmed by the care that is supposed to help them. Out of every 100 hospitalized
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patients, seven are exposed to a serious medication error that either harms them
or could have harmed them. We estimate that between 44,000 and 98,000 Ameri-
cans die in hospitals each year as a result of errors in their care. If the actual num-
ber is 44,000, this is the eighth leading cause of death in America. If it is 98,000,
errors are the fourth leading cause of death. We note that almost all the information
on safety that we have is about hospitals; we know far too little about other areas
of care, like nursing homes, home health care, office based care, ambulatory surgery,
and so on. Our Committee suspects that hazards in these areas are also common.

Second, we find that errors and threats to patient safety are generally not due
to flaws like carelessness or incompetence in individual doctors, nurses, and other
workers. People don’t want to make errors, and they try hard not to. The vast ma-
jority of errors in medical care—perhaps 95% to 98%—are what we call “systems
errors,” by which we mean that they are characteristics of the equipment, proce-
dures, job designs, communication systems, and so on that support safe work, or
ought to. Put another way, if we simply fired every health care worker who was in-
volved in errors, and substituted a new person, our future error rates would not
change at all. Blame won’t help. Only system changes can help.

One implication of a systems view of error is that responsibility for safety lies
with the people who organize and run those systems—executives, clinical leaders,
Boards of Trustees. It is they, and not the individual doctors and nurses, who can
do the most to make patients safer.

Third, our report finds that we can do something about safety. There is a long
history of great scientific research on causes of errors and ways to prevent them.
Other industries rely on these sciences—human factors engineering, human psy-
chology, industrial engineering, and others—to make their systems safer. Health
care has not done so. Our Committee believes that, if we get smart about using
what we know about safe designs, we can make patients much safer immediately.
If we go further, and organize the right research on safe designs for health care,
we can drive hazards to even lower levels. As a national target, we suggest for start-
ers that we aim for a 50% reduction in patient injuries from health care over the
next five years.

Fourth, we find that improving safety will require cultural change in health care.
To reduce errors, health care needs to know about and discuss its own errors.
Today, we generally don’t do that. We have good research that shows that doctors,
nurses, and others in health care are frightened to reveal the errors they see and
know about, whether patients are harmed or not. As a result, many health care or-
ganizations sincerely believe their error rates to be far lower than they actually are.
The problem has been driven underground because people are afraid to talk about
i% and therefore health care has trouble learning about hazards and preventing
them.

Contrast that with the aviation industry, which has made a serious effort to cre-
ate a culture of safety, in which reporting errors is rewarded. The voluntary Avia-
tion Safety Reporting System, run by NASA for the FAA, collects over 30,000 re-
ports a year from pilots, air traffic controllers, and others. The people making these
reports know that they will not be punished in any way for revealing problems, and,
in fact, if there was no criminal activity or serious injury, the very act of reporting
protects them legally from possible prosecution or punishment. We still have plane
crashes, but aviation is 10 to 20 times safer today that a few decades ago, because
it has information on its hazards.

Our Committee recommends widespread use of blame-free reporting systems,
much like ASRS, by organizations and, where helpful, others. This would be a major
change from the status quo.

But, we think, voluntary reporting systems are not enough. We find widespread
distrust by the public in the lack of transparency of the health care system today.
The public thinks we are hiding our flaws from them, and, in some ways, we are.

To improve public trust, we make a fifth recommendation—that all health care
organizations should be required to report to state officials some forms of patient
injury—a limited number of serious sentinel events, such as unexpected deaths,
wrong-side surgery, and deaths from medication errors. In fact, we think that about
22 states have some form of mandatory reporting already, but these state systems
at the moment lack consistency in definitions and reporting methods, and therefore
we have a lot of trouble learning from the reports. In addition, few states have in-
vested anything like the needed resources in analyzing the reports they get. The
aviation system assigns highly experienced pilots to reviewing those 30,000 reports,
and that is why ASRS can learn so much.

We are not recommending a large Federal bureaucracy. We recommend only that
the Federal government establish some standards for mandatory reports of sentinel
events to states. We also do not think that mandatory reports should identify indi-
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vidual doctors and nurses; these would be reports by organizations to states that
events have occurred and what is being done about them.

We know that our recommendation for mandatory reporting is controversial. If we
overdo it, then a severe mandatory system could chill the development of the more
important voluntary systems. On the other hand, we do not think that a voluntary
system, alone, is sufficiently responsive to the public’s concerns about accountability.
We need to find the right balance between a system for learning—which has to be
voluntary—and a system for public accountability—which has to have mandatory
elements.

Our sixth recommendation is for a research, development, and communication
center—a National Center for Patient Safety—to accelerate our learning and spread
of good ideas about improving safety. We don’t have anything like that now, and,
as a result, we have neither an organized national research agenda nor an easy way
to let hospitals and health care systems learn about how to get safer. Aviation has
the NASA-Ames center, which includes some of the best research in the world on
aviation safety. Our Committee recommends an initially modest investment—$35
million—in such a Center, and our initial suggestion is that the Agency for Health
Care Research and Quality may be a good home for it.

To summarize our findings, especially with regard to helpful Federal actions, we
recommend:

1. A firm national commitment to improving patient safety dramatically and
promptly;

2. Funding of a National Center for Patient Safety at an initial level of $35 million
per year;

3. Federal standards for minimum content and format for mandatory reporting of
a very limited number of sentinel events by organizations to states;

4. Extension of peer review protections to voluntary error reporting systems devel-
oped by health care organizations;

5. Annual reports by the Agency for Health Care Research and Quality on the state
of patient safety in America, to track our progress.

I would like to make two final personal comments that go beyond the findings of
the IOM Committee.

First, discussions of mandatory reporting have focused largely on the need for re-
ports by organizations to state agencies. I think there is an additional mandatory
reporting issue that the IOM did not address, but that is equally important; namely,
the requirement that organizations inform patients and families of serious injuries
and errors in their care. Most people in health care would regard this as an ethical
duty, but, in fact, we do not have evidence that this happens routinely. I think we
need to promise and assure that this happens. The Veterans Health Administration
dﬁes have such a mandatory standard, and I think it ought to be a model for us
all.

Second, the IOM Committee did not have the time or resources to explore the
knotty problem of malpractice liability and tort reform. Many in health care say
that the threat of malpractice suits makes secrecy necessary, and keeps organiza-
tions and individuals from talk openly about errors. To some extent, this is simply
an excuse to avoid tackling the problem of safety; I know that because there are
now many organizations that have begun to change their internal cultures without
any change in the tort system. On the other hand, I believe strongly that movement
toward a no-fault malpractice litigation system would help increase safety-oriented
activity immediately. Furthermore, if we really believe that most patient injuries
come from systems, not individual people, then we ought to fix the responsibility
where it belongs: with health care organizations and enterprises.

I have been working on quality of care issues for over two decades, but I have
never before seen such a tremendous opportunity for improvement as we now have
due to public attention to the issue of patient safety. If we act promptly and with
courage, literally millions of future patients will be saved the pain and risk of injury
from errors in their care.

Thank you for this opportunity to testify. I would like my statement put in to the
record. I would be happy to answer any questions the Committee may have.

Mr. BILIRAKIS. Thank you very much, Doctor. Dr. Kizer, you are
on, sir.
STATEMENT OF KENNETH W. KIZER

Mr. Kizer. Thank you. Good morning, Mr. Chairman, members
of the subcommittee. I am Dr. Ken Kizer. I am President and CEO
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of the newly formed National Quality Forum, which is a private
non-profit membership organization that is committed to improving
the quality of healthcare through improving the way that quality
is measured and reported. I am pleased to be here today to discuss
the need to improve the quality of healthcare in the United States
in general and the especially urgent need to improve patient safety
in particular.

I think for too long the topics of patient safety and medical error
have escaped public scrutiny. At the outset I think we should ac-
knowledge that in the latter part of the 20th Century healthcare
has become one of the most complex if not the most complex of all
human activities so it really is not surprising that errors would
occur in healthcare when you consider the number of interactions
between people, the number of interactions between complex tech-
nology much of which has a potential to cause harm as well as to
help patients.

If there ever were a high risk, high hazard activity, I think mod-
ern healthcare certainly qualifies as such although it is not gen-
erally viewed that way. I am always reminded when I think of this
of Mr. Gutierrez’s response a couple years ago of how he viewed sit-
ting in the doctor’s office versus getting on an airplane. You can
comment on that perhaps. While it is not surprising that modern
healthcare is a high risk, high hazard activity, I think perhaps
what is surprising is that healthcare has lagged so far behind other
high risk activities in systematically implementing risk reduction
and error prevention strategies, and I think that really is the es-
sence of what we are here to talk about today.

Now in the interest of time, I am going to defer most comments.
You have my written statement where I discuss some issues re-
lated to healthcare quality in general, the genesis and the activities
of the forum and make ten recommendations with regard to action
that we believe could improve patient safety and reduce medical er-
rors. I would just underscore a few of those activities and preface
it by saying that despite the prevalence and the cost of medical er-
rors most healthcare executives, clinicians, boards of trustees and
consumers are largely unaware of the prevalence and the mag-
nitude and the cost of these therapeutic adverse events and this is
largely due to systematic under reporting of such events and the
name and blame culture as it has been called that discourages re-
porting and the open discussion of these.

In that regard, I think as a first priority in addressing this issue,
we need to get more complete data on these events. Certainly
foundational to any improvement effort is defining the nature that
the scope of the problem and we have much work to do in that re-
gard with regard to medical errors. The Institute of Medicine has
recommended that a national mandatory reporting system be es-
tablished that provides for the collection of standardized informa-
tion about a set of adverse events, those that result in death or se-
rious harm to patients, and also they recommended that the Na-
tional Quality Forum be tasked with promulgating and maintain-
ing a core set of reporting standards.

The IOM has further recommended that Congress pass legisla-
tion to extend peer review protections to the data related to patient
safety and quality improvement that are collected and analyzed
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and used solely for purposes of improving safety and quality. I sup-
port those recommendations and would strongly underscore the
need for having a non-punitive approach to gaining this data that
is so much needed.

I think I would also underscore the need for making patient safe-
ty a priority in the government programs that support healthcare
as well as within healthcare organizations and for healthcare ex-
ecutives and at all levels throughout organizations in making or re-
ducing medical errors and improving patient safety should be key
strategic objectives for all of these entities. We would also support
the IOM’s recommendation that there be a National Center for Pa-
tient Safety established.

Quite simply, if this issue is going to be addressed it has to have
a home and it has to have people that are accountable for collecting
the data and analyzing the data. Now where that home resides is
something that we would defer to the Congress and the administra-
tion on but certainly there has to be some infrastructure to support
the effort if it is going to be a priority.

Finally, I would just comment on two other areas. There is much
that could be done today. There is an effort or a need to support
efforts to implement best practices and patient safety today. There
is much that can be done. Recommendations have been made by a
variety of entities that should be put in effect immediately. How-
ever, there is also gaps in our knowledge, substantial gaps in our
knowledge, that need to be addressed by research and there is a
need for research to find safer ways of providing care, for ways of
communicating harm or information about potential risks and
harm, and I would hope the Congress would be supportive of a re-
search agenda in this regard as well. Thank you.

[The prepared statement of Kenneth W. Kizer follows:]

PREPARED STATEMENT OF KENNETH W. KiZER, PRESIDENT AND CEO, THE NATIONAL
QUALITY FORUM

Mr. Chairman and Members of the Subcommittees, I am pleased to appear before
you today to discuss the very important public health need to improve the quality
of U.S. healthcare in general and the urgent need to improve patient safety in par-
ticular. For too long, the topics of patient safety and medical error have escaped
public scrutiny.

It should come as no surprise to anyone that errors occur in healthcare, for in
the past fifty years healthcare has become one of the most complex of all human
activities, typically involving hundreds or even thousands of interactions between
people and technology—even during “routine” treatments. Numerous physicians,
nurses and technicians are involved in the care of almost every patient; myriad di-
agnostic tests are routinely performed, many of which may be hazardous to the pa-
tient; and treatment often involves complicated invasive procedures that could in-
jure a patient in multiple ways. If ever there were a high risk, high hazard activity,
modern healthcare certainly qualifies as such. Indeed, given the complexity of mod-
ern healthcare and the paucity of systematic efforts to reduce medical care-related
eﬁrorz, it is, in some ways, surprising that errors do not occur more frequently than
they do.

Therefore, Mr. Chairman, I commend you and the Subcommittees for focusing on
this important issue, and I welcome the chance to share with you some thoughts
about policies and practices that might be employed to improve patient safety and
the quality of U.S. healthcare and possible roles that the National Quality Forum
might play in such efforts.Healthcare Quality in the U.S.

The quality of healthcare in the United States presents a paradox. On the one
hand, the high level of training of U.S. healthcare practitioners today, our extensive
and highly sophisticated biomedical research program, the rapid dissemination of
new medical knowledge, the extent of government funding for healthcare, and the
widespread ready availability of state-of-the-art diagnostic and treatment technology
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have brought life-saving treatments to more Americans than ever before and are the
envy of much of the world. On the other hand, a number of studies in recent years
have documented serious and widespread quality of care problems in U.S.
healthcare. Overuse, underuse and misuse of medical care occur too frequently in
all types of healthcare delivery systems and with all types of healthcare financing.

While tens of millions of Americans reap the benefits of modern medicine each
year, millions of others are exposed to unnecessary risks or are denied opportunities
for improved health. Likewise, too many patients are injured or killed as a result
of medical errors and therapeutic mishaps.

Quite simply, as good as American healthcare is, it could be markedly better!

Further, many experts believe that U.S. healthcare, which is by far the world’s
most expensive healthcare, could be significantly cheaper, if as much attention were
focused on improving the quality of healthcare as was done in other U.S. industries
in the latter part of the 20th century. Almost certainly, higher quality healthcare
would cost less.

It is notable that interest in rigorously determining the quality of healthcare in
America is only of relatively recent origin, arising largely in response to the man-
aged care revolution and concern that the new healthcare organizational structures
and reimbursement strategies brought by managed care might be creating incen-
tives that were deleteriously affecting the quality of care. In evaluating this situa-
tion, however, the most striking finding is how little is really known about the qual-
ity of healthcare in America. (Not that it is known to be better any place else.)
There is no mandatory national reporting or surveillance system, nor any regular
systematic review of the state of healthcare quality to determine whether it is get-
ting better or worse. Likewise, few healthcare systems or provider organizations
even have rudimentary organized data systems that routinely inform them about
the quality of care they provide.

Overall, it is highly ironic and quite remarkable that we know much more about
the quality of airlines, automobiles, televisions and toasters in America than we do
about healthcare, the nation’s largest enterprise accounting for more than $1 trillion
in annual expenditures and some 15% of the gross national product.

In recognition of these problems and in response to growing consumer and pur-
chaser demands for greater healthcare accountability, numerous efforts have been
launched in the last 10 to 15 years to promote quality improvement in American
healthcare. And while incremental progress has been made, in the aggregate, de-
spite the good work of many dedicated individuals and organizations, healthcare
quality has not progressed to where it can and should be. There continues to be
large gaps between the care people should receive and the care that they actually
do receive.

This sentiment was clearly expressed in three independent reports published in
1998—i.e., reports by the National Academy of Sciences Institute of Medicine’s Na-
tional Roundtable on Health Care Quality, by investigators at RAND after an exten-
sive review of the literature, and by the President’s Advisory Commission on Con-
sumer Protection and Quality in the Health Care Industry. Indeed, 1998 will prob-
ably come to be viewed as a watershed year for healthcare quality improvement be-
cause of these reports and actions they spawned.

THE NATIONAL QUALITY FORUM

One of the sequels to the 1998 reports and one of the most notable of recent ef-
forts to improve the quality of American healthcare has been the establishment of
The National Forum for Health Care Quality Measurement and Reporting, a pri-
vate, non-profit, membership organization proposed by the President’s Advisory
Commission on Consumer Protection and Quality in the Health Care Industry.

The concept of the National Quality Forum arose in recognition of a strong Amer-
ican sentiment against government regulation and control of healthcare quality. Of
note, the Commission proposed a public-private partnership involving two new orga-
nizations—a private-sector entity they referred to as the National Forum on Health
Care Quality Measurement and Reporting (better known now as The National Qual-
ity Forum [NQF]) and a public entity they called the Advisory Council for Health
Care Quality. The Commission’s original vision was that the Advisory Council would
identify national goals for quality improvement and provide oversight on the accom-
plishment of those goals, while the NQF would devise a national strategy for meas-
uring and reporting healthcare quality that would advance the identified national
aims for improvement. This paired public-private relationship seemed to reasonably
balance the concerns about the capacity of a private organization to meet important
public needs against the negative sentiment towards vesting healthcare quality con-
trol with the government.



22

The NQF was birthed in the fall of 1999, following the work of the Quality Forum
Planning Committee that was launched in June 1998.

With in-kind support from the United Hospital Fund of New York, the Planning
Committee drafted an initial mission statement for the NQF, proposed a governance
structure and sought funding from selected foundations. Start-up funds were subse-
quently obtained from the Robert Wood Johnson, California HealthCare and Horace
W. Goldsmith Foundations and the Commonwealth Fund. A president and chief ex-
ecutive officer was hired in the fall of 1999, and the NQF started to operate in late
1999.

Of note, no action has been taken, so far, to establish the proposed Advisory
Council for Health Care Quality, and some of its envisioned functions are now being
reviewed by the NQF for implementation.

The NQF sees its fundamental mission as being the improvement of healthcare
quality—e.g., to promote delivery of care known to be effective; to achieve better
health outcomes, greater patient functionality or a higher level of patient safety; or
to make care easier to access or a more satisfying experience. The primary strategy
the NQF will employ to accomplish its mission is to improve quality measurement
and reporting mechanisms—i.e., to improve the technology for measuring and re-
porting quality. In doing so, however, the NQF does not envision itself developing
quality indicators or measures de novo. There are myriad other research, accredita-
tion and oversight organizations and commercial interests already involved with de-
veloping measures.

The NQF has identified five key enabling objectives. These include:

(1) Developing a national strategy for measuring and reporting quality for the U.S.
that is consistent with identified national goals for quality improvement;

(2) Standardizing the measures of and processes for reporting quality-related data
so that data collection is consistent and less arduous for healthcare providers,
and so that the data are of greater value;

(3) Promoting consumer choice by building consumer competence in using quality
measures;

(4) Enlarging the healthcare system’s capacity to evaluate and report on the quality
of care; and

(5) Increasing the overall demand for healthcare quality data.

While there is much that needs to be done in each of these areas, the Forum sees
a particularly acute need to reduce the burden and increase the value of quality re-
porting methods.

The NQF has convened a group of highly respected quality improvement,
healthcare delivery and policy experts to help craft a strategic framework for
healthcare quality measurement and reporting. This group is known as the Stra-
tegic Framework Board (SFB), and its essential mission is to determine the prin-
ciples, intellectual framework and criteria for quality measurement and reporting.

In pursuing its mission, the NQF will seek to provide a clear, coordinated and co-
herent over-arching strategy and a set of guiding principles to inform the choice of
measures that it will ultimately endorse. The NQF will strive to endorse measures
that are compelling and causally related to better outcomes, and especially outcomes
related to processes or activities that improve something that actually happens to
patients. Indeed, the NQF believes that the true test of a quality indicator or meas-
ure is how well, and for what cost, the measure and its reporting actually helps im-
prove care. The more ways that a measure promotes better outcomes, the better.

The NQF will also strive to ensure that its over-arching strategy has a sound the-
oreti((:lal framework that will inform and guide a strategic and proactive research
agenda.

In approaching its work, the NQF will explore issues of quality across the entire
spectrum of healthcare and will seek to coordinate quality measurement between
and among the various levels or elements of the system— e.g., health plan, hospital,
medical group, nursing home, individual practitioner, home care etc.

Likewise, the NQF believes that it must always ensure that the consumer’s per-
spective is heard during the discussion of quality measures. In an effort to continu-
ously actualize this, the NQF’s Board of Directors is designed to have a majority
of its members representing consumers and purchasers. This is an important struc-
tural precept that should facilitate keeping the consumer’s perspective ever present.

Finally, in approaching its work, the NQF is committed to working constructively
with the many other parties involved in the healthcare quality measurement and
reporting area, including especially the Joint Commission on Accreditation of
Healthcare Organizations (JCAHO) and the National Committee for Quality Assur-
ance (NCQA), to make certain that its work is not duplicative, but rather collabo-
rative and helpful to the important work already begun by these entities. Improving
healthcare quality is a matter of national importance that requires all of us to work
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together; there is neither time nor resources to pursue any strategy other than one
of complete cooperation.

MEDICAL ERRORS AND PATIENT SAFETY

Recently, as a result of the Institute of Medicine’s seminal report on the subject
in November 1999,1 considerable public attention has been focused on medical er-
rors and other diagnostic or treatment-related mishaps that endanger patient safe-
ty—these will be further referred to here collectively as “therapeutic adverse
events”. Indeed, the evidence is clear that therapeutic adverse events kill tens of
thousands and injure or disable hundreds of thousands of Americans every year.
They are a major public health problem that warrants immediate and decisive ac-
tion, and the urgency for action is heightened by the fact that, in many cases, solu-
tions to prevent their occurrence are known. In other cases there is a need for re-
search to find the best practices that would prevent their occurrence.

Importantly, while therapeutic adverse events are just a subset of the larger
healthcare quality problem, they are especially important since ensuring patient
safety is an ethical imperative for healthcare professionals individually and collec-
tively. Indeed, providing a safe therapeutic environment is an essential attribute of
and foundation for high quality care.

Despite their prevalence and cost, most healthcare executives, clinicians and con-
sumers are largely unaware of the prevalence and cost of therapeutic adverse
events. Many factors account for this lack of awareness, including especially the sys-
tematic underreporting of such events and the prevailing “name and blame” culture
founded on the myth of perfect performance. This “name and blame” culture causes
fear of punishment, reprisal and/or peer disapproval when an adverse event does
occur, and it has been particularly counter-productive to dealing with the issue in
a forthright manner.

It is widely known that error is inherent to anything that humans beings do, and
substantial evidence exists that errors are the result of poorly designed processes
and systems that fail to account for the inherent limitations of human performance.
Indeed, because medical errors typically involve problematic processes or systems
rather than the incompetence or malice of individual practitioners improvement
strategies that punish clinicians for reporting errors are misguided.

In my opinion, ten things, at a minimum, must be addressed if medical errors are
to be reduced. These include the following:

1. Get more complete data. Foundational to any improvement effort is defining
and measuring the extent of the problem. At present, medical errors are grossly
under-reported, and there is extremely limited data about their occurrence. Creating
an error data collection system is essential to the success of efforts to reduce their
occurrence. Likewise, sharing information about errors with frontline clinicians is
needed to further their understanding of the issues, as well as to promote collabora-
tion and a sense of shared mission.

The Institute of Medicine recommended that a national mandatory reporting sys-
tem be established that provides for the collection of standardized information about
adverse events that result in death or serious harm to patients, and that the NQF
be tasked with promulgating and maintaining a core set of reporting standards. The
IOM further recommended that Congress pass legislation to extend peer review pro-
tections to data related to patient safety and quality improvement that are collected,
analyzed and used solely for the purposes of improving safety and quality. I support
those recommendations, and I would strongly underscore the need for having a non-
punitive approach to gaining this data.

In considering the data, it is important to remember that reporting such events
is for both public accountability and quality improvement purposes, and not every-
thing reported for quality improvement purposes warrants public reporting. There
is a set of adverse events or untoward situations about which we could obtain wide-
spread consensus on the need for reporting for public accountability (e.g., maternal
death during childbirth, restraint-related strangulation, wrong-site surgery, to name
a few), but there is a larger pool of events or circumstances that, at least at this
time, should be maintained confidential for quality improvement purposes.

2. Make patient safety a priority. Government health programs, healthcare or-
ganizations and healthcare executives should make reducing medical errors and im-
proving patient safety key strategic priorities. This should occur at all levels of gov-
ernment and at all levels of healthcare organizations or institutions.

1 Institute of Medicine. To Err is Human: Building a Safer Health System. Washington, DC.
National Academy Press. 1999.
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Patient safety work should be built into the schedule of managers and should be
a defined executive responsibility. Patient safety issues should receive as much at-
tention by healthcare facility governing boards as do issues like financial perform-
ance, market share and strategic planning. Healthcare facility management should
be held accountable for patient safety performance just as they are held accountable
for other performance.

3. Create a patient safety infrastructure. If medical error data are to be col-
lected and if patient safety is to be a priority, then it must have a home within
healthcare facilities, healthcare organizations and relevant government agencies,
and there must be individuals that are responsible for managing the data and asso-
ciated programs. The NQF supports the notion of their being a national Center for
Patient Safety, although we defer to the Congress and the Administration as to
where such a center should be housed. Wherever it is located, though, it must be
provided with adequate resources to accomplish its mission.

4. Create a culture of safety. Healthcare executives and managers should strive
to create a culture of safety in their institutions or organizations.

A healthcare culture of safety can be defined as an integrated pattern of indi-
vidual and organizational behavior, and the associated underlying philosophy and
values, that continuously seeks to minimize hazards and harm to patients that may
result from diagnosis and/or treatment-related processes. A culture of safety identi-
ﬁes1 safety as a priority and aligns organizational objectives and rewards accord-
ingly.

A number of characteristics define a healthcare culture of safety. For example, in
a culture of safety there is open acknowledgement that modern healthcare is a high
risk activity and that everyone in healthcare has a responsibility for risk reduction
and error prevention. Errors are recognized and valued as opportunities for im-
provement, and there is a non-punitive and safe environment in which errors can
be learned from. There is honest and open communication about safety issues with
well known mechanisms for reporting and learning from errors, and confidentiality
of information. Likewise, in a culture of safety there are mechanisms for restitution
and compensation for injuries that result from errors, and clear organizational com-
mitment, structure and accountability for safety improvement.

5. Implement patient safety best practices. Healthcare leaders and organiza-
tions should implement medical error “best practices” when such have been identi-
fied—e.g., such as those identified by the Massachusetts Hospital Association, Na-
tional Patient Safety Partnership and Institute for Safe Medication Practices. This
is especially so for medication safety practices, where a number of practices have
been shown to definitely reduce errors.

6. Professional misconduct must be recognized and dealt with. Gross neg-
ligence, malfeasance or unethical behavior should be recognized as a grave threat
to patient safety and should be dealt with accordingly. Licensure, credentialing and
privileging bodies should more aggressively discipline practitioners who have dem-
onstrated impaired performance of this nature.

7. Healthcare regulators and accreditation organizations should embrace
measures that enhance patient safety. Regulations and guidelines should en-
courage root cause analysis and facilitate non-punitive reporting. Similarly, pharma-
ceutical and medical device manufacturers should be required to complete and dis-
close human factors testing of naming, packaging and labeling of medications and
post-market surveillance of adverse events.

8. Patient safety self-assessments should be conducted. All healthcare facili-
ties should routinely conduct self-assessments for risk reduction and error preven-
tion. When available, structured and standardized self-assessment instruments
should be utilized—e.g., the self-assessment instrument developed by the Institute
for Safe Medication Practices for medication safety practices.

9. Patient safety research should be funded and otherwise supported.
While a number of interventions are available that could improve patient safety in
the short term, there is a great need for additional research in the area of medical
error reduction and patient safety. Research is needed in ways to make care proc-
esses safer, in how to make reporting systems optimally useful, and in ways of com-
municating information about healthcare hazards that do not unduly alarm pa-
tients, to name some fertile areas of research. Likewise, while basic research is
needed in many areas, there is also a great need to investigate technology transfer
and the application of safety lessons from other industries to healthcare. A good
n%oIdel for the latter are the Veteran Health Administration’s Patient Safety Centers
of Inquiry.

10. Medical education should address patient safety. Patient safety needs to
be incorporated into the fabric of health professional training at all levels. Indeed,
a significant part of the problem regarding the failure of physicians to report med-
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ical errors stems from attitudes and beliefs instilled during medical school. The fact
that everyone makes mistakes, regardless of how well trained or how smart one is,
and that modern healthcare is an inherently high risk, high hazard activity should
be gromoted throughout one’s training, along with how mistakes should be man-
aged.

Professional organizations and credentialing bodies should also give consideration
to requiring continuing education specifically in patient safety, such as is required
of practitioners in the veterans healthcare system.

CONCLUSION

Clearly, reducing medical errors and improving patient safety in U.S. healthcare
present many challenges, including the very real fears that so many caregivers have
of reporting therapeutic adverse events, the fear of liability and tort claims, the lack
of systems thinking and the poor understanding of so many medical “treatment sys-
tems” and uncertain support for a non-punitive approach to dealing with errors. De-
spite these challenges, however, improvement in patient safety is eminently achiev-
able, as has been demonstrated in the veterans healthcare system.

In closing, Mr. Chairman, I would note that too often Americans equate high tech-
nology healthcare with high quality healthcare. In some cases, this nexus is true,
but in many other situations more sophisticated technology simply creates a delu-
sion of higher quality, while increasing the risk of medical error. As healthcare be-
comes more and more reliant on complicated technology there will be increasing
need for vigilance against errors. Many actions need to be taken to ensure that such
vigilance is actualized and that healthcare in the 21st century becomes safer than
it iil today. The ten actions described above would be a good beginning in this re-
gard.

Again, thank you for the opportunity to testify before you this morning. I would
be pleased to answer your questions.

Mr. BILIRAKIS. Thank you very much, Doctor. Mr. Bovbjerg.

STATEMENT OF RANDALL R. BOVBJERG

Mr. BovBJERG. Thank you very much, Mr. Chairman. It is a
pleasure to be here. My basic position on medical error and medical
injury is probably the same as everyone else in the room. I am
against it. The real thing that divides people is what they think
will work. I think this is really quite a non-partisan issue. It is a
pragmatic issue. But there are two competing world views here.
There is the general

Mr. BILIRAKIS. Speak directly into the mike, if you would, please,
sir.

Mr. BOVBJERG. There is the inherited from the past system of
name and blame and disclosure that we have heard about and
there is the new motivation of taking more of a systems or cor-
porate approach and at least trying to create a culture of safety
without blame within it. There is a tension here and the IOM re-
port deserves tremendous credit for raising the visibility of this
issue for finally making it less deniable that there are problems out
there and for at least starting to sketch what we could do about
it.

The sketch remains somewhat conceptual, however, and there is
an awful lot of work yet to be done. I want to cover three areas.
I did cover three areas in my written statement. Let me hit on real
quickly now. First of all, information is one strategy. Clearly, feed-
back of information is crucial. The voluntary and mandatory re-
porting that the committee recommended are a core method for
dealing with these things. I happen to think that a real problem
here is the reporting of the information and encouraging people to
give the information reliably and timely. I think the voluntary sys-
tems are almost certainly an improvement over what there is now.
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I think the mandatory one builds upon what there is now but
doesn’t copy it exactly. I personally would not go for the full and
open disclosure of the mandatory reporting that has been de-
scribed. The mandatory ones that are out there now generally have
confidentiality and even so they get terrific under reporting as de-
scribed in the statement. Beyond the information issue is the moti-
vation issue. There is a lot that can be done. One can hire Dr.
Kizer, Dr. Berwick to come in and help one get going but there is
a major issue at motivating people to do this. It is not happening.

There is still a lot of complacency. There has been progress made
but it is not done. That is one reason for the support for the disclo-
sure and the disciplinary action and the lawsuits is this motivation.
The difficulty with that is that we have had that for a long time
and we are where we are. We have that type of system. It has done
what it can do and that leaves us with the problems that we have.
The real difficulty in terms of the information piece is that this
type of oversight tends to drive information underground.

I would recommend that people think a lot harder, and IOM has
started this but only just started, think a lot harder about what
else we can do, and that is beginning too. Quality measures that
are broader and more objective that sweep in information about er-
rors within them, real demands by purchasers that systems be cre-
ated to deal with this, and on a confidential basis reviewing that
and keeping people’s feet to the fire. I think that generalized type
of approach is apt to be very important. We can’t let the compla-
cency continue. I think if what you do with the fire is instead to
create a branding iron and want to brand everyone with a big red
letter E and put them on the Internet, they are not going to cooper-
ate with you quite as readily. So I think it is quite important ex-
actly what is going to be done with these data.

Then finally is the issue of implementation or management. You
can have all the good intentions in the world. You do have to
have—you take a systems approach but you have to have a system.
Someone has to be doing this. And there is quite a bit of difference
between the VA model and it is certainly a pleasure to a policy
analysis like me to see a government agency in the forefront and
actually leading the private sector in many ways but there is a big
difference between that model of an integrated system and the pri-
vate sector model of a much more decentralized system.

The hospital is a place to start but even hospitals differ. And of
course as has been mentioned, we have got a long way to go before
we get to outpatient. So we are well on the way. I think we need
to get started. We need to keep up the pressure. Let us not move
immediately to full disclosure and put all our eggs in that basket.
Let us make sure we get the information out and move slowly in
these ways. Thank you.

[The prepared statement of Randall R. Bovbjerg follows:]

PREPARED STATEMENT OF RANDALL R. BOVBJERG,! PRINCIPAL RESEARCH ASSOCIATE,
THE URBAN INSTITUTE

Thank you for inviting me to testify today on “Medical Errors: Improving Quality
Care of Care and Consumer Information.” My testimony addresses voluntary and

1This statement represents the view of the author and not that of the Urban Institute, its
sponsors or trustees.
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mandatory reporting of information about errors and associated confidentiality
issues.

The Emergence of Patient Safety. Researchers on injury and liability issues
have long recognized that medical injury and medical error occur too often. If they
were a disease, they would have their own Institute at NIH. Moreover, injuries far
exceed traditional efforts to fix them—medical peer review, regulatory discipline, or
legal liability and risk management. Fortunately, many injuries not prevented by
current oversight systems nonetheless seem preventable.

Better prevention requires a new mix of information, motivation, and implementa-
tion. The big question now is what mix of policy tools can best address prevention
in various medical settings, for various types of care and their characteristic prob-
lems. Observers and policy makers differ in their conceptualization of problems and
in the emphasis they would put on different policy tools. I urge you today to con-
sider that a multiplicity of tools may be appropriate, each in their own way, but
that we proceed carefully and avoid working at cross purposes.

This hearing continues the lively debates sparked last November by the Institute
of Medicine (IOM) report To Err Is Human. This book has performed an extremely
valuable service. More successfully than any of the prior efforts on which it builds,
the IOM panel has highlighted existing knowledge on the extent of preventable in-
jury, mainly in hospital care. This alone has put patient safety higher on the policy
agenda than ever before. This is an extremely exciting and important development.

Better yet, the book describes emerging methods of preventing medical errors
from hurting patients and lays out a vision of patient safety as an alternative ap-
proach to error. The book focuses more on systems design and operation than on
individuals. It emphasizes the manifold nature of errors and how prevention calls
for developing and implementing a variety of techniques to identify problems and
achieve solutions. It also seeks to de-emphasize retrospective blame finding as a pol-
icy tool in favor of front-end safety design, catching errors before they can reach pa-
tients, and building in self-monitoring and continuous improvement for the future.

In short, the IOM panel presents a very attractive vision of patient safety as a
general approach, with specific examples from a few clinical areas. Actually getting
clinicians and clinical managers to act in this fashion is a tall order. There are
many real-world examples of significant progress, but there is a long way to go. An-
other tall order is balancing the social demand for external accountability with the
prescription to downplay blaming. In short, more is known about problems than
about what approaches to improvement works best. But that’s normal. The ability
to diagnose problems always runs ahead of the ability to prescribe cures.

Speaking personally, my own research for twenty years addressed malpractice
mainly as a matter of law and liability insurance. I wrote about how those systems
perform, and how actual and proposed reforms affect that functioning. A particular
interest has been no-fault alternatives, which have the potential for efficiencies as
well as for sending clearer signals to practitioners about the extent and nature of
medical injuries. It has long troubled me that medical-legal research has always
found significant levels of preventable injury—starting with the first systematic
study of medical injury and negligence in the early 1970s.

My own first project specifically on injury prevention began just two years ago.
Since then, I've learned much more about the practical issues of making changes
in clinical and administrative systems to protect patients. One very recent advance
is that “patient safety” is now readily understood to mean protecting patients from
medical injury in many ways. Only two years ago, even well informed clinicians and
risk managers usually thought of “safety” as having to do with hazard-free prem-
ises—well lighted parking lots, non-slippery stairwells, clearly marked fire exits,
and the like. “Risk management” usually meant defending against lawsuits and cop-
ing with other legal system demands on clinicians, like Medicare compliance issues.
There was little attempt to actively address any factor that might hurt patients.

All this seems to be changing as some medical leaders are learning more about
promoting safety, not just avoiding malpractice. Efforts are underway in many insti-
tutions across the country, not just hospitals but also large physician groups. This
type of work is much more exciting in terms of direct improvements for patients
than lots of debates I've been in about law and insurance or the pros and cons of
tort reform.

Learning from Reporting Systems across Institutions. This morning, the
main topic is the potential role for medical error reporting. Sharing information
across sites through reporting can help build the knowledge base for improvement.
One must start with information about how different types of medical errors occur
and how they reach patients in order to begin to prevent them. Medical providers
have important information—what clinicians knew and did or didn’t do, the cir-
cumstances of a case, the environment in which it occurred. One key to improve-
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ment is to be able to study occurrences, errors that led to injury or might have done
s0. Much can be learned by self study and literature review, especially in hospitals
or large physician groups. Sometimes, however, larger scale is needed. Hence the
interest in reporting systems to compile information on error in medicine.

Institutional care is the focus of most existing reporting systems and the IOM pro-
posal—especially hospital care. It’s plausible that the need for more information is
even greater for non-institutional care, where individual and small groups of practi-
tioners lack the advantages of scale and scope of larger entities. Outpatient care is
generally believed to have less potential to hurt patients than more complex hos-
pital care for sicker patients. Still, “failure to diagnose” liability cases are among
the more expensive claims, and there are also many issues of follow up and coordi-
nation of care among independent offices. Outpatient care, however, remains a raw
frontier for safety development.

For the IOM panel, I and my colleague David Shapiro, an M.D., J.D. expert from
California, examined some aspects of reporting systems. We researched a number
of leading voluntary systems, concerns about their ability to maintain confiden-
tiality, and what existing and potential legal protections could enhance confiden-
tiality. We inevitably also learned about some mandatory programs, though with
less detail. Our conclusions are fairly presented in chapter six of the IOM book
(pp.94-113): Liability law gives broad scope to litigants to discover information rel-
evant to their claims, or even that might lead to relevant information. When qual-
ity-oriented information is kept confidential within a health care entity (mainly hos-
pitals) and used for peer review purposes, it is typically not discoverable. Risk-man-
agement information for defense of claims also has some protection from discovery.

These protections are seldom absolute, however, and sharing data on problems
outside the entity raises legal vulnerabilities. Information need not be definitive to
be useful. One attorney noted that it is helpful just to know that a patient’s hospital
chart was submitted to the peer review committee, despite the absence of informa-
tion about the confidential review or its findings. Just seeing the stamp “referred
to peer review” on the chart used to make it much easier to get an expert witness
to review the case. Hospitals learned of this effect and stopped using such stamps.

This illustrates a key observation about data on errors. People are very reluctant
to report on themselves or colleagues unless they have a reasonable expectation of
confidentiality. Whatever one’s views about the appropriateness of open confession
of error, it is a practical reality that few medical practitioners want to do it within
what they perceive as a litigious or vengeful environment. All our interviewees at
reporting systems stressed the importance of confidentiality in getting practitioners
to report; fears of legal and other repercussions are very strong. All said they
thought reporting of errors falls vastly short of the true extent of error.

It is difficult to get people to discuss potential failures at all, much less report
them to regulators empowered to discipline them, especially if litigators may also
get hold of them. Hesitation is built into behavior even without disclosure. Note, for
example, that the first information a liability insurer or hospital risk manager often
gets that something may have gone badly wrong in patient care is an inquiry or
notice of suit from a patient’s attorney. Reporting by the practitioners involved has
traditionally been very low—even though they are contractually obligated to report
claims, even though they’re reporting only to the people whose job it is to defend
them, and even though the reports are internal and confidential.

Stronger confidentiality protections would probably improve voluntary data shar-
ing. That’s why the IOM panel recommended new federal legislation. If cross-state
reporting is to expand greatly, this may indeed be required. There are existing legis-
lative models of confidentiality protection on which to base new rules, including
those applying to peer review and to the National Practitioner Data Bank. The
panel recommended a decentralized approach, as different expertises and scales of
operation are appropriate for different types of problems—drug errors, blood trans-
fusions, emergency medicine, and so on.

Many states have created mandates for hospitals to report serious injuries to a
state regulatory agency, often along with other matters, including epidemics and
fires. Typically, a case is confidential unless the agency takes formal action against
the institution. Legal requirements and conditional confidentiality may plausibly in-
crease reporting overall, though this is undocumented. But it seems clear that even
a long-standing mandate, as in New York or California, elicits only a few thousand
reports of unnatural deaths or serious injuries a year (see Appendix D of the IOM
book, pp. 210-217). The rate of error and serious injury found by hospital chart re-
view in those states is far higher. Mandatory reporting may or may not find more
problems than does the liability or peer review system.

For purposes of learning from reported mistakes, incomplete reporting may not
be critical. A clinical or administrative manager at hospital X can see that others
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also have a lot of problem Y and hence decide to take action. An area for much
greater work is how to report or otherwise generalize knowledge about solutions as
well as problems.

Reporting systems cannot measure the true incidence of particular problems, how-
ever, because they don’t know either of the two key factors: They cannot count how
many errors truly occurred (say, in a state or in a type of hospital). Nor do they
know how many patient encounters it took to generate the observed level of re-
ported cases. For this reason, it’s a bit troubling that incomplete systems can be
used to discipline medical providers.

Reporting Systems as Motivators of Change. This observation leads to a sec-
ond issue about safety—how to motivate change among doctors and hospitals. Here,
the IOM panel touched briefly on the importance of corporate leadership (chapter
eight, pp. 143-144) and appeals to professionals’ desire to excel in quality, now in-
cluding attention to error prevention. These are good things. However, considerable
outside pressure seems needed as well. It’s taken a long time, after all, for most
medical leaders to begin to accept that major improvements seem possible, despite
all the rhetoric about American medicine as the best in the world. And complacency
about performance continues; many hospital executives seem to think they are doing
enough about injuries already.

Enter state regulators as motivators. The threat of sanction after investigation of
a reported serious occurrence is surely meant to encourage change. How well this
works goes beyond the scope of the IOM book and is worthy of much more attention.
How well staffed and funded are the relevant agencies? What are their capabilities
to investigate, especially promptly and outside their home offices? How much are
individual cases studied as against patterns of problems? Can regulators recognize
when other factors than error affect reporting (e.g., nurses’ labor dispute with hos-
pital)? What sanctions do regulators use? How much acceptance is there of the ap-
propriateness of their findings among the regulated entities? Do the regulatees in
fact change? How do regulators try to generalize advice to the industry at large?
The questions go on and on.

Given the wide range of unanswered questions, the appropriate federal action at
this point seems to be to learn more about what states are doing and accomplishing
rather than to mandate federal minimum standards. According to news reports, the
Administration has decided to oppose mandatory, open reporting at this stage. I
agree with that position.

Proponents of traditional and expanded litigation normally assert that motivating
preventive efforts is their key contribution—what lawyers call deterrence. This must
be at least partly true: The highly successful anesthesiology guidelines, even the pa-
tient safety movement itself, was partly a reaction to liability pressures. Formal re-
search has found little evidence of deterrence, however. Support for the hypothesis
that exposure to fault liability promotes safety comes from some studies comparing
no-fault with fault-based systems for auto accidents. Yet the tie between lawsuits
and motivation to promote safety seems weak. Hospitals and other entities within
a particular jurisdiction all face the same basic legal rules, yet they differ greatly
in their willingness to tackle patient safety as a management priority. Moreover, to
repeat: whatever the level of deterrence has been accomplished by liability pres-
sures, it hasn’t done enough to protect patients. And it tends to inhibit open sharing
of data and methods for safety, even internally.

One last comment here: Regulation and litigation are not the only tools available
to motivate change. It’s appropriate for buyers of health care to demand much more
of providers. That is another major topic on its own. It seems possible to start with
some outcomes measures, such as rate of late discovery of cancer, and more pres-
sure for providers to adopt processes thought to help reduce errors. Again, to the
extent feasible, at this stage of development it seems preferable to emphasize sup-
port for improved processes rather penalties for poor outcomes. Hospital accredita-
tion is doing some of that already, but buyer pressure offers another useful ap-
proach, one barely touched upon in the policy debate thus far.

Implementing Change. Changing clinical and administrative processes to pro-
tect patients calls for good management, beyond good information and motivation
to act. It is one thing for leaders or outside experts to proclaim devotion to patient
safety and discuss methods in general terms, quite another to make changes in ev-
eryday practice. It is notoriously difficult to manage health care providers, and the
appropriate system to manage is not clear, especially outside of hospital-based and
large physician group practice. Very few private entities have anything like the cor-
porate organization of Veterans Affairs, where top leadership has begun substantial
change. Management issues merit much more attention.



30

Readers will note that this testimony has become sketchier as it proceeds from
theory to actual implementation of change. There is a reason for that. Theory is run-
ning ahead of practice. Much remains to be learned, but the promise is bright.

Mr. BILIRAKIS. Thank you very much, sir. Dr. Berwick, I was
pleased that you made your last two comments, that I had to sort
of rush you through, principally because I picked those up in your
written statement and had planned to go into them with you. And,
in fairness, I again repeat that you said that they represent your
personal viewpoints and go beyond the findings of the IOM com-
mittee. First, you state that you consider the VA a model for us all
and that certainly is a compliment to Dr. Kizer and others in that
it has a mandatory requirement that serious injuries and errors be
reported to patients and their families.

And of course the point made by Mr. Bovbjerg I think is a very
significant point in terms of the distinctions between work of the
VA and the private sector. But then you also state or perhaps
maybe imply that some form of tort reform is necessary. You write
that you believe strongly that movement toward a no fault, and you
said that again orally, malpractice litigation system would help in-
crease safety-oriented activity immediately. Well, I think those are
two very significant statements and I wanted you to use most of
my time to possibly elaborate on those.

Mr. BERWICK. Thank you, Mr. Chairman, and for reminding us
that these are my personal comments. On the issue of mandatory
reporting, I think we are confusing two very important issues. One
is the public reporting to some authority of sentinel events for the
purpose of public accountability but I think meshed in with that is
this additional issue if a patient is harmed by care that is intended
to help them, do they have a right to know about that.

I think the professions and the organizations would say yes but
I am not personally assured that we are doing this, and I would
like some kind of assurance and think the public deserve it that
if one is injured by care, one is told that. The VA is leading the
way in that and is able to show that such a system can work. The
second issue of tort reform is a much more difficult one. If we truly
believe that most of the harm is done to patients by their care
occur from systems then the accountability is a system level ac-
countability.

A tort reform system addressed to individual miscreants misses
the point. It is not fixing the accountability where it belongs that
leads me to prefer a kind of enterprise liability to an individual.
More than that, the malpractice environment is use by this indus-
try as an excuse for not studying in depth and sharing information
about its errors and so as long as that excuse is there, I fear we
will lack the momentum that we could establish. If we had tort re-
form it would take the excuse away and we would have daylight
on the problem more easily.

I am cautious about that because as I say there are some organi-
zations that have been able to establish robust voluntary reporting
systems through courageous executive leadership without a change
in the malpractice climate but I don’t think heroic behaviors of that
kind are going to be very common.

Mr. BILIRAKIS. Well, you know, Doctor, many years ago during
my earlier years in the Congress, I had prepared a proposal that
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would be a no fault system similar to workmen’s compensation.
The Workmen’s Compensation Program was probably rocky ini-
tially but it is working. And that is, I guess, what you are pro-
posing and I commend you for that.

Mr. BOVBJERG. Mr. Chairman, I could also submit more on that
from earlier work——

Mr. BILIRAKIS. Sure, please do.

Mr. BOVBJERG [continuing]. To deal with a no fault system. I will
give you an article from the Journal of the American Medical Asso-
ciation proposing such a system for obstetrics to replace the current
one.

Mr. BILIRAKIS. I would like to see that very much. Thank you.
Thank you, Mr. Bovbjerg. In the IOM report, at least to my knowl-
edge, you did not compare what is happening in this country versus
other industrialized nations, England, Canada, etc., etc. Any com-
ments from any of the three of you regarding that?

Mr. BERWICK. We have had several studies—we are aware of sev-
eral studies in the UK, Scandinavia, and most importantly Aus-
tralia replicating the same methodology that was used in Colorado
and Utah and in New York, which used identical methods. The
Australian study showed rates of injury in the Australian medical
care system of little more than double those in the U.S. system
which has caused great concern in that country. We have very
early findings in the UK showing similar error rates.

Mr. BILIRAKIS. Double?

Mr. BERWICK. No, similar to the U.S.

Mr. BILIRAKIS. Similar to the U.S. Anything further, Dr. Kizer,
Mr. Bovbjerg?

Mr. KiZER. I was just going to make the point that there is very
little known from elsewhere in the world with the exception of the
countries that were mentioned and in those countries they cer-
tainly can’t be looked to as ways of doing it better perhaps, that
their data suggests that the problem is comparable or worse than
what we have.

Mr. BILIRAKIS. My time is up. Mr. Green, to inquire.

Mr. GREEN. Thank you, Mr. Chairman. Dr. Kizer, we are hearing
a lot about the need to create a non-punitive recording system to
gather data on medical errors so we can learn from our mistakes
but the discussion has focused on confidentiality protections for the
information. However, protecting the reported information won’t
necessarily address other reasons people don’t report, not nec-
essarily the fear of lawsuits but the fear of embarrassment because
of one’s fear that their supervisor will find out, fear of losing their
job or losing a possibility of promotion. Would you agree it is im-
portant to offer individuals protection from retaliation as well as
for the agency?

Mr. Kizgr. I think that has to occur. Now whether it occurs by
statute or by personnel policies and the culture that is created, I
think that may be the question that you are asking. I know part
of what was tried to be effected in the VA was to create a culture
and to have personnel policies that were supportive of reporting er-
rors of openly discussing the information and that did not nec-
essarily require any statutory or regulatory changes.
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Mr. GREEN. So the protection was not just to the agency, the VA,
the local hospital, but also to the individual staff members?

Mr. KizEr. That is correct although I would in saying that under-
score the point that while there may be a very small minority of
individuals who do grossly negligent or unethical things that what-
ever protections are accorded to individuals that those protections
should not be an excuse or a way for unethical behavior or malfea-
sance to be condoned.

Mr. GREEN. Well, again, that should apply to the institutions as
well as to the individual.

Mr. Kizer. Yes. I think the differences at one level, those policies
or protections would be accorded. There is much that can be done
within institutions just by policy of the institution to get where we
need to go without any changes in laws or regulations.

Mr. GREEN. I notice one provision in the Patients’ Bill of Rights
that recently passed the House would provide protections for
healthcare workers who report quality problems or errors to the ap-
propriate body, and I believe this is an important protection for the
individuals to improve that quality of care and reduce the errors.
And, again, to follow up on the chairman’s concern, and that was
my question about whether the international numbers, whether it
is Australia or another industrialized country, are comparable to
what was shown in the IOM study. Thank you, Mr. Chairman.

Mr. BILIRAKIS. I thank the gentleman. Mr. Stearns to inquire.

Mr. STEARNS. Thank you, Mr. Chairman. Dr. Kizer, as you and
I both know, we had hearings on this and you testified and when
we talked to you, you went back and set up sort of a National Safe-
ty Center, to use your term, something in Veterans’ Affairs to make
sure that all this was reported. But as I recollect, a lot of the hos-
pitals didn’t participate. They wouldn’t do it on a regular basis and
you didn’t feel the information was forthwith in coming. So I guess
my question is, is there enough on the veterans’ side for us to ex-
trapolate to the private sector and what could have been more suc-
cessful on the veterans’ side to make it work better?

Mr. KizerR. How many hours do we have? Very quickly, I think
that there is experience from the VA that is transferable and there
is much that can be learned there but I would echo what Mr.
Bovbjerg said that the VA as an integrated system is different than
much of what occurs out in healthcare. As one example, medication
errors, the VA made a policy to implement some technology that
cost some dollars, millions of dollars, across the system to reduce
medication errors. Because of the way the VA is financed and the
way the funds are distributed that was—the system realized the
return on investment.

If you took that same analogy to the private sector today hos-
pitals that have to would invest in that. The return on investment
would go back to the health plans and the hospitals would be un-
likely to see any of the return on investment. There are numerous
examples like that where if you look at the fractionated non-system
that we have in the private sector as opposed to a fully integrated
system such as the VA, while there are lessons there, there are dif-
ferences that have to be recognized as well.

I think going back to the other point that you made about the
difference in reporting, I think we have to recognize that this is a
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long-term effort that requires changing the entire culture. You and
I had discussion both in the hearings as well as off line that I think
I made the point to you, a couple of points, that, one, the VA was
not—the rates were not much different than I saw in the private
sector as a former regulator of hospitals, and, second, that this was
something that if we did it right and the reporting that the num-
bers would go up dramatically.

And indeed that is what you have seen with the system that has
been put in place in the VA. But even so, if you may recall the
medical inspector’s report the highest—the two networks with the
highest and the lower rate of reporting and a difference by a factor
of 10, both were in the State of New York, a State that happens
to have two networks dividing them. So even though in the same
system with all the same encouragements and the same
assertations, you can see within a relatively small geographic area
marked differences in reporting largely to do with again the culture
that exists in those areas as opposed to the rules or what not of
the system.

Mr. STEARNS. Dr. Berwick, we in our Veterans’ Affairs com-
mittee, we had a Ph.D. come to our hearing and said you are safer
in an airplane than you are in a hospital and Mr. Gutierrez made
his comment at that point. What do you think of what Dr. Kizer
mentions in terms of a National Safety Center, and perhaps in line
with this to get this cultural change is to make it a no fault. You
would not deny the ability of the patient to sue, his constitutional
right, but you would have a no fault accountability so that all of
this would come in and it could be used on a system basis to deter-
mine what we could do not only to change the culture but the pro-
cedures.

Mr. BERWICK. Aviation is an industry that has a culture of safety
and had made tremendous progress in improving safety for pas-
sengers. I think the aviation is at least ten fold safer now than it
was 20 or 30 years ago for passenger miles despite the fact it is
a much more complex industry today. It committed to safety. They
have achieved it larger through science. The aviation industry un-
derstands how systems work and what system properties are safer
than others. They understand how to make communication fail
safe. They understand how to make equipment reliable. They un-
derstand the——

Mr. STEARNS. So you support a National Safety Center that Dr.
Kizer mentions?

Mr. BERWICK. Absolutely, yes. If we can apply that same science
in healthcare the progress would be immense.

Mr. STEARNS. Mr. Bovbjerg, what is your comment about a Na-
tional Safety Center?

Mr. BOVBJERG. Oh, it makes terrific sense to me. Again, I would
emphasize here we have an industry in the airlines in whose inter-
est it is to make changes and which will directly benefit from that.
It is a little less clear in healthcare. The pilots, stewardesses, me-
chanics, and so on, who report in the aviation industry directly
benefit in a way that the doctors and nurses and so on don’t. The
discoverability of plane crashes is very high. The discoverability of
errors is not in medicine. So I think there are differences but sure-
ly one can learn by looking at this.
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I think Don and many others have done that, are learning. The
issue is how do you get people to surface this stuff so that you can
begin to learn and change. And now it is difficult and it is difficult
even internally when a hospital or a staff model HMO or a large
physician group tells the doctors and nurses let us know early
about problems so we can intervene so we can do something.

They beg and very often this doesn’t happen and the first time
that a risk manager in a hospital or a physician group hears about
a problem is when the plaintiff’'s lawyer calls. That is not good and
that is with confidentiality and so on. There is a lot of work to ap-
prove reporting and to generate this information. It is quite spo-
radic and unreliable now.

Mr. BILIRAKIS. Thank you. Thank you, Mr. Bovbjerg. Mr. Strick-
land to inquire.

Mr. STRICKLAND. Thank you, Mr. Chairman. Mr. Berwick, I
wanted to focus on your support for a no fault liability system and
I make reference to the To Err Is Human report and the incredibly
dramatic reductions in deaths in the area of anesthesiology. I
would just like to share those statistics. Some studies in Australia,
the United Kingdom and other countries today indicate that anes-
thesia mortality rates are about one death per 200,000 to 300,000
anesthetics administered compared with two deaths per 10,000 an-
esthetics in the early 1980’s, an incredibly dramatic reduction in
the loss of human life.

But isn’t it true that one of the reasons that anesthesia has
moved in such an aggressive way to improve the performance has
been the fact that they have been faced with liability and that that
is one of the motivating factors in focusing attention on the need
to bring about these dramatic improvements in healthcare?

Mr. BERWICK. Historically I believe you are correct. The concern
about high malpractice rates was one of the motivating factors but
I don’t think it by any means was the only one. I also noticed that
the liability for anesthesia deaths is also nested in the institution
itself so I think that it supports the notion that organizational li-
ability is constructive.

Mr. STRICKLAND. And that leads me to a second question that I
think is related to the systems or enterprise liability and that is
where would the source of revenue likely come from, and I use for
the purposes of contrast workers’ compensation system is funded
by a tax on employers, the vaccine injury program is funded by a
tax on vaccine, automobile no fault insurance is funded via a man-
date that drivers carry insurance in order to obtain a driver’s li-
cense and so on. Where would we likely find the resources or the
money to pay for a no fault system in your opinion?

Mr. BERWICK. It is only an opinion. Mr. Bovbjerg has better data
than I do. Understand now though according to the same studies
that have yielded information on errors there is a tremendous mis-
match between the way the tort system works now and just com-
pensation to patients. Most suits do not involve errors and most er-
rors don’t arrive at suit.

In addition, most of the compensation doesn’t ever reach the pa-
tient so there is a lot of wasted money in that system right now.
Exactly how the numbers work out, I am not an expert at it and
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I don’t know but we don’t have a system right now that is match-
ing injury to compensation at all.

Mr. STRICKLAND. Thank you very much. I yield back my time.

Mr. BILIRAKIS. I thank the gentleman. Mr. Smith.

Mr. SMiTH. Thank you, Mr. Chairman. I want to thank our wit-
nesses for their testimony. You know, Mr. Chairman, I chair the
Subcommittee on International Operations and Human Rights. We
have had about 100 hearings since I have chaired it, and we have
a number of contentious issues from embassy security. The Presi-
dent just signed our bill in November which provides $900 million
additional per year over 5 years for embassy security. I raise this
because we deal with a lot of issues on that committee or that sub-
committee where people make assertions. And I usually and mem-
bers of our panel usually act as devil’s advocates to try to separate
fact from fiction.

And I think it is extremely important, and a lot of our issues deal
with health, global health statistics that come from the United Na-
tions, from UNDP or UNICEF and others, good laudable organiza-
tions but you always want to know whether or not you are dealing
with an absolute or as nearly close to reality as humanly possible
because statistics do drive policy. And in looking, Dr. Berwick, at
your study and then reading the GAO, it does raise questions about
methodology that I really think need a thorough explanation as to
whether or not we really do have a figure that truly represents
what is going on in America.

The GAO points out, as I said in my opening statement, that the
widely cited estimate of 44,000 to 98,000 deaths per year are at-
tributable to medical errors that come from extrapolation of the re-
sults of two studies in the U.S. and they were—one was in 1984
and one was in 1992. I was in my second term in 1984 and prob-
ably the information that was used then was dated because obvi-
ously there is lead time in getting that to a usable format.

Certainly it would seem, and maybe I am wrong on this, and
that is why I want to get to the bottom of this, that this is old data
and yet the sweeping statement, and Tom Brokaw is doing some-
thing tonight on this, he may begin by saying that American
healthcare is unacceptably unsafe today and also that upwards of
98,000 Americans die in hospitals this year as a result of errors of
their care.

If that is true, we have an epidemic that absolutely has to be
solved but I am wondering about the methodology, whether or not
this data is real. And it seems to me if it is just these couple of
studies as GAO said there is little known about the incidence of ad-
verse events maybe you can tell us if there is other information
that is fed into this, how recent is it. If you could tell us what cri-
teria for labeling as patient death as a hospital physician medical
error. How do you provide for provider error and how did you link
it to a death? What States, hospitals and providers were scruti-
nized or is it just these couple of studies that then this information
was gleaned from.

And HMO early discharges and all the other problems that we
are seeing crop up in this decade or at least in the 1990’s relevant
to HMOs. I know because I have gone through two catastrophic
episodes with my parents who died over the course of years from



36

cancer that we fought with the HMO. In one case an HMO denied
35 times the payment that we after going through the gatekeeper
and following, we were always dealing with early discharge or this
not being provided. That could make it even worse than the
100,000, I don’t know.

But it seems to me that before we send up that red flag, and
again you may have a great answer for this, we have got to have
a basis of fact, a collection of statistics mutually reinforcing that
clearly lead to the consequences or least the conclusions that have
been drawn here. If you could answer that, I would appreciate it.

Mr. BERwICK. Thank you, Mr. Smith. I welcome scrutiny of the
data of course. The Colorado and Utah study and the New York
study were enormous studies. The New York study was a review
of 30,000 records and the Colorado study of an entire population
in those two States so these are not small research studies. The
methodologies were very precise, definitions carefully done, and I
think they do give us a pretty good idea in those two areas what
the rates are.

I have no reason to believe that the rate varies very widely, the
rate of injuries varies very widely from those two studies. Even if
they were off by half, if the number of deaths is 20,000 instead of
40,000 and it is as likely to be higher as lower, we would still have
a serious problem. We have many small confirmatory studies of
medication errors and their consequences done in organizational
levels which repeatedly find these rates.

The convergence of the Colorado and Utah studies and New York
is remarkable, 3.7 percent injuries in New York, 3.2 percent in Col-
orado and Utah. They differed in lethality but not in the actual oc-
currence. The data bases were 1984 and 1992. The studies were ac-
tually more recent than that. You are absolutely right. We don’t
have large studies on more recent data but the committee is aware
of the increasing complexity in number of medications available,
equipment, technologies and procedures which would lead us to es-
timate that the risks have probably gone up, not down since that
time with or without the managed care pressures.

Mr. SMITH. Can you tell us, I know my time is running out, what
were the criteria for labeling a patient death as hospital physician
medical error?

Mr. BERWICK. Well, both studies begin with a definition of ad-
verse event. Adverse event means an injury from care that pro-
longed hospitalization by at least a day or caused a week or more
of disability. That is the formal definition. Then those were re-
viewed by trained and calibrated physician reviewers who sorted
those into systemic avoidable errors built into the way the care was
offered or something unpreventable like giving a patient who might
have a reaction to penicillin the first time they ever saw it.

About 70 percent of the errors were attributable to system prop-
erties that were in principle avoidable. That is what they call pre-
ventable. The deaths were then attributed to the preventable inju-
ries, the number of those that killed people, and that is where you
get the 44,000 and 98,000 numbers.

Mr. SMITH. I have more questions but I see my time is up.

Mr. STEARNS [presiding]. The gentleman’s time has expired. Mr.
Rodriguez, 5 minutes.
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Mr. RODRIGUEZ. Thank you, Mr. Chairman. Let me first of all in-
dicate that I like the recommendations that were made. One of the
disagreements that I have is that when you look at any problem,
you look at both the individual and the responsibility that the indi-
vidual has and the buck has to stop somewhere. And I agree with
you that we have to look at it systemically and we have to also
view it in terms of the perspective, in terms of the culture and we
need to do that.

But at the same time we also need to look at the individual per-
spective. I like the idea of the national center but I would also like
it if it was also localized because unless you have a local board in
that hospital to look at the data. I mean the medical profession
does that. They look at the bad apples. They are the ones that re-
port the bad apples and some of them do a good job, some of them
don’t.

Other review boards have looked in terms of the police, in terms
of abuse, and that has worked pretty well, and I think we can come
up with some ideas in that area. I would also add that you are
right in terms of the fact that right now I think we have a cap of
250,000 on a person’s life, at least that is my understanding. I
don’t know if I am correct on that or not, but I think that when
we look in terms of liability we need to personalize it. If it is one
of our family members, we need to hold those people accountable,
whoever they are and we need to hold that system accountable too.

And I think that is important, and I just want to thank you for
being here and I think we are on the right track in terms of trying
to identify some of those things. I want to yield, I know I have a
little time, to Mr. Gene Green from Texas.

Mr. STEARNS. The gentleman yields to Mr. Green.

Mr. GREEN. Thank you, Mr. Chairman. Just a follow-up. When
I asked the question about the Patients’ Bill of Rights, I didn’t ac-
tually get on the record. I noticed your head was nodding, each of
you were nodding yes that you agreed that protection for
healthcare workers who report quality problems or errors. Is that
correct? If you could answer verbally so we can get it in the record.

Mr. BOVBJERG. Yes.

Mr. KiZER. Yes.

Mr. BERWICK. Yes.

Mr. GREEN. Okay. And one follow-up question for whatever time
is left. Dr. Berwick, doctors claim that one of the reasons they don’t
talk openly about errors either to the patient or to other medical
practitioners is because they are afraid of potential lawsuits, and
I understand that, yet in keeping information about medical mis-
takes underground doctors often violate their own code of ethics.
The American Medical Association code of ethics quotes concern re-
garding legal liability which might result following truthful disclo-
sure should not affect the physician’s honesty with a patient so
concern over the liability shouldn’t be a legitimate reason to keep
information about mistakes from patients. Would you agree, I
mean in an ideal world?

Mr. BERWICK. Absolutely, yes.

Mr. GREEN. And I understand that but I also understand that
often times it is difficult for anyone to admit their own mistakes
but the medical ethics do require that.
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Mr. BERWICK. Yes, they do.

Mr. GREEN. Okay. Thank you, Mr. Chairman.

Mr. RODRIGUEZ. One other comment. I was also concerned that
not enough recommendations were made in terms of whether it is
lack of resources that are needed out there, additional training that
might be needed, and whether we have an obligation in terms of
what we need to do because I know a lot of people are overworked
or burned out and a lot of other things that are out there. And
maybe not enough of that was reported in terms of at least from
my perspective because I know people are out there working real
hard and getting burned out.

Mr. BILIRAKIS. Would the gentleman yield for a moment?

Mr. RODRIGUEZ. Yes.

Mr. BILIRAKIS. Dr. Ganske got into this but his time was up. I
thought he might be back to possibly get into it again. While we
need to examine no fault reporting, we also need to look at the root
cause and I guess that is what Mr. Rodriguez is referring to. And
I don’t know that the IOM report spent enough time on that. And
I know we have other panels coming up and we can go into this
with the VA, etc. At the same time the root cause has got to be
addressed too, not just the reporting of it, the liability areas, etc.
Thank you.

Mr. RODRIGUEZ. Reclaiming my time if I have any left, let me
just indicate that in those situations we know that the root cause
is not just one, it is a combination of things and we recognize that.
And from one institution to another, from one hospital to another,
it will vary, and so I think we need to probably move as quickly
as possible with some of these things and please let us know if we
need some additional resources to make that happen.

Mr. STEARNS. I thank the gentleman. Did you wish to answer
that, Dr. Berwick?

Mr. BERWICK. Thank you, Mr. Chairman. This is a very impor-
tant point. There is a nexus of root causes which are latent in the
system. The reason we want a voluntary system is to surface errors
before they hurt people and it is very important to know that we
need a culture which doesn’t wait for the harm but which says this
could have harmed someone. And that is where you get most of the
benefit in a reporting system. You are absolutely right. We need
people to be safe to talk about latent errors.

Mr. STEARNS. The gentleman from California, Mr. Cox.

Mr. Cox. Thank you, Mr. Chairman. Dr. Berwick, you mentioned
in your testimony that if we fired every healthcare worker who is
involved in error incident, we would not change our error rate. And
I think the message from the entire panel is that what we are try-
ing to do is encourage voluntary disclosure, something that doesn’t
happen right now. Getting to my colleague’s question from New
Jersey, Mr. Smith, until we change these things we are not even
going to be particularly confident in the data that we are collecting
because we know we can do a much better job of collecting it and
certainly thereafter of analyzing it if we could encourage more vol-
untary compliance.

Everyone has directly or indirectly acknowledged that the exist-
ing legal incentives all run the wrong way at least as far as indi-
viduals are concerned. If an individual is going to be penalized and
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not rewarded for participating in this kind of voluntary disclosure
then rather obviously we are not going to get it. Do we need to pur-
sue your airline analogy a bit, Geneva Convention for healthcare?

Mr. BOVBJERG. In a sense and in one way the medicine panel’s
recommendation to focus on deaths and very serious injuries, at
least death cases tend not to be quite so expensive as the others
when they do surface. They are more likely to be found now and
so that is a little less threatening than throwing open the whole
flood gates to everything. But, yes, I think in the long run if you
want to build a total culture you are going to have to address the
legal system and the disciplinary system which are part of the rea-
son that people are reluctant to talk about errors.

But people are reluctant to talk about errors under any cir-
cumstance. You have to make it easy for them. You have to sell it
on them and people like Tom and Ken, they are very good at this,
that it is in their interest and they can help their patients. You sell
the prevention. You sell the good. You don’t sell where you can
avoid being dragged into malpractice.

Mr. CoX. Anybody wish to further comment on that? We are of
course operating in an industry where insurance plays a significant
role. Why is it that the external pressure placed on the industry
from insurers whose interest it is of course to minimize the injuries
so they don’t have to pay for them has been inadequate.

Mr. BOVBJERG. Insurers, of course, generally unlike the VA are
on year-to-year contracts. The VA has got a lifetime relationship
with its veterans by and large. An insurance company or HMO
doesn’t. My own sense without having detailed knowledge of it is
also that anything that smacks of error and malpractice has great-
ly angered the providers on whom the insurers rely to deliver the
services and they are reluctant to get into that.

I think that the big employer plans and some of the big orga-
nized plans now are starting to and that is a very welcome develop-
ment. What they can do is relatively limited compared to the peo-
ple right there on the ground who have the clinical control and ac-
tually see things happen have the chance to catch things before
they happen but there certainly are things that health plans and
insurers could do. They are just somewhat more limited, I think,
than what the clinicians and the organized systems that have
hands on responsibility can do.

Mr. Cox. I think, Mr. Bovbjerg, you mentioned in your testimony
the extensive discoverability of information that would otherwise
would be useful for correcting these problems of investigating er-
rors, their causes and their potential remedies. Do you have any
recommendations to make with respect to existing discovery rules?

Mr. BOVvBJERG. Well, I think I support the IOM panel’s rec-
ommendation. If one really wants to provide confidence that things
are not going to be discovered on an individual basis it is going to
take a statute. There are protections. There are ways to interpret
existing statutes at the State level to protect this type of scheme
especially outside the institution but it is something of a stretch
and I think that it is going to take both practical methods of pro-
tecting the data where you have some anonymous reporting, some
identification of data, and probably some legal protection to really
get a whole lot more reporting.
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Mr. Cox. Last, if I may, the emphasis of this panel and in fact
the focus of this topic is on making the system or the aggregation
of individuals working in healthcare in America work better and
have better patient outcomes and fewer mistakes. The point that
you have made I think competently is that if we focus more on sys-
temic errors and problems in the delivery itself and less on blaming
the individual nurse or the individual doctor or so on will actually
do better.

The tort lawyers come at this from a different point of view. They
want to know who is going to pay in this case. Dr. Berwick men-
tioned enterprise liability as opposed to individual liability. How
does that occur if nobody is to blame who works for the enterprise?

Mr. BERWICK. We are attributing the vast majority of hazards to
systems. Somebody is responsible for the safety of those systems
and that is the executive trustees and senior leaders of the enter-
prise. As individuals they may not be able to be reached but they
are responsible.

Mr. Cox. So would you then make them personally liable in liti-
gation?

Mr. BERWICK. It is beyond my competence to say personally lia-
ble but I know the action to make patients safer has got to occur
in the executive suite. If it doesn’t start there, it isn’t going to hap-
pen. That is why the VA has made

Mr. Cox. Well, let me make it a little easier to understand my
question. If we are concerned about encouraging voluntary report-
ing, if people don’t like voluntarily to report because they will then
be to blame, if we are trying to resolve that problem by saying you
are not to blame but we are going to make the enterprise liable,
how do we ever make the enterprise liable if nobody that works
there is to blame?

Don’t we have to—I mean doesn’t the tort lawyer still have to go
in and find out that something was wrong, that this system didn’t
work, this person who was responsible for it screwed up and as a
result there was a bad outcome. Can it be possible that the enter-
prise was liable when nobody was at fault, when no person did
anything wrong?

M(Ii‘ STEARNS. Let the gentleman’s question—his time has ex-
pired.

Mr. Cox. That is it for my question. It is up to the chairman
whether you wish to expire the time for the answer.

Mr. STEARNS. Does anyone want to tackle that answer?

Mr. BOVBJERG. The short answer is yes, I would be glad to talk
with you on our time afterwards.

Mr. STEARNS. Okay. Well, I thank the first panel for their indul-
gence and it was very helpful. And now we will call up the second
panel, which is Dr. Thomas Garthwaite, who is the Deputy Under-
secretary of Health for Veterans’ Affairs Administration, Dr.
Bagian, who is Director of National Center for Patient Safety, Dr.
Audrey Nelson, from the VA Hospital in Tampa, Dr. Janet
Heinrich is from the GAO office, and Ms. Diane Cousins, who is
Vice President of Practitioner and Product Experience Division of
U.S. Pharmacopeia.

So I welcome all of you to the second panel. We are delighted
that you are attending, and we would appreciate your opening
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statement within the 5-minute time limit. And Dr. Garthwaite, you
and I have had an opportunity on these discussion panels before
so let me start off with you. Welcome.

STATEMENTS OF THOMAS GARTHWAITE, DEPUTY UNDERSEC-
RETARY OF HEALTH, VETERANS HEALTH ADMINISTRATION,
DEPARTMENT OF VETERANS’ AFFAIRS; ACCOMPANIED BY
JAMES BAGIAN, DIRECTOR, NATIONAL CENTER FOR PA-
TIENT SAFETY; AUDREY L. NELSON, DIRECTOR OF PATIENT
SAFETY, CENTER OF INQUIRY, JAMES A. HALEY VA HOS-
PITAL; JANET HEINRICH, ASSOCIATE DIRECTOR, HEALTH FI-
NANCING AND PUBLIC HEALTH ISSUES, GENERAL AC-
COUNTING OFFICE; AND DIANE D. COUSINS, VICE PRESI-
DENT, PRACTITIONER AND PRODUCT EXPERIENCE DIVI-
SION, U.S. PHARMACOPEIA

Mr. GARTHWAITE. Thank you, Mr. Chairman. Thank you for in-
viting us to testify today on the critical issues of patient safety. Al-
most 3 years ago under the visionary leadership of Dr. Kenneth
Kizer, who you have just heard from in the first panel, the VA
began a major initiative to establish a system and a culture to im-
prove the safety of our healthcare system, and by sharing our re-
sults, to improve the safety of healthcare for everyone.

Our written testimony details our extensive efforts and I will not
reiterate it. I would like to comment on VA’s approach to three
areas that continue to be debated—accountability systems versus
learning systems, mandatory versus voluntary reporting, and pub-
lic disclosure versus the need for candor.

First, we all make errors. Healthcare providers certainly do. Dr.
Bagian, who will speak to you next and who is an astronaut and
a physician, can tell you that even rocket scientists make errors.
Since the release of the Institute of Medicine report considerable
debate has centered on finding an appropriate balance between as-
suring accountability for errors versus designing better systems to
prevent errors and to minimize the consequences of errors. We be-
lieve that the institution delivering care has a responsibility to as-
sume that individuals will make errors. Those institutions must
find the systems that allow the errors to occur and improve the de-
sign of those systems.

Those institutions also have a responsibility to detect incom-
petent providers and to take appropriate action. In VA we have
sought to approach the error portion by first openly informing pa-
tients or families about errors. Second, to insist on mandatory re-
porting and analysis of adverse events within a process protected
from public disclosure of individual patients and practitioners.

Third, to identify early in a process any intentional unsafe acts
for administrative review and action. Fourthly, to provide ongoing
analysis of adverse events for possible systemic fixes and new
standards including research at our patient safety centers of in-
quiry. Fifth, to implement new safety standards across our system
and to share those broadly in the general healthcare sector. And,
sixth, to sign performance contracts with our senior executives
holding them accountable to implement new processes and proce-
dures to improve patient safety.
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On the accountability side of the systems versus individuals
issue, we continue to hold individuals accountable for their com-
petence through a set of other processes including credentialing,
privileging, re-privileging, administrative investigations, perform-
ance management systems, personnel management systems, re-
porting to State licensing bodies and reporting tort claim informa-
tion in the National Practitioner Data Bank.

A second issue that has triggered considerable debate is whether
reporting should be mandatory or voluntary. The expert panel,
which helped design our system and the experience of the aviation
industry, led us to conclude that both systems are important and
together yield more useful information than either can alone.

A third issue which has been central to many of the discussions
of what should be done to improve patient safety is a need to find
the balance between the public’'s right to have information to
choose a safe healthcare system for their care versus the need to
create a culture of open disclosure without blame of individuals for
system weaknesses.

Take mandatory reporting of error rates as an example. Since
the occurrence of error is not always obvious and is more likely in
more highly complex and technical procedures, error rates would be
predicted to be highest in systems that take care of the most medi-
cally complex patients, that perform the most advanced procedures,
and that have the most aggressive reporting systems. These are
often the systems that we would want to use for our own treat-
ment. Yet, simple reporting of error rates would mislead us.

We believe that additional study will be necessary before mean-
ingful data that guide rather than mislead the public will be avail-
able. VA has chosen to use its unique position as a publicly ac-
countable healthcare system to lead in the effort to insure the safe-
ty of patients. We also use our strengths as a major research and
educational organization to conduct research on safety and to add
human factors and organizational design to the curriculum of clin-
ical administrative students in the VA. Thank you.

[The prepared statement of Thomas L. Garthwaite follows:]

PREPARED STATEMENT OF THOMAS L. GARTHWAITE, DEPUTY UNDER SECRETARY FOR
HEALTH, DEPARTMENT OF VETERANS AFFAIRS

Mr. Chairmen and Members of the Committees, I am pleased to appear before you
to discuss VA’s ongoing activities and initiatives to ensure the safety of patients who
receive care from VA. In December 1999, the Institute of Medicine (IOM) released
a report “To Err is Human: Building a Safer Health System.” The report reviewed
existing studies and concluded that as many as 98,000 preventable deaths occur
each year in United States’ healthcare due to error. The IOM recommended creating
a new National Center for Patient Safety that would focus on research and policy
related to errors in healthcare, improved error reporting systems, improved anal-
ysis/feedback methods, performance standards for healthcare organizations and indi-
viduals, and other specific governmental actions. Importantly, they cautioned that
the focus must be on creating a culture of safety that will require improving sys-
tems, not assign blame.

VA interpreted the IOM report as a validation of our commitment to improving
patient safety in our healthcare system. All of the IOM recommendations applicable
to VA have either been in place or were in the process of being implemented prior
to the release of the report. While VA has had quality and safety related activities
ongoing for many years, it was in 1997 that our formal patient safety program was
launched (see Attachment 1). Leaders in the field of patient safety and medical error
outside VA have participated in the design of our system and recognize VA as a pio-
neer in these efforts.
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During 1997, VA intensified its already extensive efforts in quality improvement
by launching a major initiative on patient safety. We recognized that programs to
improve quality and safety in healthcare often share purpose and corrective actions.
However, we believed that patient safety required a new and different approach. We
set out to create a new culture of safety in which our employees detect and tell us
about unsafe situations and systems as part of their daily work. Once we know
about unsafe situations and systems, we are committed to design and implement
new systems and processes that diminish the chance of error.

Highlights of Patient Safety Activities at VA: 1997-Present

VA recognized that patient safety is not a VA-specific issue, therefore we asked
other health care organizations to join us in an effort to understand the issues and
to act for patient safety. As a result, the National Patient Safety Partnership
(NPSP), a public-private consortium of organizations with a shared interest and
commitment to patient safety improvement, was formed in 1997. The charter mem-
bers, in addition to VA, included the American Medical Association, the American
Hospital Association, the American Nurses Association, the Joint Commission on
Accreditation of Healthcare Organizations, the Association of American Medical Col-
leges, the Institute for Healthcare Improvement, and the National Patient Safety
Foundation at the AMA. Five additional organizations have subsequently joined the
charter members in the Partnership: the Department of Defense Health Affairs, Na-
tional Institute for Occupational Safety and Health, the Food and Drug Administra-
tion, Agency for Healthcare Quality and Research, and the Health Care Financing
Administration. This group addresses high impact issues that are of importance to
a broad cross section of the healthcare industry. An example of the Partnership’s
activity was the establishment of a clearinghouse for information related to the ef-
fect of Y2K computer issues on medical devices. The NPSP also called public and
industry attention to Preventable Adverse Drug Events and promulgated simple ac-
tions that patients, providers, purchasers and organizations could take to minimize
their chance of an adverse drug event. (See Attachment 2) The partnership serves
as a model of what a private-public collaboration can do to improve patient safety.

In 1998, VA created the National Center for Patient Safety (NCPS) to lead and
integrate the patient safety efforts for VA. As the IOM report advises, VA created
this center as a commitment to patient safety as a corporate priority with a direct
reporting relationship to the Under Secretary for Health. The NCPS employs human
factors engineering and safety system approaches in its activities. The first task for
the Center was to devise systems to capture, analyze and fix weaknesses in our sys-
tems that affect patient safety.

We sought to design reporting systems that would identify adverse events that
might be preventable now or in the future. In addition, we sought systems to iden-
tify and analyze situations or events that would have resulted in an adverse event
if not for either luck or the quick action of a healthcare provider—we call such
events “close calls.” We believe that “close calls” provide the best opportunity to
learn and institute preventive strategies, as they will unmask most system weak-
nesses before a patient is injured and avoid the liability issues implicit in investiga-
tion of injury. This emphasis on “close calls” has been employed by organizations
outside of healthcare with great success.

VA consulted with experts (Expert Advisory Panel for Patient Safety System De-
sign) obtaining advice to enhance the design of VA’s reporting systems. These ex-
perts in the safety field included Dr. Charles Billings, one of the founders of the
Aviation Safety Reporting System, as well as other experts from NASA and the aca-
demic community. They advised us that an ideal reporting system a) must be non-
punitive, voluntary, confidential and de-identified; b) must make extensive use of
narratives; ¢) should have interdisciplinary review teams; and d) most importantly,
must focus on identifying vulnerabilities rather than attempting to define rates of
error. VA has used these principles to design the patient safety reporting systems
we have in use or in development.

Based on the expert advice and on lessons learned from our first generation man-
datory adverse event reporting, the NCPS has developed a comprehensive adverse
event, close call analysis and corrective action program which includes an end-to-
end handling of event reports. This system not only allows for the determination
of the root causes, but also captures the corrective actions as well as the concur-
rence and support of local management for implementation. The system includes a
number of innovations such as algorithms and computer aided analysis to determine
the root cause of adverse events and close calls. The Joint Commission on Accredita-
tion of Healthcare Organizations and the American Hospital Association are cur-
rently evaluating parts of the system for use.
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The improved event reporting system is being pilot tested in VA’s VISN 8. Exten-
sive training is used as the new system is introduced to assure full understanding
of the search for the root cause and redesign of the system. To date, response from
the pilot site is positive. The quality managers and clinicians using the system be-
lieve that the new methods analysis of error will make a significant difference in
the care of veterans.

A complementary, de-identified voluntary reporting system is in the process of
being implemented. It is patterned after the highly successful Aviation Reporting
System that NASA operates on behalf of the FAA. It will be external to VA and
will allow employees and patients to report unsafe occurrences without fear of ad-
ministrative or other action being taken against them.

Based on lessons learned, VA has promulgated specific procedures and policies
aimed at reducing risk of error. These include such things as restricting access to
concentrated potassium chloride on patient care units, use of barcode technology for
patient identification and blood transfusions in operating rooms, and for verification
procedures prior to injection of radio-labeled blood products. (Attachments 3-6)
Based on the observation of a VA nurse when she returned a rental car, VA devel-
oped a system for using wireless bar coding to improve medication administration.
That system was piloted at the Topeka VA Medical Center and will be in all VA
hospitals by June of this year. At least two-thirds of medication errors can be pre-
vented with this system.

In 1999, VA established four Patient Safety Centers of Inquiry. These Centers
conduct research on critical patient safety challenges. Activities at the Centers of
Inquiry range from fall prevention and operating room simulators to understanding
the role of poor communication in patient safety. The Center in Palo Alto, which
is affiliated with Stanford University, is a recognized leader in the area of simula-
tion and has been featured prominently in the media. Their simulated operating
room allows surgeons and anesthesiologists to train and do research without endan-
gering a patient. VA expects to create additional simulation facilities to train its
physicians and other healthcare professionals. One simulator with appropriate staff
could train about 600 anesthesiologists and residents-in-training per year. This
means that virtually all VA anesthesiologists/anesthetists can be trained in a year
on clinical situations that could not be simulated safely in patients. As a result of
analyzing common variations during simulated operations, the center has developed
a checklist card of facts that should be kept close at hand. These checklist cards
will be attached to all anesthesia machines across VA.

VA is partnering with the Institute for Healthcare Improvement to build learning
collaboratives aimed at reducing medication errors, a major issue identified in the
Institute of Medicine report. IHI collaboratives will affect several hundred VHA per-
sonnel each year. Other IHI collaboratives have resulted in measurable improve-
ments and similar results are anticipated with medication errors.

Another key VA strategy to reduce medical errors involves the development of a
new curriculum on safety. VA is moving forward with plans to provide education
and training relevant to patient safety not only to those already in practice but also
at the medical, nursing, and health professional school level. This will be the first
time an extensive safety curriculum will be developed and broadly implemented. VA
is particularly well situated to lead the educational effort due to the extensive role
it plays in the education of healthcare professionals in the United States. (VA is af-
filiated with 105 medical schools and up to one-half of all physicians train in a VA
facility during medical school or residency.) Additionally, we have instituted a per-
formance goal and measure to provide VA employees 20 hours of training on patient
safety this year.

VA instituted a Patient Safety Improvement Awards Program to focus interest on
and reward innovations in identifying and fixing system weaknesses. Not only does
this produce ideas for patient safety improvements that might otherwise go unno-
ticed but it further reinforces the importance that VA places on patient safety activi-
ties. (Attachment 7)

In 1995, VA instituted a Performance Measurement System that uses objective
measures of patient outcomes to set goals and reward achievement. Since 1998, VA
has incorporated a performance goal and measure for its executives for accomplish-
ment in patient safety activities. Last year, each network had to implement three
patient safety initiatives to be fully successful and six initiatives to be outstanding.

Other performance goals and measures assess the use of Clinical Practice Guide-
lines. By holding entire medical centers and geographic networks responsible for
measured outcomes, we are able to institute reminder systems and redundancies
that lead to dramatic improvements in performance. For example, patients who re-
ceive medications known as “beta-blockers” following a heart attack are 43 percent
less likely to die in the subsequent two years and are rehospitalized for heart ail-
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ments 22 percent less often. A goal of providing this therapy to 80 percent of eligible
patients has been set in the private sector, and recent medical literature reports
rates of use as low as only 21 percent in some settings. In the VA, over 94 percent
of heart-attack patients receive this life-saving medication.

Another example of the power of using systems rather than relying on individual
adherence to clinical guidelines is in immunization. It is estimated that 50% of el-
derly Americans and other high-risk individuals have not received the pneumococcal
pneumonia vaccine despite its demonstrated ability to minimize death and hos-
pitalization. VA’s emphasis on preventive healthcare has led to achieving pneu-
monia vaccination rates that exceed standards set for HMOs by almost 20% and
nearly double published community rates. Similar accomplishments have been
achieved in providing annual influenza vaccinations.

We believe that patient safety can only be achieved by working towards a “culture
of safety.” Patient safety improvement requires a new mindset that recognizes that
real solutions require an understanding of the “hidden” opportunities behind the
more obvious errors. Unfortunately, systems’ thinking is not historically rooted in
medicine. On the contrary, the field of medicine has typically ascribed errors to indi-
viduals and embraced the name-blame-shame-and-train approach to error reduction.
Such an approach by its very name forecloses the opportunity to find systems solu-
tions to problems. Other industries such as aviation have recognized the failings of
this approach and over many years have succeeded in transitioning from a similar
blame and faultfinding approach to a system-based approach that seeks the root
causes of errors. VA realized how pivotal culture is to improving safety and in 1998,
conducted a culture survey of a sample of employees. Of interest, the shame of mak-
ing an error was a more powerful inhibitor of reporting than was fear of punish-
ment. Employees readily forgave mistakes in others but were intolerant of their
own. We plan to survey culture broadly in VA for several years to track the progress
of our efforts.

VA created a database of adverse events and asked our Medical Inspector to re-
view it. The report has been widely, yet often inaccurately, quoted or critiqued in
the media. The database was created to discover common and important adverse
events in order to focus our efforts in patient system redesign. Commonly, the media
assumed that all the adverse events (and deaths) were due to error. They were not.
Neither the report nor the database cataloged which adverse events were prevent-
able with today’s state of knowledge and therefore could be characterized as errors.
For example, most of the adverse events were falls, suicides and fatal events (at-
tempted suicides, suicide gestures), or medication errors. It is not possible with to-
day’s knowledge to operate a national system of nursing homes and acute-care hos-
pitals treating the elderly and chronically ill without a number of falls. Yet, we
know that it is important to look for common factors to allow us to reduce the fre-
quency of falls in the future. Similarly, psychiatrists have tried unsuccessfully to
predict which patients will commit suicide. By looking at our data we hope to be
able to predict high-risk patients in the future and therefore be able to prevent sui-
cides. We have already learned that men with a recent diagnosis of cancer, who live
alone and who own a gun, are more likely to commit suicide. We plan to study the
use of additional interventions in this subgroup of patients at high risk of suicide.

Conclusion

With no successful models in large healthcare systems to guide us, VA turned to
other high risk, high performance industries to learn principles for safety. We have
borrowed both methods and people from safety-conscious settings such as aviation
and space travel and from underutilized disciplines like human factors engineering.
These efforts have already produced significant improvements in VA, and we believe
will do the same in all healthcare settings.

We would prefer that all of healthcare had begun to address the issue of patient
safety long ago. For too long, the emphasis has been on holding individuals account-
able and hoping that well-intended and well-educated professionals wouldn’t make
human mistakes. As the IOM aptly states in the title of its report: “To err is
human.” We are pleased to be on the leading edge as healthcare takes a systems
approach to patient safety. We are anxious to discover new ways to make VA and
all healthcare safer. We appreciate your support of these efforts and intend to keep
you fully informed of our progress.
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ATTACHMENT 1

VHA National Patient Safety improvement Handbook

Foreword

It has been reported in the medical literature that as many as 180,000 deaths
occur in the United States each year due to errors in medical care, many of
which are preventable. In order to take actions that will improve this situation, it
is necessary to have a clear picture as to what is actually happening so that
appropriate steps can be taken that will prevent such occurrences. For this
prevention effort to be effective, it will be necessary to establish methods of
gathering and analyzing data from the field that will allow the formation of the
most accurate picture possible. It is believed that only by viewing the health care
continuum as a ‘system’ can truly meaningfut improvements be made. A
systems approach that emphasizes prevention, not punishment, as the
preferred method to accomplish this goal will be used. Armed with this type of
information the most appropriate conclusions can be drawn from which prudent
solutions can be formulated, tested, and implemanted. Ultimately, this effort can
be successful only if emphasis on safety and responsibility for improving it
resides at all levels of the organization. This activity requires a true team effort.
People on the frontline are usually in the best position to identify a number of
issues and their solutions while those in managerial roles are often in positions
that allow the implementation and wide dissemination of lessons leamed. Only
by creating and/or maintaining open lines of communication can the
improvements developed be successfully implemented. If we don't work
together, real success will not be possible. |f we are not receptive to changing
our way of doing things, we can't succeed. '

What we're talking about here is building a "culture of safety”. Such a cultural
change does not happen over night. It can only happen as a resuit of countless
efforts on everyone’s part to approach the way we look at things differently. We
must constantly question if we can do the things in a better, more efficient, and
safer manner. We must never let ‘good enough'’ be good enough. We must be
relentless in our pursuit of finding ways to improve our systems. We don't
believe people come tc work to do a bad job or make an error, but given the right
set of circumstances any of us can make a mistake. We must force ourselves to
look past the easy answer that it was someone’s fault to answer the tougher
question as to why the error ocourred. [t is seldom a single reason. Through
understanding the real underlying causes we can better position ocurseives to
prevent future occurrences. As has been said, "Experience is the best teacher”
but is also one of the most expensive teachers as well. To minimize that
expense we must communicate the lessons we leam throughout the system so
that others can leam from our experience without forcing them or our patients to
leamn these same things unnecessarily through their own bitter experience.
While we do a good job now and should be proud of the service we provide,
there are always ways we can do it befter in the future.,
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The VA is in an exciting position in the field of healthcare. We have the
opportunity to lead the way in improving the overall care patients receive through
the Patient Safety Initiatives that exist now and that will exist in the future. The
impact we can have is enormous but to do this requires courage on our part. |
use the word courage because to report events that not only resulted in actual
problems but also those situations, referred to as a “close call’, where problems
were averted but the potential for an actual incident did exist is not the status quo
in healthcare or most other industries. It will require us to leam not to lock to fix
blame but rather to look to answer the questions what, why, and how do we
prevent it. This will require trust on everyone's part and that won't and can't
happen over night. it will be the product of many small steps and small victories.
But to happen at all, we have 10 have the courage to take the first steps and
remain committed to the overall goal of improving safety in the way we provide
care to our patients and run our system. We are sailing into uncharted waters
and will no doubt have to make many changes as we leam. The important thing
is that we begin the joumey or else we condemn ourselves and our patients to
the realm of “good encugh”.

James P.-Bagian, M.D,, P.E.
Director, VHA National Center for Patient Safsty
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VHA National Patient Safety Improvement Handbook
1. Purpose

The Patient Safety Improvement (PSI) Handbook’s purpose is to provide a clear
roadmap that can be used to guide the VHA in the accomplishment of its goal of
minimizing the chance of the occurrence of untoward outcomes consequent {0
medical care. Through the use of procedures, methods, clarifying exampies, and
appropriate feedback loops at all levels of the organization (with accompanying
rationale) it is hoped that this overall goal can be achieved. Incorporation of 2
widely understood methodology for dealing with these safety related issues will
allow for clearer more rapid communication of information both up and down the
organization thus speeding the process of safety improvement. For this to occur,
training must take place to complement the contents of this handbook, reading it
alone is not sufficient.

2. Scope

This handbook will delineate what type of events are to be considered and how
they should be dealt with as well as defining the disposition of events not covered
by this handbook. [t will also specify the method by which the need for
conducting a root cause analysis will be determined and what the procedure for
communicating related findings throughout the organization is. These
procedures will address the management component as well as the frontline
needs.

3. Definitions

a. Adverse Events — Adverse events are untoward incidents, therapeutic
misadventures, jatrogenic injuries or other adverse occurrences directly
associated with care or services provided within the jurisdiction of a medical
center, outpatient clinic or other VHA facility. Adverse events may result from
acts of commission or omission (e.g., administration of the wrong medication,
failure to make a timely diagnosis or institute the appropriate therapeutic
intervention, adverse reactions or negative outcomes of treatment, etc.). All
adverse events require reporting and documentation in the National Patient
Safety Registry (NPSR), however, the type of review is determined through
the Safety Assessment Code (SAC) Matrix scoring process, as outlined in
Appendix SAC. Some examples of more common adverse events include:
patient falls, medication errors, procedural errors/complications, completed
suicides, parasuicidal behaviors {attempts/gestures/threats), and missing
patient events.
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b. Sentinel Events - Sentinel events are a type of adverse event. Sentinel
events, as defined by JCAHQ, are unexpected occurrences involving death.or
serious physical or psychological injury, or risk thereof. Serious injury
specifically includes loss of limb or function. Major permanent loss of function
means sensory, motor, physiolegic, or intellectual impaimment not previously
present that requires continued treatment or life-style change. The phrase
“risk thereof” includes any process variation for which a recurrence would
carry a significant chance of serious adverse outcomes. Sentinel events
signal the need for immediate investigation and response. Some examples of
sentinel events include: death resulting from a medication error or other
treatment related error; suicide of a patient in a setting where they receive
around-the-clock care; surgery on the wrong patient or body part regardiess
of the magnitude of the operation; and hemolytic transfusion reaction
involving the administration of blood or blood products having major blood
group incompatibilities. {Note: Events considered to be JCAHO “sentine!
events” are included in the catastrophic cells of the SAC Matrix.)

c. Close Calls — A close call is an event or situation that couid have resulted in
an accident, injury or iliness, but did not, either by chance or through timely
intervention, Such events have also been referred to as “near miss”
incidents. An example of Close Calls would be: surgical or other procedure
almost performed on the wrong patient due to lapses in verification of patient
identification but caught at the last minute by chance. Close Calls are
opportunities for learning and afford the chance to develop preventive
strategies and actions. Close Calls will receive the same level of scrutiny as
adverse events that result in actual injury. All Close Calls require reporting
and documentation in the National Patient Safety Registry (often referred to
as “the Registry”), however, as for adverse events, the SAC Matrix scoring
process and score determines the type of review,

d. Intentional Unsafe Acts - Intentional unsafe acts, as they pertain to
patients, are any events that result from: a criminal act; a purposefully unsafe
act; an act related to alcohol or substance abuse, impaired provider/staff; or
events involving alleged or suspected patient abuse of any kind. Intentional
unsafe acts should be dealt with through avenues other than those defined in
this handbook (i.e., Administrative Investigation (Al) or other administrative
channels as determined by the Facility Director). Guidance on what to do
when criminal acts are suspected is described in paragraph 5.d. intentional
acts will be entered into the National Patient Safety Registry along with the
results of any review or investigation as they pertain to patient safety. (This
will ensure that preventive patient safety measures, where appropriate, can
be shared and/or instituted across VHA.)
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e. Root Cause Analysis (RCA) — Root Cause Analysis is a process for
identifying the basic or contributing causal factors that underlie variations in
performance associated with adverse events or close calls. This specific type
of focussed review known as a Root Cause Analysis will be the form of
focussed review that is used for all adverse event or close calls requiring
analysis since it further refines the implementation and increases the quality
and consistency of our focussed reviews. To avoid confusion, the temm Root
Cause Analysis (RCA} will be used to denote this type of focussed review and
will adhere to the guidelines provided in this handbook (see Appendix RCA).

NOTE: The term Root Cause Analysis needs to be used in documents so
that they will be_confidential under Title 38 United States Code (U.S.C.)
5705 and its implementing regulations.

RCAs have the following characteristics:

1. the review is interdisciplinary in nature with involvement of those
closest to the process;

2. the analysis focuses primarily on systems and processes rather than
individual performance;

3. the analysis digs deeper by asking “what” and “why” until all aspects of
the process are reviewed and all contributing factors are (progressing
from looking at special causes to common causes), and;

4. the analysis identifies changes that could be made in systems and
processes through either redesign or development of new processes
or systems that would improve performance and reduce the risk of
event or close call recurrence.

To be thorough, an RCA must include:

1. a determination of the human and other factors most directly
associated with the event or close call and the processes and systems
related to its occurrence; (there is rarely only one underlying cause)

2. analysis of the underlying systems through a series of “why” questions
to determine where redesigns might reduce risk;

3. identification of risks and their potential contributions to the event or
close call, and;

4. determination of potential improvement in processes or systems that
would tend to decrease the likelihood of such events in the future, ora
determination, after analysis, that no such improvement oppornunities
exist.
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To be credible, an RCA must:

1. include participation by the leadership of the organization (this can
range from chartering the RCA team, to direct participation on the RCA
team, to participation in the determination of the corrective action plan)
and by individuals most closely invelved in the processes and systems
under review;

2. be internally consistent {i.e., not contradict itself or leave obvious
guestions unanswered), and;

3. include consideration of relevant literature.
Appendix RCA provides details about RCA structure, process and outcomes.

4, Goals

The goals of the PS! Program are to prevent injuries to patients, visitors, and
personnel, and to manage those injuries that do occur to minimize the negative
consequences to the injured individuals. The way this wili be accomplished is by
taking small steps in the way we do things so that we establish the level of faith
and trust in our system to let these behaviors become a true part of us. This will
and should be a never-ending process. |n this way a “culture of safety” can be

" formed. The key building blocks for accomplishing these goals are:

a. Comprehensive identification and reporting of all adverse events, Sentinel
Events, and close calls (see paragraph 5).

b. Reviewing adverse events, Sentinel Events, and close calls to identify
underlying causes and system changes needed to reduce the likelihood of
recurrence (see paragraph 6). The determination of cause wili be aimed at
the system issues not directed at use as a punitive tool. The requirements for
initiating a review will be determined by the priority scheme as defined by the
Safety Assessment Code (Appendix SAC).

c. Disseminating patient safety alerls and lessons leamed regarding effective
system modifications throughout VHA (see paragraph 6€) in an effective
manner.

d. Prospective analysis of service delivery systems before an adverse event
occeurs to identify system redesigns that will reduce the likelihood of error.
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5. Identification and Reporting of Adverse Events, Sentinel Events, and
Close Calls .

a. Each VISN will ensure that its desigriated facility manually or electronicaily
reports at least the following events:

1. Adverse Events {see Definitions, parégraph 3a).
2. Sentinel Events (see Definitions, paragraph Sbj.
3. Close Calls {See Definitions, paragraph 3¢).

b. Facifity staff will also report any unsafe conditions of which they are aware,
even though the conditions have not yet resulted in an adverse event or close
call. These would inciude potential system weaknesses that were identified
through prospective hypothetical analyses (“what if” types of questions) using
techniques such as failure modes and effects analysis (FMEA).

c. Adverse events, Sentinel Events, and Close Calls shall be reported within the
facility to the risk manager (or other appropriately designated party) within 24
hours of their detection. The risk manager (RM) will then use the Safety
Assessment Code Matrix (SAC) to determine what action is required. This action
could range from reporting to the VISN, National Center for Patient Safety
(NCPS), and JCAHO with associated RCA performed and corractive action plan,
to a decision to do nothing at the present time due to the low priority accorded
the event from its SAC score. Appendix SAC details how the SAC score is used
and paragraph & shows the procedure that will be followed for handling events
that are reported along with the asscciated time constraints and products ’
required as well as to what organization reports will be made. Events affecting
personnel, visitors, and groups of patients as well as individual patients are
covered here as well. If a safety alert to other facilities seems needed, this
should be indicated (this is covered in the Appendix RCA).

if in the course of conducting a RCA it appears that the event under
consideration is the result of an Intentional Unsafe Act the RCA team will refer
the event to the facility director for appropriate further consideration as is
described in paragraph 3.d. above. In such a situation the RCA team will then
discontinue their efforts, since the facility director will have assumed the
responsibility for any further fact finding or investigation, while stiit maintaining
the information they have already collected confidential as per Title 38 United
States Code {U.S.C.) 5705. This means that members of the RCA team in
question could not serve on an Al team that might be convened by the facility
director to consider this particular issue,

d. If a crime is suspected to have been committed, appropriate officials should.
be notified as soon as possible by management (see Title 38 Code of Federal

NCPS Handbook Draft —1-19-00
D RAFT -~ Not For General Distribution



54

Regulations (CFR) Sections 14.560 and 14.563, MP-1, Part |, Chapter 16 and
MP-1, Pt. |, Ch. 2, subpar. 208.02). To the extent possible the surrounding area
should not be disturbed so that evidence is available for review by the police and
other authorities. However, care needed by the patient should aiways be
provided as quickly as possible, regardless of its effect on the site. As required
by 38 CFR Sections 14.560 and 14.563, allegations of crimes against the person
or property, or other non-fraudulent criminal matters shall be referred to the
Regiona!l Counsel, who will then refer the matter to the appropriate law
enforcement agency. Sericus crimes {felonies or misdemeanors) committed on
hospital or domiciliary grounds must be reported directly to the United States
Attormney or local agent of the Federal Bureau of Investigation. Allegations of
fraud, corruption or other criminal conduct involving VA programs and operations
must be referred to the Office of the Inspector General. Notification should also
be given to the Deputy Assistant Secretary for Security and Law Enforcement
and to the VISN office. The VISN office will inform the CNC.

It a crime is suspected to have been committed, facility security and medical staff
may need to assist law enforcement agencies with preserving evidence (e.g.,
blood alcohol levels, weapons, controlled substances). Local policies and
procedures for maintaining the chain of custody of evidence apply in those
instances.

e. Staff who submit close call and adverse event reports will receive feedback on
the actions being taken as a result of their report. The feedback shouid be of a
timely nature and come from the risk manager (or other appropriately designated
party). Prompt feedback to reporters has been credited in other reporting
systems with being one of the comerstones that establishes trust in the system in
that it dermonstrates the seriousness and commitment on the part of the system
to the importance of the reporting effort. The bottom line here is for the reporters
to be made acutely aware that their effort of reporting was not just a paperwork
drill. The nature of this feedback can range from a simple acknowledgement that
the event is under consideration, to providing information as to the corrective
action that is planned or has been accomplished.

f. Each VISN and facility will adopt strategies to motivate and facifitate staff
identification and reporting of adverse events and close calls, even when staff
errors contributed to the event. Emphasis should be placed on the value of close
calls in identifying needed system redesigns. ldentification and reporting of
adverse events and close calls, including those that result from practitioner error,
need to be a routine part of everyday practice. Employees need to understand
that human errors are commonly due to systems type problems. They especially
need to understand that the most conscientious, knowledgeable, and competent
professionals can make errors.
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g- The National Patient Safety Registry will be used to track and monitor
reported events. The field will accomplish initial entry of data into the Registry.
This is so the accuracy of the data recorded will be as high as possible and
avoids translation and transcription errors that could occur if this function was
accomplished at some other level in the organization. Further, it is intended that
the data entry should occur at the facility level, where technically possible, for the
same reasons as described above.
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6- Review and Analysis of Reported Events

a. A procedure has been worked out so that the review and analysis system for
handling reports proceeds in an understandable manner and takes into
account the various requirements of the VHA and accrediting organizations.
The process is schematicaily outlined in Figure 1 below:

Report Review and Analysis Flow
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The following description will ‘walk you through’ the chart above. The first step
taken by the RM after any required immediate action is to assign a SAC score
(see Appendix SAC) that then defines the further acticns that are necessary.

Events receiving a score of 2 or 1 will be acted on as thought appropriate by the
facility. You will need to either eliminate, control, or accept the risks associated
with these events. These actions can range from performing an RCA to no
further action required. :

All events receiving a SAC score of 3 will receive either a traditional RCA or an
Aggregated Review as described below and the initial report of the event will be
entered into the Registry where it can be accessad by the VISN, CNG, and the
NCPS, .

A quarterly Aggregated Review may be used for three types of events. The three
types of events are: falls; medication errors, and; parasuicidal behavior (see
Appendix Aggregated Reviews). The use of aggregated analysis serves two
important purposes. First, greater utility of the analysis (i.e., trends or patterns
not noticeable in individual case analysis are more likely to show up as the
number of cases increases). Second, it makes wise use of the RCA team’s time
and expertise. The NCPS will use this information to compare to other data it
has and determine if any immediate action as far as the issuance of alerts, efc. is
indicated. It must be noted that any svent may be subjected to a traditional RCA
even though it is in a categery that is permitted to use the aggregated approach if
this course of action is thought to be appropriate. Further, events that are in
those categories that are eligible for Aggregated Review and have received a
SAC score of 8 based on what has occurred rather than a potential/risk theraof
will have a RCA performed and not be allowed to use the aggregated approach.

If the event in question is an actual adverse event meeting the JCAHO definition
of Reviewable Sentinel Event the facility will then make the determination if they
will report it within 5 calendar days of occurrence to the JCAHO (this may entail
consultation with other entities, such as the VISN, as is defined by local policy)
as is indicated by the first dotted line in the chart. In either case, the event
receives an RCA and results are reported to the Registry and if previously
reported to the JCAHO, to them as well. The report of the outcome of the RCA
will be completed within 45 calendar days and forwarded as described above.

It is worthwhile noting that only two reports might result, that is the one before the
RCA is perforred and that after the RCA is completed. This was specified so as
to reduce the burden on the frontline folks to that which was already required of
them to prioritize (SAC score) and do their RCA.

To summarize, facilities have the option to report to JCAHO as explained in
JCAHO policy. The RCA report delineated in Appendix RCA will be used and will
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be retained by the facility even after the results have been entered into the
Registry so that they can be made available for future review as required.

The point where the real benefit of this entire process will be realized is after the
RCA is completed and the corrective actions that can be taken to prevent the
future occurrence of similar events are defined and implemented. These
corrective actions will fall into the categories of eliminate, control, or accept and
the rationale for selecting one approach over another should be documented.
Once implemented, a plan for evaluating the effectiveness of the implemented
change must be enacted to insure that this change has the desired effect and the
subsequent resuits communicated to the VISN and NCPS (see Figure 2) through
entry in the Registry or other appropriate means.
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Fipxe 2
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Event Reporting and Follow-up
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As noted above, all events will be entered into the Registry. In this way ail
events reported will be captured in the Registry even if they have SAC scores
less than 3 while remembering that 3's will receive RCA's as described above,
Accordingly, the opportunity will then exist to better understand the system and
appropriately focus our attentions in the future.

NCPS Handbook Draft -1-19-00
DRAFT - not For General Distribution



60

h. The NCPS will be responsible for disseminating the lessons leamed and
alerts from the RCAs and the Registry. The NCPS will also develop methods
that the field may find advantageous to impiement based on this and other
information.

¢. The NCPS$ will chair the PSI Oversight Committee (PSIOC) which will be
comprised, at a minimum, of a representative of Office of Quality and
Performance (OQP), Office of Medical Inspector (OMI}, Chief Network Officer
(CNO), and Patient Care Services (PCS). This committee will meet monthly
to:

1. Review data from the registry for trends.

2. Review RCAs and Als of selected cases from the Registry where
indicated to guide future policy development.

3. Review selected process improvements for general applicability and
disposition.

4. Recommend topics that deserve further examination or issues that
require further action. This could include recommendation of quality or
performance measures o address issues that have been identified.

5. Assign follow-up responsibility for issues identified in activities (1)
through (4). Note: The input of subject matter experts will be obtained
as ngeded.

d. The Office of Medical inspector shall monitor RCAs and Als to assess their
adequacy and to identify problems with processes of care which warrant
attention. The OMI may conduct reviews and site visits at the request of the
Secretary of Veterans Affairs, the Under Secretary for Health, the Deputy Under
Secretary for Health, the Inspector General, veterans and their families, the
VISNs and medicai facilities, and other stakeholders, such as Congress and
Veterans Service Organizations. The OMI also may conduct reviews and site
visits based on its own judgement.

7. INFORMING PATIENTS ABOUT ADVERSE EVENTS
a. Background Infarmation

1. VHA is obligated to inform patients and their families, only as
authorized by applicable confidentiality statutes, about injuries resuiting
from adverse events and the options available to them. There is also
evidence that patients desire acknowledgment of errors from their
caregivers and that doing so reduces the likelihood that patients will
take legal or administrative action. Any information disclosed must not
come from documents and data protected by Title 38, United States
Code (U.S.C.), Section 5705. Also, in addition to the restrictions
dictated by the Privacy Act, certain information generally cannot be
revealed even after a patient’s death under 38 U.S.C. Section 7332,
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and includes information related to the patient's treatment for
substance abuse (inciuding alcchel), sickle ceil anemia disease, and
HIV status.) Furthermore, the patient's name and home address
cannot be released under certain circumstances to individuals other
than the patient. Questions about release of information to the patient
and the patient’s family should be referred to the facility’s Health
Information Service, wha may consult with the Regional Counsel,
where applicable.

2. The two primary options available to injured patients or their survivors
are claims for compensation under 38 U.S.C., Chapter 11, Section
1151, and tort claims under the Federal Tort Claims Act, Title 28
U.S.C., sections 1346 (b), 2671-2680.

(a) Claims under 38 U.S.C. Section can result in payment of
monthly benefits for additional disability or death incurred as
the result of VHA facility care, medical or surgical treatment or
exarmnination, if the disability or death was proximately caused
by negligence or an unforeseen event. Claims under section
1151 provide for the payment of a monthly benefit based on
the percentage of disability and eligibility for VA medical care.
Claims for 1151 benefits are processed by VBA Regional
Offices.

{b) Tort claims may rasult in a settlement by Regional Counsels,
General Counsel, United States Attomey, or in a judgement if
a Federal court determines that negligence by medical
practitioners caused injury or death {(and jurisdictional
requirements are met). The claimant frequently receives
money in a lump sum payment, but structured settiements,
which can include annuities, medical trusts, future payments,
and reversionary interests, are also used where appropriate.
Tort claims can result in monetary awards for pain and
suffering, which are not necessarily included in veterans
benefits. Tort settiements or judgements can also be used to
provide for family members in ways that veterans benefits
statutes do not allow. However, an attomey is usually
retained, and attomey fees capped at 20 (administrative
settlements) to 25 {litigation) percent of the damages reduce
the award the veteran or survivors receive. Tort claims are
processed by the Regional Counsels.

(¢} Veterans and survivors may pursue both section 1151 and
tort claims. However, if both claims are successful, 38 U.S.C.
Section 1151 benefits will be offset until the amount that would
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have been paid equals the amount of the tort claim settlement
or judgement.

b. Communication with Patients Regarding Adverse Events

1. VISNs will ensure that their facilities have a process in piace to
promptly inform patients and their families, consistent with the legal
requirements and restrictions as stated in paragraph 7.a. above, about
pertinent clinical facts associated with injuries resulting from adverse
events, assuring them that measures have been taken to maintain life
and minimize disability and discomfort. Typically the attending
physician or designated member of the treatment team will be the ones
to communicate with the patients or family initially.

2. VISNs and facilities will ensure that their staff provide appropriate and
timely communication with patients and their families regarding
adverse events that involve potential organizational liability. Potential
organizational liability should be assessed based on discussions with
practitioners and the Regional Counsel. The patients and their families
shall be advised of appropriate remedial options. These options
should include locally available interventions (e.g., arranging for
second opinions, expediting clinical consultations, inpatient admission})
and referral of patients to the 38 U.S.C. Section 1151 claims process
and the tort claims process.

3. One mechanism to facilitate such communication is a standing PSi
group, e.g., the Chief of Staff or designee, Regional Counsel,
Veteran's Benefit Counselor, patient representative, and PSI staff, that
assesses liability issues and coordinates conferences with patients and
families. To provide prompt responses, the group needs to be able to
meet on short notice. Another approach is to have PSI staff assume
these responsibilities with support and consultation from facility
management and Regional Counsel.

4. A collaborative relationship between Regional Counsel and VA medical
center staff is necessary to ensure that apprapriate and timely
communication with patients occurs. Each VISN should ensure that
their staffs develop an understanding with its Regional Counsel
regarding the procedures for obtaining Regional Counsei input prior to
discussing an adverse event with a patient.

8. TORT CLAIMS
a. Each facility shall ensure that its staff conduct peer reviews of all new tort

claims and share the findings with their Regional Counsel.
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b. State licensing board and National Practitioner Data Bank issues will be
coordinated with the office of the Director of Medical/legal Affairs.
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Appendix Close Call

Close Call System Definitions
What is a Close Cali?
1. A close call is an event or situation that could have resulted in an accident

injury or iliness, but did not. Close calis can involve patients, staff or visitors.
Close calls can oceur in patient care settings and anywhere eise in a VA facility.

2. We have all experienced close calls on the job. A few examples are listed
below.

A nurse almaost gives an overdose of insulin, but recognizes and prevents
the error when double-checking the order. {During the double check, they
realize that they had confused the "U", for units, with a *0".)

An environmental management employee nofices a jug of industrial
strength cleaner mistakenly left in the shower stall on a locked psychiatric
unit. They retumn it to proper storage before any patient can use it
inappropriately. :

On the way to the parking lot, a motor pool employee notices that a
barricade, preventing anyone from using a sidewalk under repair, has
fallen down and been shoved aside. The employee replaces the
barricade and then notifies engineering service of the hazardous situation
before anyone trips and falls.
What is not a Close Call?
1. There are a few events or situations that are not close calls. These events or
situations are handled through administrative review or investigation. These
excluded events or situations are:
Intentionally unsafe acts

Criminal acts

Acts related to alcohol or substance abuse. impaired provider/staft

Events involving alleged or sustained patient abuse -
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: ’ : Appendix JCAHO
THE JOINT COMMISSION ON ACCREDITATION OF HEALTHCARE
ORGANIZATIONS' (JCAHO) DEFINITION OF REVIEWABLE SENTINEL
EVENTS THAT MAY BE REPORTED TO JCAHO

The following criteria define the subset of sentinel events that are voluntary
reportable, at the facility’s discretion to the Joint Commission. Only those sentinel
events that affect recipients of care (patients, clients, and residents) and that meet the
following criteria fall into this category:

1. The event has resulted in an unanticipated death or major permanent loss of function,
not related to the natural course of the patient's iliness or underlying condition, 2 or

2. The event is one of the following {even if the cutcome was not death or major
permanent loss of function):

a. Suicide of a patient in a setting where the patient receives around-the-clock care
(e.g., hospital, residential treatment center, crisis stabilization center).

b. infant abduction or discharge 1o the wrong fémity.
¢ Rape’®

d. Hemolytic transfusion reaction involving administration of blood or blood products
having major blood group incompatibilities.

e. Surgery on the wrong patient or wrong body part. *

' A distinction is made between an adverse outcome that is felated to the natural course
of the patient's iliness or underlying condition {not reviewable under the Sentinel Event
Policy} and a death or major permanent oss of function that is associated with the
treatment, or lack of treatment, of that condition {reviewable).

2 *Major permanent Joss of function” means sensory, motor, physiologic, or inteliectual
impairment not present on admission requiring continued treatment or fife-style change.
When "major permanent loss of function” cannot be immediately determined,
applicability of this policy is not established until either the patient is discharged with
continued major loss of function, or 2 weeks have elapsed with persistent major loss of
function, whichever occurs first.

3 The determination of ‘rape” is to be based on the heaithzare arganization's definition,
consistent with applicable iaw and regulation. An allegation of rape is not reviewable
under the policy. Applicability of the policy is established when a determination is made
that a rape has occurred.

* All events of surgery on the wrong patient or wrong body part are reviewable under the
policy, regardless of the magnitude of the procedure.

Note: As JCAHO policies are dynamic, it is important to be sure that the
most recent JCAHO Sentinel Event Policies and definitions are used in
making any determination.
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Appendix Aggregated Reviews

Aggregated Reviews
Falls, Medication Errors and Parasuicidal Behavior

Backaground: Quarterly Aggregated Reviews, completed within 45 days of the
end of the quarter and conducted by a chartered RCA Teams, may be used for
three types of reported events or close calls (actual SAC 1s/2s and close call
SAC 3s). All actual SAC 3s require individual RCAs. The three types of
"aggregated reviews are: falls; medication errors, and; parasuicidal behaviors.

The use of Aggregated Reviews serves two important purposes, First, greater
utility of the analysis {i.e., trends or pattems not noticeable in individual case
analysis are more likely to show up as the number of cases increases). Second,
it makes wise use of the RCA Team's time and expertise.

Of course, a facility may elect to perform an individual RCA rather than an
Aggregated Review on any of these three types of adverse events or close cails
that they think merits that attention, regardless of the actual SAC score.

A tailored real-time minimum data set (Aggregated Review Log) will be compiled
for falls, medication errors and parasuicidal behaviors by designated staff in
follow-up to reported events or close calls, during each quarter. Capturing this
data may require medical record review, medication administration record review,
and brief discussion with staff members most knowledgeable about the events or
close calls. The Aggregated Review Logs will be provided to the designated RCA
Teams as soon as they are convened, and will serve as their initial data source.
(By using these logs, the RCA Teams may not routinely need to retrospectively
consult individual patient profiles or individual medical records.)

it is anticipated that by utifizing this aggregated approach and building the
reviews over succeeding quarters, common themes may be more readily
identified and the effectiveness of actions taken to prevent these events or close
calls from happening again may be more easily evaluated.

Deécriptions of each Aggregated Review Log are provided below, and copies of
the Logs are attached to this Appendix.

Falls: Falls are defined according to local/facility definition.

An individual RCA will be performed for any reported inpatient or outpatient fall
occurring on facility property that results in an actual SAC 3, for all enrolied
patients.

Reported falls and close calls on facility property (actual SAC 1s/2s and close
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call SAC 3s) involving enrolled patients will be included in an Aggregated Review
on a quarterly basis (completed by the RCA Team within 45 days after the end of
the quarter). These Aggregated Reviews will be entered in the Registry.

The following elements are included in the Falis Aggregated Review Log:
Case (1...X)

1D# (First Initial, Last Initial, last 4 SSN)

Age

Sex

Event {Day, Date, Time)

OPT or INPT/Unit (designation of inpatient or outpatient status at time of event,
and if inpatient, unit where the patient was assigned at the time of the event)

Functional & Cognitive Factors (a listing of factors related to falls, requires a
"yes"/"no” response for all applicable items: prior fall; designation as “high
risk" for falls; needs assistance with ADLs mobility, transfer, toileting,
dressing, eating; gait or balance limitations; incontinent; confused/memory
limitations; related medical conditions; medication effect, and; other)

Assistive Devices (a listing of devices related to falls, ‘requires a "yes"/"no”
response for all applicable items: cane; crutches; transfer device; walker;
wheelchair; bathing device; mechanical lift; eye glasses; hearing aid, and;
other)

Communication lssues {a short list of areas where communication or information
exchange can break down, requires a "yes"/"no" response for all applicable
items: staff to staff; staff to patient, and; staff to family/other)

Environmental Factors (a listing of physical plant issues related to falls, requires
a "yes"/"'no" response for all applicable items: use of restraints; use of
protective devices; inadequate footwear; bed siderails; floor condition;
obstacles; fall while the patient was reaching for a needed item; inadequate

patient or family/other education; unfamifiarity with the environment;
inadequate lighting, and; other}

What Happened & Treatment Plan Changes (free narrative)
Comments (free narrative)
Medication Errors: Medication errors are defined according to local/facility
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definition. -

An individual RCA will be performed for any reported inpatient or outpatient
medication error that resuits in an actual SAC 3, for all enrolled patients.

Reported medication errors or close calfs (actual SAC 1s/2s and close call SAC
3s) involving enrolled patients will be included in an Aggregated Review on a
quarterly basis (completed by the RCA Tearn within 45 days after the end of the
quarter). These Aggregated Reviews will be entered in the Registry.

The following elements are included in the Medication Aggregated Review Log:
Case (1 ... X)

ID# (First Initial, Last Initial, last 4 SSN)

Age

Sex

Event (Day, Date, Time)

OPT or INPT/Unit (designation of inpatient or outpatient status at time of event,
and if inpatient, unit where the patient was assigned at the time of the event)

Processes Related to Event (a listing of key steps in the medication process,
requires a "yes"/"no" response for all applicable items: ordering; transcribing;
dispensing; administering, and; documenting)

What Happened? (a listing of medication errors, requires a "yes"/*no"
response for all applicable items: medication given despite known allergy;
omission; overdose; incorrect patient identification; incorrect medication
identification; incorrect dose; incorrect route; incorrect schedule, and;
equipment failure)

Medication (name/dose/route/schedule for the correct medication, and, the
actual/close call medication)

Treatment Plan Changes (free narrative)

Comments (free narrative)

Parasuicidal Behaviors: There are two primary categories of suicidal events:
completed suicides, and; parasuicidal events (i.e., any suicidal behavior with

or without physical injury - - short of death - - including the full range of known
or reported attempts, gestures and threats).
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An individual RCA will be performed for any completed inpatient suicide (at the

time it occurs) and for any completed outpatient suicide (at the time of facility

notification) for all enrolled patients. In other words, all actual known suicides of

enrolled patients will receive a RCA. And, all actual known suicides of enrolled

patients will be reported in the Registry.

All reported parasuicidal events or close calls (actuat SAC 1s/2s and close call

SAC 3s) involving enrolled patients will be included in an Aggregated Review on

a quarterly basis (completed by the RCA Team within 45 days after the end of

the quarter). These Aggregated Reviews will be entered in the Registry.

The following elements are included in the Parasuicidal Aggregated Review Log:

Case (1 ... X)

1D# (First initial, Last initial, last 4 SSN)

Age

Sex

Event (Day, Date, Time)

OPT or INPT/Unit {designation of inpatient or outpatient status at the time of
event, and if inpatient, unit where the patient was assigned at the time of the
event) .

Date of Last OPT TX (date of most recent prior outpatient treatment, this does
not include an appointment that was scheduled but was a "no show")

Diagnoses (a listing of current/active diagnoses)

Tx Team {a short list of treatment team options, for providers that were assigned
to the patient at the time of the event, requires a "yes"/"n¢” response for all
applicable items: mental health/psychiatry; specialty/sub-specialty, and;
primary care)

What Happened? (free narrative)

Family & Other Supports (free namative)

Treatment Plan Changes (free narrative)

Comments (free narrative}
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Safety Assessment Code (SAC) Matrix  Appendix SAC

Severity Categories

Kay tactors for the severtty categories arer extent of injury; length of stay; lsvel of care required for remedy, and;
actuai or estimated physical piant costs. These four categories apply to actual adverse events and potential events

{close calls).

For actual adverse events, assign severity based on the patient's actual condition.

Patients with Actual or Patential:

Death or major permanent loss of function (sensory, motor,
physiclogic, or inteflectual) not related t the naturai course
of the patient's Hiness or undarlying condition {l.e., acts of
commission or omission}.

Suicide (inpatient or cutpatient)

Rape

Hemolytic transtusion reaction

Surgery/Procedure on the wrang patient or wrong body part

infant abduction or infant discharge to the wrong famity

Dealtt or major permanent ioss of function thatis a

direct resuit of injuries sustained in a fall; or asscciated
with an unauthorized deparnture from an arpund-the-clock
treatment setting; or the resuit of an assault or other crime

Visitors and Statt

Increased ength of stay for up to three patients; or
Ingreased levet of care for up to three patients,
Visitors

Evalyation and treatment for up to three visitors
Statt ~

Less than three lost fime or restricted duty injuries
or linesses

Eguipment or facility
Darmage more than $10.000 but less than $100.000

f ing of hodily functi {sensory,
motor, physiolagic, or intellectual) not refated to the
natural course of the patient's iliness or underlying
conditions {i.e., acts of commission or omission).

Disfigurement
Surgical intervention required
Increased length of stay of more than 3 patients

Increased level of care for more than 3 patients

Visitors
More than 3 visitors requiring evaluation and treatment

Sta#f
More than 4 lost time or restricted duty injuries or
iinesses

Equipment or facility -
~"Damage more than $100.000

RGRESS

Patients with Actual or Potential:
No increased length of stay or increased level of care

Visitars
=

d and no
treatment

Statt

No lost time or restricted duty injurles orillnesses

1t required or refused

Eguipment or facility
Damage less than $10,000
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Safety Assessment Code (SAC) Matrix Appendix SAC
Probability Cateqories

Like the severity categories, the probability categories apply to actual adverse events and close calls.

In order to assign a probability rating for an adverse event or close call, i is ideat to know often it occurs at vour facility.
Sometimes, the data will be easily available because it is routinely tracked (e.g., falls with injury, medication errors,
etc.). Sometimes, getting a feel for the probability of events which are not routinely tracked will mean asking for a
quick or informal opinion from staff most familiar with those events. Sometimes it will have to be your best educated
guess.

Frequent — Likely to occur immediately or within a short period of time {may happen several times in 1 year}.
Occasional — Probably will occur in time (may happen severai times in 1 to 2 years).

Uncommon — Possibie to accur in time (may happen sometime in 2 to § years).

Remote ~ Unlikely to occur (may happen sometime in 5 to 30 years).

How the SAC Matrix Looks

Severity & Probability Catastrophic Maiar Moderate Minor
Freauent 3 3 2 1
Qccasional 3 2 1 1
U 3 2 1 1
Remote 7 3 2 1 1

How the SAC Matrix Works

When you pair a severity category with a probability category for either an actuat event or ciose call, you will geta
ranked matrix score (3 = highest risk, 2 = inlermediate risk, 1 = lowest risk). These ranks, or Safety Assessment
Codes (SACs) can then be used for daing comparative analysis, and, for deciding who needs to be notified about the
event.

Notes
1. All known reporters of events, regardless of SAC score (1,2, or 3), will receive appropriate and timely feedback.

2. The Risk Manager {or designee} will refer adverse events or close calls related solely to staff, visitors or
equipment/acility damage to relevant facility experts or services on a timely basis, for assessment and resolution of
those situations.

3.Aquanerly Aggregated Root Cause Analysis may be used for three types of calls (this includes all events or close
calis other than actual SAC 3s, since all actual SAC 3s require an individual RCA). These three types are: falls:
medication errors, and; p icidal behavior. The use of aggregated anaiysis serves two important purposes, First,
greater utility of the analysis (i.e., trends or patterns not noticeable in individual case analysis are more likely to show
up as the number of cases increases). Second, it makes wise use of the RCA team's time and expertise.

Of course, the facility may elect to perform an individual ACA rather than Aggregated Review on any adverse event or
close cail that they think merits that attention, regardiess of the SAC score.

*23 CFR 1960.70 requires each federal agency to notity OSHA within 8 hours of a work-related incident which resuits
in the death of an employee or the in-patient hospitalization of 3 or more employees.

**The Safe Medical Devices Act of 1990 requires reporting of all incidents in which a medical device may have caused
or contributed to the death, sericus injury, or serious illness of a patient or another individual.

6
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ATTACHMENT 2

— National Patient Safety Partnership —

Statement Regarding
Its initiative to
Reduce Preventable Adverse Drug Events
May 12, 1999

Various studies have shown that adverse drug experiences or events affect between 2 and 35
percent of hospitalized patients. Preventable adverse drug events represent a significant subset
of these, if not a large majority of them. Little is known about the incidence of adverse drug
events in outpatients, although they have been shown to te a significant cause of
hospitalization and, consequertly, increased health care costs. Indeed, adverse drug events
are a cause of increased healthcare costs in all care settings,

For this initiative, a preventable adverse drug event (POE)' is defined as an event thatcan be
anticipated and forestalled and that will cause or lead to inappropriate medication use or patient
harm while the medication is in the cartrol of the healthcare professianal, patient, or consumer.
Such events may be related to professionat practice, heaithcare products, procedures. and
systems, including prescribing; order communication; product labeling, packaging, and
nomendature. compounding erdsspensmg. distribution; administration; education; monitoring;
and use.? Overall, PDEs are a serious public health and medical care problem because of the
‘large number of drugs, doses, and drug treatment regimens currently avaitable and the many
changes in the manner that healthcare is provided today.

The National Patient Safety Padnership is a public-private partnership dedicated to improving
healtheare in general and patient safety in particular by reducing adverse svents and untoward
outcames of healthcare or healthcarerelated processes. The members of the Partnership
betieve there are significant patient safety improvements that can be made through the
prevention of avoidable adverse events associated with the prescribing, dispensing and
administering of medications.

The members of the National Patient Safety Partriership believe that prevention of medication-
related adverse events will be maximized when the outcomes of specific actions for.
improvement can be rafiably predicted based on 3 strong body of evidence. It realizes that the
current avidence base needs strengthening and believes that iterative improvement
accompanied by outcomes analysis can advance the state of the science toward that goal.
Based on current knowledge, the Partnership has identified a number of *best practices” or

*model practices™ that could substantially reduce the potential for accurrence of PDES, and the
Partnership calis on healthcare consumers, patient advocacy groups, the pharmaceuticat
industry, heaithcare practitioners and healthcare organizations to make a commitment to adopt
the practices listed helow and to wark together to implement them‘ as well as to develop
additional ways to reduce POEs.

’mumwammmrwmmmm:(MMNmmammw
axpenence 5 seent should e recogrized, mmmmw?mmsmmmammmm

frevent averss events wiwcaas e FOA's principal interest is the biciogic activity of
drugs 30 My arw Rully beied, Ammmsxtwmmnmmmammm
Wmmm«.mnmmww rux redtad, an adverse svent
mﬁgmmm«mmda - n . I 30 AN Bvant mmmm

whetar dccidental Of IENSANAL an advrse svent occuming R dug BbuSe: 41 dverse avent accurring from drug witharawel:
and a0y failure of axpectid phammacoligicat actien. .
# Adapted Fom the USP Quaity Review - Definition of Medication Eroes .
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Model Practices to Prevent Adverse Drug Events®

The menmbers of the National Patent Safety Partnership believe that all patients should be
actively involved in their care and decisions conceming their care. There are many actions that
patients can take, but the following two are stressed as ways to ensure that medication-reiated
information is exchanged in a way that increases the probability of safe care.

1.

Patients (or their persanal advacates) should always inform their physician or other
healthcare practitioner of ail medications they are taking (NB: This includes prescription
medication, over-the-counter medication and dietary supplements.) as well as about any
and all allergies or previous adverse drug experiences they have experienced before
accepting any new medication. Patients should not assume that information previously
provided has been communicated or has been considered prior to a medication being
prescribed or administered.

Patients (or their personal advocates) should request information about medications in
terms that they can understand, bath at the ime the medication(s) is/are being prescribed
and when they are received. This applies to prescription and over-the-counter medications.
Patients should ask for information about the intended use or purpose of the tirug, possible
drug-drug interactions, potential hazards associated with taking several medicines (e.g.,
more than 3 drugs at the same time), and about changes in the appearance of any
medications they have been taking (such as when a prescription refill is a different color
from what had previously been taken). Before accepting or receiving a prescription, the
patient should always ask the following questions:

. Is this the drug my docter {or other health care provider) ordered? What is the trade and
generic name of the medication?

What is the drug for? What is it supposed to do?

How and when am | supposed to take it and for how long?

What are the likely side effects? What do | do if they occur?-

Is this new medication safe to take with other over-the-counter or prescription
medications, or dietary supplements, that { am aiready taking? What focd, drink,
activities, dietary supplements or other medication should be avoided while taking this
medication?

¢« e v .

In addition, at the time prescription medications are received from pharmacies, patients should
ask if the drug they are receiving is the one their dector ar other health care provider ordered
and ask that both the trade and generic names be listed on the prescription label.

3 The orering of thesa “Best Practices® is not intended lo suggest relative impartance. The “Best Practices” are ilentified on the
basis of eight techniques or criteria that have Deen shown to De important in reducing arrers in general and and medication emors in
partcutar, Thnoqmanenamﬂomumgmtyammmmn Z)standam.lamﬂ nmpml:t)muadmhnenon
memory, 5) reduced raliance on i : §) broad lication; 7) cast and 8)

established success of the intervention, The 16 practices are used in the Institute for

Sefies.
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Current Best Practices For Providing Organizations and Practitioners

The members of the National Patient Safety Partnership befieve that healthcare arganizations
and practitioners are committed o safeguarding patients and call upon both organizations and
individual practitioners to further advance the following practices and to support and adveocate
for these actions in areas and organizations in which they are not utilized.

3.

9.

Educate patients, family members and other caregivers about all medications (both
prescription and over-the-courtler, inciuding dietary supplements) that are used. (Emphasis
should be placed on the hazards of polypharmacy, drug-drug interactions and possible
adverse effects,) Patients and caregivers should be encouraged to ask for infarmation
about all medications and dietary supplements, especially when new medications are
prescribed or changes in medications are made.

. Prominently display critical patient information, such as drug allergies and medication

regimens, on every patient recard.

. Emphasize the need for dose adjustment in children and elderly patierts. In some elderly

patients, a reduction in dose may be required because of age-related changes in body mass
and organ function.

Limit accessibility to and control the use of highly toxic or other high-hazard drugs such as
potassium chioride or concentrated epinephrine.

. insist on the development and use of prctocois far highly toxic or hazzrdoué drugs or thase

with a narrow therapeutic range. {Computerized drug order entry systems can be especially
important in facilitating this with alerts, restrictions or suggestions for safer substitutes.}

. Computerize drug order entry whenever possible. if computerized drug order entry is not

feasible, then use pre-printed order forms for drugs in mpauent settings and, where
appropriate, in ambutlatory care settings.

Utilize pharmacy-based intravenous (IV) admixture programs.

10). Avaid the use of abbreviations whenever possible; if abbreviations are used, they should be

standardized throughout the arganization and their use minimized.

11. Standardize approaches and processes for drug storage locations, internal packaging of

{abeling and delivery, and require use of the standardized approaches and processes.

12. Use unit dose drug distribution systems for inpatient care; also use such systems for

autpatient care, where appropriate.
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Current Best Practices For Purchasers

The members of the National Patient Safety Partnership believe that while most of these
practices advocated in this initiative would cost little or nothing to impiement, they do recognize
that an investment will be required for some and call upon healthcare organizations and the
pharmaceutical industry to make any needed investment in the interest of patient safety.

13, Require machine-readable labeling, such as a barcoding system, complete with pertinert
information such as lot number and expiration date.

14, Preferentially purchase products that have labels with name of drug, concentration and
wamnings prominently displayed and that ctherwise Incorporate human factors evaluation
into naming, labeling and packaging procasses. (For example, ihe use of large type or
caontrasting colors to avoid lock-alike packaging or unhesded wamings.)

15. Preferentially purchase and utilize "unit of use™ packaging in inpatient settings; also use
such packaging in outpatient {ambulatory care) settings, where appropriate.

16, Preferentially purchase intravenous (IV) solutions with contents and concentration
praminently displayed on both sides of the container.

Finally, the members of the National Patient Safety Partnership beliave it is imperdtive that the
healthcare and pharmaceutical industries launch and sustain collaborations directed toward
systematic approaches to the prevention of PDEs. The Partnership challenges these industries
to seek opportunities for research and to seek collaborations to identify better practices in the
future, to prioritize practice interventions, and to define practices that can predictably effect
improvement in terms of increasad safety and cost-effectiveness. Integral to such an activity is
a non-punitive culture that encourages reporting of adverse or unexpected events to relevant
oversight bodies, including internal quality management systems and regulatory agencies, and
that provides feedback about resulting lessons leamed and systam changes aimed at
preventing future such events. To be fruly successful these activities must be ongeing since na
sclution that is found to any problem can be thought of as the “solution for all ime®, A spirit of
continual and relentless examination and reexamination will be necessary to insure that our
processes and techniques are appropriate today and that they continue to evolve as necessary
to be appropriate in the future as weil.
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ATIACRMENT 3

Department of Veterans Affairs VHA DIRECTIVE 99-031
Veterans Health Administration
Washington, DC 20420 July 14,1999

THE AVAILABILITY OF POTASSIUM CHLORIDE
FOR INJECTION CONCENTRATEUSP

1. PURPOSE: This Veterans Health Administration (VHA) Directive establishes policy regarding
the use of potassium chloride for injection concentrate USP.

2. BACKGROUND

a. Inrecent years, numerous reports have been published in the medical literature of adverse
events and deaths caused by errors in the use of potassium chloride for injection concentrate USP.
This mater has been discussed on numerous VHA Headquarters pharmacy conference calls. Many
facilities have already removed potassium chloride for injection concentrate USP and other hyper-
tonic injectables from patient care areas.

b. VHA. policy requires that a pharmacy-managed [V admixture program be responsible for the
labeling, preparation, and distribution of [V admixtures. Understanding that some IV admixtures
may not be prepared by the Pharmacy Service, practices and policies must be in place to ensurs the
IV admixtures not prepared by the Pharmacy Service are compatible with the policies that govem
the pharmacy-prepared I'V admixtures.

3. POLICY: VHA policy regarding potassxu.m chloride for injection concentrate USP is as
follows:

a. Potassium chloride for injection concentrate USP will not be stored on any wards, mtensxve
care units, surgical suites and similar sites as ward stock.

b. Potassium chloride for injection concentrate USP will only be utilized as part of a pharmacy-
managed IV admixture program; therefore, storage of the medication will be in the pharmacy andis
the responsibility of the Pharmacy Service.

¢. To meet patient needs, the use of manufactured “pre-mixed” large volume solutions, including
thase with potassium chloride, may be used in conjunction with 2 pharmacy-managed IV admixture
program.

4, ACTION

a. All Department of Veterans Affairs (VA) medical facilities will ensure that any pota.ssmm
chloride for injection concentrate USP is removed from all wards, intensive care units, operating
suites, and clinics.

b. All VA medical facilities will establish medication use policies that inciude guidance
regarding safe handling of potassium chloride for injection concentrate USP. Additionally, these
policies shall specifically state that it is VA policy not 1o have potassium chloride for injection
concentrate USP and other hypcnomc injectable solutions on the wards and similar sites, that
normal or routine VA practice is for IV solutions o be mixed centrally, that cardioplegic solutions
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ar= prepared by, or supplied by, Pharmacy Service only, and that unit dose drug distribution is”
required for inpatient areas.

¢. At VA medical facilities that perform heart transplant and open heart surgery, cardioplegic
solutions are to be prepared by, or supplied by, the Pharmacy Service.

(1) Those solutions prepared by Pharmacy Service will be hand-delivered to the operating room
{OR) by Pharmacy Service, These solutions are to be clearly labeled, “For Cardioplegia Only” and
contain the patient’s name. They may be secured in one location in, or adjacent to, the cardiac
surgery suite, L.e., the OR automatic medication dispensing machine or the locked perfusionist’s
cabinet. Access is to be limited to the cardiac surgeon, cardiac anesthetist and/or cardiopulmonary
bypass technician (perfusionist) and the OR pharmacist.

(2) The Chief, Anesthesia Service is responsible for:

(a) Identifying the secure Jocation in the cardiac surgery suite;

(b) Assuring that access is limited to those individuals requiring access to this highly
concentrated therapeutic agent;

{¢) Asceraining that the correct solution is used in the correct patient (as in the use of blood or
blood products);

(d) Providing for the disposition of any unused cardioplegic solutions; and

(¢) Developing, publishing, and maintaining 2 local policy that assures the accountability and
safety of the drug.

S. REFERENCE: None.

- 6. FOLLOW-UP RESPONSIBILITY: The Chief Consultant for Pharmacy Benefits Management
Strategic Healthcare Group (119) is responsible for the contents of this directive.

7. RESCISSIONS: Directive 98-026, is rescinded. This VHA Directive expires July 31, 2004.

ottt

" Thomas L. Garthwaite, M.D.
Acting Under Secretary for Health

DISTRIBUTION: COC: E-mailed 7/20/99
FLD:  VISN,MA, DO, OC, OCRO and 200 - FAX 7/20/99
EX: Boxes 104, 88, 63, 60, 54. 52, 47, and 44 - FAX 7720199
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ATTACEMPNT ¢
Department of Veterans Affairs ' VHA DIRECTIVE 98-04%
Veterans Health Administration

Washington, DC 20420 November §, 1998

BAR CODING PATIENT WRISTBANDS

1. PURPOSE: This Veterans Health Administration (VHA) Directive defines policy for bar
coding a patient’s full social security number on the patient identification wristband.

2. BACKGROUND: The requirements for a Blood Product Verification function, in response
to a working group review of “system” changes which would reduce blood transfusion errors in
the operating room, have been developed. The group proposed that a universal identifier be bar
coded onto the patient identification wristband. A revision to the Veterans Information Systems
Technology Architecture (VistA) Surgery software package necessitated that as of February 1,
1998, a bar code that displays the patient’s full social security number must be printed onto the
patient identification wristband.

3. POLICY: Itis VHA policy to issue to each patient on hospital admissior a patient
identification wristband on which there is a printed bar code displaying the patient’s full social
security number.

4. ACTION

a. All patients reporting for hospital admission or ambulatory surgery must be issued a patient
identification wristband that contains the patient’s full name, social security number and a bar
code that displays the patient’s full social security number.

b. Printers capable of generating wristband bar codes must be installed in locations that
process patients for hospital admission and ambulatory surgery. .

c. Additional information, e.g., ward designation, is optional. If the ward designation is used,
it will refer only to the ward identification and will not reference the professional service
specialty.

4. REFERENCES: VHA Manual M-1, Part I, Chapter 4.

5. FOLLOW-UP RESPONSIBILITIES: The Director, Health Administration Service
(10C3), is responsible for the contents of this VHA Directive.

6. RESCISSIONS: VHA Directive $7-064 is rescinded. This VHA Directive will expire on
November 5, 2003.

| \4
4 fdy—
Kenneth W, Kizer, M.D., M.P.H.

Under Secretary for Health

DISTRIBUTION:  CO: E-mailed 11/05/98 .
FLD: VISN, MA, DO, OC, OCRO and 200 - FAX 11/05/98
EX: Boxes, 104,88, 63, 60, 54. 52, 47, and 44 - FAX 11/05/98

THIS VHA DIRECTIVE EXPIRES NOVEMBER §, 2003
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ATIACHMENT §
Departmesnt of Veterans Affairs VHA DIRECTIVE 98-033
Veterans Health Administration
Washington, DC 20420 July 16,1998

~ TRANSFUSIONS PERFORMED IN OPERATING ROOMS

1. PURPOSE: This Veterans Health Administration (VHA) Directive established policy for the
identification process to be used in all VHA operating rooms, (inpatient and ambulatory) prior 1o
the administration of blood or blood products,

3. BACKGROUND: VHA policy has established standard operating procedures (SOPs) to be
used when transfusing blood products. These include specific visual verification by two
individuals that the unit of blood or the blood product is in fact the one that has been assigned to
this particular patient. The Standard Form (SF) 518, Blood or Blood Component Transfusion,
documents this process. Nevertheless, there have been rare blood product transfusion related
deaths in VHA Operating Rooms {OR) due to patient and/or blood product identification crrors.
As part of VHA''s patient safety policy to provide high quality, safe, appropriate health care, this
* policy introduces the requirement to perform an additional independent mechanical verification
of the identity of the patient and the blood product. This mechanical process wtilizes the .
Veterans Health Information Systems Technology Architecture (VistA) software to read the bar
" coded identification on the blood product This will be performed in addition 10 the current
visual verifications. The visual identification by two individuals and this mechanical check will
provide an error proof identification process,

3. POLICY: All laboratories in facilities performing surgery must have implemented and use
the VistA Blood Bank Package. The identity of each unit of blood and blood products will be
entered into the VistA Blood Bank files. Atthe time the blood product is assigned to an
individual, the assignment information must also be entered into the VistA Blood Bank files.
Each Veteran Integrated Service Network (VISN) will ensure that all facilities performing
surgery have implemented this policy by September 1, 1998, .

4. ACTION

2. All patient wristbands will be printed with the bar coded full Social Security Number
(SSN) of the patient.

b. Al inpatient or ambulatory surgery operating rooms in which procedures are performed
which will, on some cccasions, require the transfusion of blood products shall be equipped with
bar code readers for direct interaction with the VistA Surgical package.

¢. When a patient enters the OR, the patient’s full SSN bar code on the wristband will be
machine rcad and entered into the VistA Surgical files as a component of the surgical menu
options. :

d. Should the patient require blosd or bload praducts, two members of the surgical team will
visually validate that the blood product is cerrect for that specific patient. Specifically, they will
inatch the name and SSN on the patient’s wristband to the information on the SF 518 and match
the information on the blood product to the information on the same ST 518,

THIS VBA DIRECTIVE WILL EXPIRE JULY 16, 2003
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¢. Upon completing the visual validation, the blood product will then have its identifying bar
code mechanical scanned. If the resulting computer message indicates that the database does not
have an assignment of this particular unit to this particular. patient, 2 warning message will be
displayed indicating that the staff must personally verify that the specific blood product unit is
appropriate for this specific patient prior to administration.

§. REFERENCES: None.

6. FOLLOW-UP RESPONSIBILITY: Agatha Francis, Enforcement officer (115) is
responsible for the contents of this directive. Questions may be directed to (202) 273-8420.

7. RESCISSION: This VHA Directive expires July 16, 2003.

Kenneth W, Kizer, M.D., MP.H.
Under Secretary for Health

DISTRIBUTION: CO:  E-mailed 7/17/98
FLD: RD,MA, DO, OC, OCRO, and 200 - FAX 7/17/98
EX: Boxes 104, 88, 63, 60, 54,52, 47 and 44 - FAX 7/17/98
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ATTACEMENT £
Department of Veterans Affairs VHA DIRECTIVE $9-003
Veterans Health Administration
Washington, DC 20420 February 3, 1999

ADMINISTRATIVE PRACTICES FOR ENSURING SAFE INJECTION OF
RADIO-LABELED BLOOD PRODUCTS

1. PURPOSE: This directive articulates Veterans Health Administration (VHA) current policy
regarding the administration of all radio-labeled blood products (e.g., Indium-111 labeled white
blood cells, Technetium 99m - HMPAO labeled white blood cells, Chromium-51 labeled red
blood cells, and Technetium 99m labeled red blood cells) to patients.

2. BACKGROUND: The prevalence of blood-bome diseases such as hepatitis and human
immunodeficiency virus (HIV) require that specific and controlled procedures be utilized to
protect patients from needless risk when blood samples are removed, tagged with radio-
pharmaceuticals, and re-injected for diagnostic or research purposes.

3. POLICY: According to Title 10, Code of Federal Regulations (CFR), Parts 19, 20, 21, 30
and 35, and Department of Veterans Affairs (VA) Manual MP-2, Part XX, responsibility for
developing local policies for the control and supervision of the administration of radic-labeled
blood products is assigned to the VHA medical facility’s constituted Radiation Safety Committee
RsC).

4. ACTION: To avoid misadministration of radio-labeled blood products and snsure safe

v Prasiived, Lo sviivsang PrO3i 2000 w0 1o b fellowed:
a. A written requisitior: from a physician shall be obtained for the procedure, and the
physician shall verify the request on the patient’s chart or computerized patient record.

b. The patient’s identity shall be verified with the participation of two healthcare personnel by
two of the following measures when obtaining a blood sample: by confirming the patient’s name
and Social Security Number (SSN), examining the wrist and/or armband, and querying the
patient as to their identity by asking for spelling of their name. NOTE: Do not merely ask if the
patient is “X" and accept a "YES" response or if available; employ bar code verification.

c. The original blood product container shal] be identified with an adhesive label bearing the
patient and/or rezipient’s full name, SSN, date, and signature of the person drawing the blood.
Where and when available, bar code verification shal] be utilized.

d. Prior to the adminiswration of the prepared radio-labeled blood product, the container that is
clearly labeled with an adhesive identification label, the patient’s identity shall be again verified
by two individuals by two different measures, including bar code verification, as appropriate.
Ideally, one or both individuals who initially identified the patient should be present at the time
of administration of the bloed praduct.

THIS VHA DIRECTIVE EXPIRES FEBRUARY.3, 2004
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e. A copy of VA Form 10-0130, Administration of Radio-Labeled Blood Products, is
antached for local reproduction. After the initial distribution is received, additional stock may be
obtained from the Forms and Publications Depot through normal channels. This form documients
the preceding identification procedures and should be completed in the sequence described and
remain part of the patients nuclear medicine record. ’

NOTE: The radio-pharmaceutical vendors may provide forms accompanying the agent. Such
forms do not eliminate the need for Nuclear Regulatory Commission (NRC) records or V4 Form
10-0130.

f. The performance plan for each nuclear medicine technologist shall emphasize the
importance of assuring patient safety by including patient identification and verification prior to
the administration of all radio-labeled blood products by requiring 100 percent compliance in the
performance of this function.

g. Each nuclear medicine technologist shall receive a capy of the policy, receive appropriate
training, and sign to verify that the policy and procedure have been reviewed and are understood.
Annual mandatory reviews of the policy and procedure with each employee shall be documented.

h. Any misadministration of a radio-pharmaceutical product must be reported via the facility
Patient Safety Improvement Program mechanism through the Quality Management office and, if
criteria are met, the NRC,

5. REFERENCES: Title 10 CFR, Subpart A, 35.1 and 35.33.

6. FOLLOW-UP RESPONSIBILITY: The Director, Nuclear Medicine and Radiation Safety
Service (115B) is responsible for the contents of this directive. Questions should be directed to
Deputy Director, Nuclear Medicine Service, Ann Arbor, MI at (734) 761-7885.

7. RESCISSION: Circular 10-93-005 is rescinded. This VHA directive will expire on

February 3, 2004,
Kenneth W. Kizer, M.D., M.P.H.
Under Secretary for Health
Attachment

DISTRIBUTION: CO: E-mailed 2/9/99; 2/10/99
FLD: VISN, MA, DO, OC, OCRO and 200 - FAX 2/5/99, 2/10/99
EX: Boxes 104, 83, 63, 60, 54, 52, 47, and 44 - FAX 2/5/99, 2/10/99
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ATTACRONT 7

DEPARTMENT OF YETERANS AFFAIRS
) Veterans Health Administration
Washington DC 20420

IL 10-98-015
In Repiy Refer To; 1035
July 8, 1998

UNDER SECRETARY FOR HEALTH'S INFORMATION LETTER
VHA PATIENT SAFETY IMPROVEMENT AWARDS PROGRAM

1. The Veterans Health Administration (VHA) is commitied to improving healthcare quality in
VHA treatment facilities and in the healthcars industry overall. - -

2. One important element of the Department of Veterans Affairs (VA’s) bealthcare quality
improvement effort is its Patient Safety Improvement Initiative. This initiative includes, among
other things, promulgating the Patient Safety Improvement Dirzctive (formerly entitled the Risk
Management Directive, VHA Directive 1051); establishment of the Forensic Medicine Strategic
Healthcare Group; inclusion of patient safety-related measures in the Veterans Intégrated Servies
Network (VISN) Directors performance agreements; creation of the National Patient Safety
Partnership; provision of funding and other support for industrywide conferences and expert
working groups on patient safety; establishment of a new health system management fellowship
aimed at developing clinical ieaders in healthcare quality improvement; and funding new quality
of care clinical research projects.

3. Histercally, the healtheare industry has not viewed itself as a high-risk industry and has not
utilized the same type of rigorous, systematic review of each adverse event or untoward gutcome
as has been done in other high-risk industries like aviation and nuclear power. For example,
there is no oversight entity for the healthcare industry like the National Transportation Safety
Board that deconstructs and analyzes each airline accident 1o isolate the critical causative factors
and to develop approaches to minimize future occurrences through technical design changes,
system or process changes, ot improved training. Similarly, unlike the nuclear power industry,
heaithcare has not widely used detailed process engineering that carefully analyzes alternative
scenarios to prospectively establish the safest, most risk-frze method to handle potentally
hazardous situations. The aviation and nuclear power industries have controlled the risk of
adverse events by focusing meticulous attention on the design of their operating systems to make
it difficult for personnel to make mistakes, and easy to correct mistakes before they resultin an
untoward outeome. The result, contrary to public perception, is that these high-risk industries
have reduced their risk of an adverse event 1,000 io 16,000 times lower than what occurs in
healthcare, Clearly, ane of the major challenges facing healtheare today is to become 2 “high
reliability” industry such as aviation and guciear power generation,

4. While various indicators suggest that the veterans healthcare system has a better record on
patient safety than the healthcare industry overall, adverse events or untoward cutcomes
resulting from medical treatment oceur too frequently at VHA facilides. VHA is committed to
systematically identifying and analyzing these occurrences in an effort to reduce their frequency
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to the lowest level possible. VHA is uniquely positioned in the United States to serve asa
national laboratory to find solutions to patient safety problems and o lead national efforts to
improve patient safety. [lustrative of VHA's unique characteristics are the fact that VHA has
medical treatment facilities located in every state; is a fully integrated healthcare system; has
mechanisms in place to capture the relevant patient safety data; is intimately involved with
physician and other health professional training; has a widely acclaimed research program; and is
open to widespread scrutiny by virtue of it being a public system.

5. As a further way of identifying the root cause(s) of adverse outcomes and developing
improved processes or procedures to minimize potential patient safery risks, the VHA Patient
Safety Improvement Awards Program was established.

6. The Patient Safety Improvement Awards Program is designed to increase the emphasis on this
important aspect of clinical practice by financially rewarding individuals, teams, services or
institutions which identify adverse events or potential patient safety situations and improve
processes or practices that minimize or eliminate the risk of an untoward outcome. The awards
are intended to provide an incentive to employees to develop and document improved processes
and to export them as “best practices” throughout the veterans healthcare system, and the
healtheare industry. .

7. The VHA Patient Safety Improvement Awards Program will provide a financial reward
ranging from $500 to $25,000, along with other recognition, to recipients. The exact amount of
the award will dzpend upon the extent to which the improved process can be adopted in, or
adapted to, other patient care settings and the severity of the potential hazard it reduces or
eliminates. Larger rewards shall be targeted for improvements that reduce or eliminate life-
threatening risks and have system-wide application. Award nominations will be accepted in the
following categories:

a. Direct Care Provider Categorv — Individual or Team

(1) This category recognizes submissions from individuals or teams which provide direct,
hands-on clinical care to patients, and which can identify and implement steps to lessen the
likelihood of medical errors, adverse outcomes or anomalous clinical occurtences. It is expected
that this category will generate the largest number of award submissions. Individual or team
nominations in this category may include persons who provide indirect care or support.

(2) Individuals and teams are eligible for awards of up to $5,000 in this category.
b. Indirect Care and Support Activities Category - Individual or Team

(1) This category recognizes submissions from individuals or teams which provide indirect
clinical support, such as pharmacists or laboratory personnel, or which provide support activities
making the overall environment safer, such as safety specialists or bic-medical engineers. It may
also include activities which eliminate risk from the various processes supporting the provision
of patient care such as Medical Records or Information Resources Management.
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(2) This is established as a separate category in order to focus attention on these indirect care
and support activities as a potential source of patient safety improvements.

(3) Individuals and teams are eligible for awards up to $5,000 in this category.
¢. Single Service or Product Line Category

(1) This category recognizes submissions from discrete organizational entities, such as the
Medical Service or Surgical Service, or product lines, such as an Ambulatory Care Service Line,
which has developed and implemented policies, procedures, or training which significantly
improves the level of patient safety throughout the organizational element. The specific
processes, approaches, or behaviors must be reflected in the overall operation of the service or
product line.

(2) Services or product lines are eligible for awards up to $10,000 in this category.

d. Multiple Service, Facility or Institutional Category

(1) This category recognizes submissions that involve two or more services or that are from a
" complete entity on an organizational basis, e.g. Medical Center or Qutpatient Clinic. It
recognizes programs that permeate the entire operation of the facility, either through changes in
culture, total process engineering, or other systematic approaches. The award submission would
‘have to demonstrate significant, sustained improvements to patient safety over a baseline, and
also demonstrate that accidents and misadventures were reported in a full, complete manner.

(2) Institutions are eligible to receive awards up to $25,000 in this category.
e. uipment, Tools or Supplies Categories — Individual or Team

(1) This category recognizes individuals or teams which identify equipment, tools or medical
supplies which eliminate risk or otherwise significantly improve patient safety. Given the
widespread availability of information on such items, awards under this category must
demonstrate a high level of initiative, i.c. locating and identifying a very new or linle known
itemn, or recognizing that a modification to an item currently available could make it safer.

(2) Individuals or teams are eligible for up to $2,500 in this category.

8. Individuals, teams, services or institutions are invited to submit descriptions of their safety
improvements. Submit six copies of each nomination to the VHA Headquarters Management
Support Office (10A2A), ATTN: Dot Brady, 810 Vermont Avenue NW, Washington, DC
20420. Nominations from field activities are to bear the endorsements of the Medical Ceater
Director and Network Director. Submissions from VA Central Office activities are to bear the
endorsement of the appropriate Chief Officer. Final approval of nominations will be made by
the Office of the Under Secretary for Health. Submissions should be limited to no more than tea
pages and should include at least the following items:

a. Name of nominee, address, phone number and telefax number
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b. Nemination category
(1) Direct Care Provider Ca{.egory - Individual or Team.
(2) Indirect Care and Suppoﬁ Activities Category ~ Individual or Team.
(3) Single Service or Product Line Category.
(4) Multiple Service, Facility or Institutional Category.
(5) Equipment, Tools er Supplies Categori¢s - Individual or Tearn.
¢. Nominator's name, title, address, phone number and telefax number

d. Description of the specific event or circumstance(s) that triggered the process or system
improvement .

¢. Description of the specific and/or general safety hazard eliminated

f. Description of the approach used to develop the new process; i.c., whether based on 2
rerrospective review of a specific incident or based on prospective review or process
reengineering

g. Estimate of the potential number of untoward incidents that could be avoided if adopted
throughout the system, or assessment of the applicability of the new process at other VA health
case facilities and its impact on patient injuries at those facilities

h. Listing of specific equipment, supplies, or staff training required to impi t the revised
process or system improvement

NOTE: Phaotographs, flow charts or diagrams, floor plans, blueprints or other materials that
help illustrate the proposal are welcome, and may be submitted with the narrative justification.

9. Proposals will be judged on the following criteria:
a. Severity of the safety hazard eliminated,
b. Potential frequency of the hazard eliminated,
c. Elegance of the solution, in terms of simplicity and investment or maintenance required,
d. Clarity of the analysis of cause of incident or misadventure, and

¢. Evidence that solution was effective in reducing hazard
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10. This is an on-going program with no limit on the number of awards. Proposals which are
not selected for national recognition but which have merit will be referred back to the VISN or

facility for recognition at the local level.
11. Foradditional information, please contact Dot Brady (10A2A), Management Support Office,

on 202-273-8873.

Kenneth W. Kizer, M.D., M.P.H,
Under Secretary for Health

DISTRIBUTION: CO: E-Mailed 7/10/98
FLD: VISN, MA, DO, OC, OCRO, and 200-FAX 7/10/98
EX: Boxes 104, 88, 63, 60, 54, 52, 47 and 44-FAX 7/10/98
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ADMINISTRATION OF RADIOLABELED BLOOD PRCDUCTS

Patient Identification
Patient: B

Last
SSN: - -

Procedure Information

Procedure:

Requested by: MD.

Approved by: M.D.

Jample € oriection

The patient aamed abave
has been correctly identified,
and the blood i tvd

First " Midde il

stient [D Verificatiol
{check two)

. Patient spelling of full scame

. Patient ID bracelet

. DOB by patient matched record
___Address by patient matches record

SSN by patient matches record

the blood sample is comrectly
and clearly labeled with the
patient name, SSN, procedure,
and date.

Witnesses
[0

Name

Position

@

~

Name

Position

Date

VA Form 10-0130
Aug 1998

. Patient is non-responsive
provide source of data

Laugt Fregaration Labei Reinjection
The blood sample for the The patient named above las
procedure requested above been correctly identified, the
has been fy identified, patient identification on the
the sarnple has been labeled, labeled blaod product carrespands
and the product added to a to the parient identified and the

correctly and clearly labeled product has been reinjected.
container.

Witnesses Witnesses

{1 (1)
Name Name
Position Position

@, )
Name Name
Position Position
Date Date .

FOR LOCAL REPRODUCTION A-l
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Mr. STEARNS. Dr. Bagian, we had assumed that the two of you
would be together. Did you have an opening statement that is more
abbreviated? We are hoping that since you are accompanying Dr.
Garthwaite that the two of you would share the 5 minutes. Maybe
that was not explained to you so if not, I would be very happy to
offer you an opening statement but I prefer it not to be a full 5
minutes.

Mr. BaGiaN. I will try to be as brief as I can, sir, if that is okay.

Mr. STEARNS. Sure.

STATEMENT OF JAMES BAGIAN

Mr. BAGIAN. Let me just get to the response to some of the com-
ments that were made earlier. First, we certainly think reporting
is important but one has to remember the purpose for reporting as
has been mentioned earlier is what you learn from the reports and
then what you do to prevent the problem. The real key is at the
end of the line after the report occurs, what do you do about it. A
report by itself doesn’t do very much.

We looked at both mandatory and voluntary reporting systems
and we think both are important and we have actually a manda-
tory system that is in place but we have tried to encase in that sys-
tem some of the qualities that we believe make it more successful,
that is, that we make a very clear definition for the people that re-
port so they understand how it will be used so they are not fearful.
In fact, one of the ways we understood this better was we did cul-
tural surveys and published these results almost a year and a half
ago approximately.

One of the things we found was that people’s reticence to report
was not just that they fear punishment, deliberate punishment, but
it was shame. When we asked people are you ashamed if other peo-
ple know you have erred 49 percent said yes, they were ashamed.
They strongly agreed that shame was the barrier. Whereas when
we asked them on the other hand how do you view others that
have erred, only 4 percent held that against them, thought less of
them for that.

So it points out that it is not just through rules that say you will
be held harmless from punishment, it is actually the opinion of
your peers or your colleagues that has a large role. The role of close
calls also was mentioned earlier. I don’t think that is the term that
was used but that is the event that doesn’t occur where disaster
or tragedy is averted at the last moment. That is something where
you can learn quite a bit. In aviation they have shown that often
you can get even more information that is of value from a close call
because people are more likely to honestly talk about that and
openly, because no disaster occurred and they actually saved the
day at the last minute.

One has to be aware when you have these kind of reports, and
there is data out there, in one particular series they showed in an
industrial setting where they had close call reporting when they
just started to institute it, they had about one close call for every
233 employees. Four years later after they had emphasized this is
an important modality, they had one close call every 54 employees,
almost a five fold increase.
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Now if someone mentioned on the news, you could imagine the
report that night could be, wow, this industry is out of control be-
cause they have had a five fold increase in close calls but in fact
if you look at the outcome they were measuring which was lost
time injuries. Lost time injuries were reduced by two-thirds at the
same point. The emphasis here is not on the number of reports. It
is on what you do with those reports and how you reduce your vul-
nerability. Reporting systems tell you vulnerabilities and as Mr.
Smith pointed out “we want to have good statistics.”

It is hard to know the denominator, that is, the incidence, but
one is even too much and if you can identify a systems problem
then you aggressively attack that and we put processes in place to
do just that and follow through with the accountability piece at the
management level as Dr. Berwick spoke about earlier. So we think
the key is to understand reporting systems or vulnerabilities and
then what do you do about it. That the important thing is to get
closure. And while we will never have full reporting, we never will,
nobody ever can, you want to do the best you can with that to
nillake things better and we think that can be done. And I will stop
there.

Mr. STEARNS. Dr. Nelson.

STATEMENT OF AUDREY NELSON

Ms. NELSON. Mr. Chairman and members of the committee, I am
very pleased to appear before you to discuss one VA innovation,
specifically the Patient Safety Center of Inquiry located in Tampa,
Florida. I am the Director of that center and I am a nurse re-
searcher by background. Funded for 3 years starting in March, our
center focuses on safe mobility for frail elderly and persons with
disabilities, two very vulnerable patient groups.

Our research area is to look at preventing patient falls and pro-
moting safe wheelchair transfers. The unique aspects and
strengths of our center I will summarize in five points. First, we
have a state-of-the-art biomechanics laboratory which allows us to
very carefully analyze risks related to falls and dynamics of patient
wheelchair transfers. This lab was funded by the VA 2 years ago.

Second, the problems that we are studying affect many Ameri-
cans, not just veterans. Therefore, we have made it a point of
partnering with industry, public, government agencies, and, more
importantly, consumers in solving some of these very practical
problems. Third, problems that affect veterans happen more com-
monly with regard to falls in the community, not in hospitals, and
we are making it a real point to come up with solutions that are
appropriate for veterans living in the home as well as those that
are in long-term care facilities or hospital-based settings.

An example is the project that we have just submitted on an evi-
dence-based practice fall prevention program which looks at insti-
tuting a community-based fall program in all VISN 22 and VISN
8. Fourthly, our research center has taken a very practical ap-
proach not only to conducting research but also in getting that re-
search out and into clinical practice and embedded into what peo-
ple are doing in a very quick fashion. We are product-oriented. We
are working at developing clinical pathways, protocols, resource
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guides, new equipment and other techniques and devices that have
immediate application.

Last, our center is somewhat unique in that we are looking to
technology for answers. We have partnered with a variety of dis-
ciplines outside the traditional healthcare arena to help us in look-
ing at new technology and new answers for preventing some of
these injuries and issues. An example is our work in developing a
safe patient room of the future which will be housed at the Mu-
seum of Science and Industry which looks at integrating patient
care equipment across all of patient care activity domains in a safe
fashion that would support patient independence as well.

In summary, finding these patient safety centers of inquiry have
encouraged us to develop a cadre of researchers dedicated to pa-
tient safety topics. This will accelerate the pace of learning and the
application of this research to practice. Thank you.

[The prepared statement of Audrey L. Nelson follows:]

PREPARED STATEMENT OF AUDREY L. NELSON, DIRECTOR, VISN 8 PATIENT SAFETY
CENTER OF INQUIRY, JAMES A. HALEY VETERANS HOSPITAL

Mr. Chairmen and Members of the Committees, I am pleased to appear before you
to discuss an example of a VA innovation to support patient safety, the establish-
ment of Patient Safety Centers of Inquiry. Our center is one of the four centers that
were funded for three years starting in March 1999. The VISN 8 Patient Safety
Center of Inquiry focuses on Safe Mobility for Frail Elderly and Persons with
Disabilities. Specifically, our center’s focus is on efforts to prevent patient falls and
promote safe wheelchair mobility. Falls are a critical problem in health care, ac-
counting for 25% to 84% of all adverse events in hospitals.

The mission of our center is to support clinicians in providing safe patient care
by designing and testing clinical innovations, technological solutions, and patient
safety improvement systems. Our research efforts will target two patient popu-
lations with compromised mobility: frail elderly and persons with disabilities.

We have identified two primary goals: (1) to improve functional status and quality
of life for frail elderly and persons with disabilities by addressing mobility enhance-
ment and safety issues, and (2) to build a “culture of safety” to support clinicians
in providing safe patient care and safe working environments. To address these
goals, our research efforts have focused in four key areas:

* Develop and Test Clinical Innovations Related to Safe Mobility
* Design Technological Solutions Related to Safe Mobility
* Redesign Patient Safety Systems
* Facilitate Innovation Diffusion

Our center includes staff with expertise in a variety of disciplines, including: ar-
chitecture, computer science, epidemiology, ergonomics, industrial design, health ec-
onomics, industrial engineering, interior design, law, mechanical engineering, med-
ical equipment manufacturing, medicine, nursing, social sciences, technology broker-
age, and quality/risk management. Many of our project teams include consumers.

We are actively collaborating with partners in industry and government, as well
as public and private sectors. In addition to consumers, key partners include:
ARJO,” the Joint Commission on Accreditation of Health Care Organizations
(JCAHO), Food and Drug Administration (FDA), Museum of Science and Industry,
Paralyzed Veterans of America (PVA), University of South Florida, VA Healthcare
Analysis & Information Group, and VHA Office of Quality & Performance. In the
future, we plan to partner with the Agency for Healthcare Research & Quality
(AHRQ), National Institutes of Health (NIH), and the National Aeronautics and
Space Administration (NASA).

We have a number of projects underway to address safe mobility. A few of these
projects are outlined below:

» Establish Gait and Balance Clinics to prevent falls in high risk veterans

» Evaluate Tai Chi as a strategy for Fall Prevention

e Evaluate a Tele-monitoring program to Prevent Falls for Veterans with Parkin-
son’s Disease

* Develop a Resource Guide to Identify Alternatives to Bed Rails for Frail Elderly

* Develop a Resource Guide for Safe Patient Movement

¢ Develop Clinical Pathways to prevent falls
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Design an Evidence-Based Program for Fall Risk Assessment & Prevention

Convene an Expert Panel to set Research Agenda for Patient Falls

Evaluate Fall Risk Assessment Tools

Develop Clinical Practice Guidelines to Preserve Upper Extremity Function in

Wheel Chair Users

Pilot test the National Patient Safety Handbook

Identify barriers to reporting patient safety incidents/mear misses

Describe the epidemiology of falls in a variety of health care settings

Develop a report on the direct and indirect costs of patient falls in VA

Conduct a biomechanical assessment of safe wheelchair transfers to preserve

upper extremity function in persons with spinal cord injuries

Conduct a biomechanical assessment of the gait of individuals who repeatedly fall

» Redesign patient lifting equipment to prevent patient and caregiver injuries

» Participate on the AHRQ sponsored Expert Panel to set the Research Agenda for
Health Care Environments

¢ Establish a Consensus Validation Conference for “Technology to Support Safe Pa-
tient Care” (hope to partner with VA’s Rehabilitation Research & Development
Service, NITH, AHRQ, NIOSH)

« Establish a web-based VA Safety Information Center

* Design of a safe patient care room of the future, evaluate its effectiveness in the

VA healthcare environment, and display this prototype at the Museum of

Science and Industry

Conclusion:

We believe that VA deployment of resources and expertise will allow us to address
the significant safety challenges related to safe mobility for frail elderly and persons
with disabilities. Our efforts will impact persons living in the community as well
as persons in acute, long-term care, or assisted living facilities. We are working
closely with consumers, as well as partners in industry, government agencies, and
the private sector to provide practical solutions to patient safety problems. We will
work with VA’s National Center for Patient Safety to disseminate these innovations
throughout VHA, the larger health care arena, and to the general public. We appre-
ciatefzj your support of these efforts, and would be delighted to share our progress in
the future.

Mr. STEARNS. Dr. Heinrich, welcome. Just pull that microphone
right close to you. Thank you.

STATEMENT OF JANET HEINRICH

Ms. HEINRICH. I am pleased to have the opportunity to testify as
you consider adverse medical events in our healthcare system. Ad-
verse events have been receiving considerable attention with the
report of the Institute of Medicine “To Err Is Human”. Efforts to
identify adverse events and evaluate the causes are important
strategies to reduce harm to patients. Recent GAO reports have
considered a range of surveillance systems for medical products.
These studies have implications for the design of surveillance sys-
tems to detect adverse events and medical errors.

First, while adverse events are recognized as a serious problem,
the full magnitude of the threat to the health of the American pub-
lic is not known. The best information we have on the incidence of
adverse events of all types comes from the two studies that have
been mentioned, the first, from the sample of medical charts in
New York, and the second in Colorado and Utah. That is where the
widely cited estimate of 44,000 to 98,000 deaths per year attributed
just to medical errors comes from.

And they do extrapolate the numbers from these studies to the
rest of the country, not taking into account the variation in clinical
practice patterns. There is even less information known about ad-
verse events in ambulatory settings or other health care settings.
Second, the task of gathering valid information about adverse
events is an extremely difficult one. All systems that rely on
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healthcare providers to take the initiative to make a report, in
other words, both passive and spontaneous reporting systems, have
serious limitations and this is true whether or not providers are re-
quired to report these events.

In our review of the research on adverse drug events, we learned
what is known about the strengths and limitations of these report-
ing systems. It is well known that all spontaneous reporting sys-
tems experience a high level of under reporting. For example, the
FDA believes that its system for gathering voluntary information
about adverse drug events receives reports for no more than 10
percent of all events. And the States that mandate adverse report-
ing receive highly variable numbers of reports for example, ap-
proximately 15,000 in New York and 4,000 in California, even
though California has 72 percent more people.

And certainly the VA in its report of its system also experienced
significant variability in reporting. Commonly cited reasons for
under reporting include fear of being blamed, the potential for legal
liability or an expectation that the report will have no effect. Pro-
tecting the confidentiality of reports, reporters and information, is
often suggested as a way to increase reporting.

A pilot study conducted by FDA on adverse events for medical
devices included confidentiality of reporters as one component. Ad-
verse event reports increased by tenfold, but it was much harder
to follow up on missing or ambiguous information. A truly confiden-
tial reporting system places a significant burden on reports to con-
tain all information needed to follow up in protecting the public’s
health. Under reporting is only part of the problem. We also know
that there is a significant bias in terms of which events are re-
ported. In the area of drug-related events, we found that a wide va-
riety of factors such as how long a drug had been on the market
could affect the likelihood of reporting.

To get valid and complete information on the incidence of ad-
verse events we need data that do not come from a spontaneous re-
porting system. This requires a proactive examination of random
samples of patients and their records as was done in New York,
and Colorado and Utah. Many of the injuries suffered by patients
as a result of medical treatment are not due to errors but reflect
the inherent risk of treatments that are administered correctly. It
can be difficult to identify these adverse reactions and to distin-
guish them from medical errors or from the course of the patient’s
illness. We know, for example, that one-half to two-thirds of ad-
verse drug events occur when drugs have been used appropriately.
Events that result from what is deemed appropriate treatment
need study so that better treatment guidelines can be developed.

In conclusion, surveillance systems that uncover and document
adverse events can collect valuable information but they are not
sufficient by themselves to improve medical care. The data need to
be carefully analyzed and interpreted to create a good under-
standing of the reasons why events occur. A thoughtful analysis
can lead to the specific changes in our healthcare systems that will
reduce the likelihood of adverse events. This concludes my pre-
pared remarks, Mr. Chairman, and I of course will be happy to an-
swer any questions.

[The prepared statement of Janet Heinrich follows:]
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PREPARED STATEMENT OF JANET HEINRICH, ASSOCIATE DIRECTOR, HEALTH FINANC-
ING AND PUBLIC HEALTH ISSUES, HEALTH, EDUCATION, AND HUMAN SERVICES Di-
VISION, UNITED STATES GENERAL ACCOUNTING OFFICE

Mr. Chairman and Committee Members: I am pleased to have the opportunity to
testify today as you consider issues related to adverse medical events in the nation’s
health care system. Adverse events are receiving considerable attention now as a
result of the recent Institute of Medicine report on medical errors.! Adverse events
are injuries to patients caused by medical treatment; medical errors are mistakes
in medical care that may or may not lead to harm. Efforts to identify adverse events
and evaluate their causes are important components of strategies to reduce harm
to patients. Several of our recent reports have considered surveillance systems for
medical products, particularly drugs and medical devices. For example, last week we
released a report that synthesizes current research on adverse drug events (ADE).2
We have also evaluated the Food and Drug Administration’s (FDA) system for moni-
toring problems with medical devices.3

In summary, I believe that the results of our work have important implications
for addressing adverse medical events including the design of surveillance systems
to detect adverse events and medical errors. First, while adverse events have been
recognized as a serious problem, the full magnitude of their threat to the health of
the American public is unknown. Second, gathering valid and useful information
about adverse events is extremely difficult. For example, all systems that rely on
health care providers to take the initiative to make a report—known as passive or
spontaneous reporting systems—have serious limitations. This is true whether or
not providers are legally required to report adverse events; that is, both mandatory
and voluntary spontaneous reporting systems share this limitation. Furthermore,
many of the injuries patients suffer as a result of medical treatment do not stem
from errors but reflect the inherent risks of treatments that are administered cor-
rectly. It can be difficult both to identify these adverse reactions and distinguish
them from medical errors or from the course of a patient’s underlying illnesses.

LITTLE IS KNOWN ABOUT THE INCIDENCE OF ADVERSE EVENTS

Relatively little information exists on the incidence of adverse events of all types,
including, for example, those caused by drugs, medical device malfunctions, and di-
agnostic mistakes. Aside from small studies of individual institutions, the best avail-
able information comes from two studies of statewide samples of hospitalized pa-
tients. The first assessed adverse events in New York in 1984, and the second em-
ployed a comparable approach to examine the incidence of adverse events in Utah
and Colorado in 1992.4 The widely cited estimate that 44,000 to 98,000 deaths per
year are attributable just to medical errors comes from an extrapolation of the re-
sults of these two studies to the United States population as a whole. Although
these studies are the best available, national estimates based on them have not
taken into account regional variations in clinical practice patterns and patient char-
acteristics.

The largest category of adverse events caused by medical treatment, about one-
fifth of the total, consists of those brought about by drugs. Although it is clear that
a wide range of commonly used drugs cause adverse drug events with potentially
serious consequences for patients, relatively little is known about the frequency of
ADEs. In part, this reflects the reality, which we discuss later, that identifying a
medication as the cause of an adverse event can often be difficult and uncertain.
Consequently, the available information on ADE incidence tends to be fragmentary
and inconsistent. Data routinely collected on ADEs during clinical trials or after
drugs have been marketed are intended to identify which ADEs are associated with
particular drugs and do not focus on how often ADEs take place. Information on
the overall incidence of ADEs from all drugs is limited to a few research studies
that typically examine the experience of patients in one or two specific institutions—
generally hospitals or sometimes nursing homes—leaving the overall incidence of
ADEs in outpatient care largely unexplored.

1Institute of Medicine, To Err Is Human: Building a Safer Health System (Washington, D.C.:
National Academy Press, 1999).

2Adverse Drug Events: The Magnitude of Health Risk Is Uncertain Because of Limited Inci-
dence Data (GAO/HEHS-00-21, Jan. 18, 2000).

3Medical Device Reporting: Improvements Needed in FDA’s System for Monitoring Problems
With Approved Devices (GAO/HEHS-97-21, Jan. 29, 1997).

4T.A. Brennan and others, “Incidence of Adverse Events and Negligence in Hospitalized Pa-
tients: Results of the Harvard Medical Practice Study 1,” New England Journal of Medicine, Vol.
324, No. 6 (1991), pp. 370-76, and E.J. Thomas and others, “Incidence and Types of Adverse
Events and Negligent Care in Utah and Colorado,” Medical Care, forthcoming.
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The most broadly based information on ADE incidence comes from the two studies
that I mentioned earlier. These studies applied a particularly restrictive definition
of ADEs in finding that they occurred at a rate of 0.56 for every 100 patients admit-
ted in Colorado and Utah and 0.72 per 100 admissions in New York. The studies
counted only ADEs that resulted in disability, prolongation of a patient’s hospital
stay, or death, meaning that a significant fraction of the patients less seriously in-
jured by drugs was omitted. Other studies that used broader definitions, but applied
them in the context of specific institutions, found a range of 2 to 30 ADEs per 100
hospital admissions. There are still fewer published studies examining ADEs in
nursing homes, and all are limited to one or two individual providers. Two of these
studies reported an incidence of 0.44 to 0.71 ADEs per patient month, rates roughly
comparable to the rate reported in one study of hospital ADEs that presented ADE
incidence in terms of time spent in the hospital.

USEFUL AND VALID INFORMATION ABOUT ADVERSE EVENTS IS DIFFICULT TO OBTAIN

Recent proposals to increase our understanding of adverse events have focused on
improving adverse event reporting systems. However, some of the inherent limita-
tions of these systems are difficult to overcome. Further, it can be difficult to ascer-
tain whether patient injuries or harm come from adverse events or their underlying
illness, and many adverse events are not the result of medical errors.

Limitations of Spontaneous Reporting Systems

The Institute of Medicine has recently issued a set of recommendations on meas-
ures that the various components of the U.S. health care system can take to reduce
the incidence of medical errors. Among their proposals was the suggestion that two
types of medical error reporting systems be instituted: a mandatory system focusing
on medical errors that resulted in serious injury or death and a voluntary system
for reporting events in which errors occurred but led to at most minor injuries.
While the proposal for voluntary systems has received widespread support, many
provider and professional groups have raised concerns about establishing a national
program of mandatory reporting of serious adverse events.

In our recent review of the research on adverse drug events, we learned what is
known about the strengths and limitations of adverse event reporting systems of
both the mandatory and voluntary variety. It is well known that all spontaneous
reporting systems experience a high level of underreporting. For example, FDA be-
lieves that its system for gathering information about ADEs, the Adverse Event Re-
porting System (AERS), receives reports for only about 1 to 10 percent of all ADEs.
Indeed, FDA relies on AERS primarily to generate “signals” of new adverse drug
events that the agency can then investigate through other data sources.

Even mandatory systems can manifest extensive underreporting. For example, the
Institute of Medicine collected detailed information on mandatory adverse event re-
porting programs in 13 states. According to these data, the state programs receive
highly variable numbers of reports. For example, between 15,000 and 20,000 reports
are submitted annually in New York, compared with approximately 4,300 in Cali-
fornia. The Institute of Medicine did not cite any studies assessing the extent of
underreporting in the various state programs, but it noted the general presumption
that to varying degrees all are affected by it. Thus, no one knows at this point what
proportion of reportable cases is actually reported to any of the state systems.

There are many possible reasons for underreporting. Among those commonly cited
are the fear of being blamed, the potential for legal liability, and an expectation that
reports will not have any effect. In addition, depending on the definition of adverse
events, and how that definition is interpreted, there may be considerable variability
among health care providers and institutions about the kinds of events that are re-
ported. Some of the examples of serious adverse events to be covered by the Insti-
tute’s proposed mandatory reporting program are relatively unambiguous—a mater-
nal death, for instance. But others, such as “serious injuries associated with the use
of a new device, operation, or medication,” are not as clear because they are based
on judgments of the causes of patient injury, not an easily observed clinical outcome.

Various measures can be taken to address some of these disincentives to reporting
and thereby increase the number of reports submitted. These include protecting the
confidentiality of reporters and making it easier to file reports. Both were part of
a pilot study FDA sponsored of a new system for collecting reports about adverse
events for medical devices. That study received adverse event reports at a rate ten
times greater than in the current medical device surveillance system, even though
the current system mandates the reporting of the same types of events. However,
because the reporters may be unknown in a confidential reporting system, it is
much harder to follow up reports in order to clarify important information that may
be ambiguous or missing. A truly confidential reporting system places a significant
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burden on adverse event reports to contain all the information that a regulatory
agency, or a product’s manufacturer, needs or will need in the future to understand
the potential public health risk.

Moreover, underreporting is only part of the problem. The bigger difficulty is that
the subset of adverse events that are reported does not accurately reflect the uni-
verse of all adverse events. The available studies indicate that there is substantial
bias in reporting. In the area of drug-related events, we found that a wide variety
of factors could affect the likelihood of reporting. For example, more reports are re-
ceived during a drug’s first few years on the market than later, and drug manufac-
turers with extensive postmarketing surveillance efforts gather more reports than
other companies do. Therefore, it is not legitimate to infer that patterns or trends
t}ﬁat emerge in reported events reflect what is happening with adverse events over-
all.

To get valid information on the incidence of adverse events, we need data that
do not come from a spontaneous reporting system. This generally involves a
proactive examination of a random sample of patient records, as was done in both
the New York and Utah and Colorado studies that I mentioned earlier. In fact, the
Institute of Medicine report supports having a new organization, a Center for Pa-
tient Safety, collect data on the incidence of adverse events through studies of this
type. More such studies are needed if we are to have accurate data on the mag-
nitude of the problem that adverse events represents.

However, studies based on large, representative samples of patient records tend
to be expensive and time consuming to complete. Therefore, there will always be the
temptation to draw implicit inferences from the more readily available data from
the existing adverse event reporting systems about where medical errors are most
likely to occur and how much progress, if any, has been made in reducing them.
The Institute of Medicine’s recommendation to implement standard definitions and
formats for the mandatory reporting of serious adverse events is likely to encourage
greater reliance and use of those reports. Standardizing definitions cannot overcome
the nonrepresentative quality of reported adverse events. Standardized definitions
and formats will, however, enhance the utility of adverse reports for other types of
analyses that are not concerned with incidence. For example, they will facilitate
analyses of multiple instances of a particular type of adverse event. Such analyses
can help identify the key underlying factors that explain why these adverse events
occur.

Even with the limitations of mandatory and voluntary reporting systems, the in-
formation they generate can help in reducing medical errors and associated adverse
events. In some cases, the fact that a particular kind of adverse event occurred one
or more times and has been reported is sufficient to motivate action and dictate its
direction. In those cases, incident reporting systems can function effectively and
may have substantial advantages. However, it is often important to understand the
frequency of a particular type of error and whether that has changed over time. In
these cases, the incomplete data coming from reporting systems may not be suffi-
cient. It is better to rely then, if possible, on data that derive from an examination
of a sample of patient records.

Many Adverse Events Are Not Caused by Medical Errors

Efforts to reduce adverse events should not focus exclusively on those caused by
errors. The available studies indicate that just over half of adverse events of all
types are caused by errors in treatment. The study of New York hospital discharges
found that 58 percent of adverse events were preventable, compared with 53 percent
in the corresponding study of Utah and Colorado hospital patients. This means that
nearly as many adverse events result from appropriate medical treatment as from
errors.

The proportion of adverse events involving drugs that is due to medical error is
even lower. Available data suggest that one-half to two-thirds of ADEs occur when
drugs have been used appropriately. Many of these ADEs are the result of a drug’s
known pharmacological properties and are often listed on the medication’s label. For
example, hemorrhaging is the most common adverse reaction for warfarin, a drug
that reduces the risk of heart attack, stroke, and other conditions by decreasing the
clotting ability of blood. Other adverse reactions, including allergic reactions, are
less predictable, caused by sensitivities in individual patients who have no history
of adverse reactions to a specific drug. Still other adverse reactions are related to
previously undetected risks. These include drug-drug and drug-food interactions
that become evident as a drug is used by many types of patients, having many kinds
of concurrent illnesses, and taking many other medications, as well as over-the-
counter drugs and dietary supplements. FDA’s system for collecting voluntary re-
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ports on adverse experiences with marketed drugs is designed specifically to uncover
these kinds of previously unknown risks.

Many types of drugs can cause adverse reactions. Some drug classes are associ-
ated with a substantial number of adverse reactions mainly because they are pre-
scribed to many patients. These include antibiotics, narcotic analgesics, drugs to
control hyperglycemia in type II diabetics, psychotropic drugs such as
antidepressants and tranquilizers, and nonsteroidal anti-inflammatory drugs
(NSAIDs). However, some classes of drugs have notably lower rates of adverse reac-
tions despite high rates of use. Antihistamines and the statin drugs prescribed to
lower cholesterol levels are rarely associated with serious adverse reactions.

Patients who are very ill, including those with several concurrent diagnoses, have
a greater risk of adverse reaction than others do. Not only are they more fragile
but their illnesses may require several simultaneous treatments. In addition, they
may be receiving more aggressive treatments that are known to entail significant
risks. Some reports have found that elderly persons and women have more adverse
reactions than younger persons and men. However, it is possible that age and gen-
der are merely related to other risk factors instead of independently increasing the
likelihood of an adverse reaction. In some studies, controlling for the number of
medications being taken substantially diminishes any relationship between age and
adverse reactions.

As with medical errors, passive surveillance systems are inadequate for meas-
uring the frequency or rate of adverse drug reactions. Other kinds of studies are
required to develop this information. Thus, adverse reactions that develop after the
prolonged use of a drug require studies with long follow-up periods to determine
whether the adverse events are related to the drug. Similarly, rare adverse reac-
tions require studies with very large numbers of patients to accumulate a sufficient
number of problematic cases, and adverse symptoms that mimic those of a patient’s
underlying condition require carefully controlled clinical trials. For example, the
Cardiac Arrhythmia Suppression Trial found that antiarrhythmia medications dou-
bled the risk of cardiac arrest and death in heart attack survivors. This was not
detected in clinical practice (nor fully captured in spontaneous reporting systems)
because patients with heart disease regularly have arrhythmias and heart attacks,
providing a ready alternative explanation that masked the causal role of the drugs.
It has been estimated that these medications caused up to 50,000 premature
deaths.5

In conclusion, surveillance systems that uncover and document adverse events can
collect valuable data, but they are not sufficient, by themselves, to improve medical
care. The data need to be analyzed and interpreted to create a better understanding
of the reasons for adverse events. Sometimes one adverse event, if carefully exam-
ined, can provide insights of this sort. At other times, analysts need to assess mul-
tiple examples of a particular type of event to discern the critical causal factors.
However, for both types of analysis, the quality of the data that are collected is crit-
ical. Accurate information on the process of care provided and the patient’s response
to that care is required to determine the key factors that led to an adverse event.
Thoughtful analyses can then use these data to identify specific changes in health
care systems and processes that can reduce the likelihood of adverse events caused
by both medical errors and the normal risks of adverse outcomes inherent in all
medical interventions.

This concludes my prepared statement, Mr. Chairman. I will be happy to respond
to any questions that you or members of the committees may have.

Contacts and Acknowledgments

For future contacts regarding this testimony, please call Janet Heinrich at (202)
512-7119. Key contributors include Martin T. Gahart and Eric A. Peterson.

Mr. BILIRAKIS. Thank you very much, Doctor. Ms. Cousins.
Please pull that microphone closer, if you would.

STATEMENT OF DIANE D. COUSINS

Ms. CousiNs. Good afternoon, Mr. Chairman, and members of
the committees. I thank you for this opportunity to testify today.
My name is Diane Cousins. I am a pharmacist and the Vice Presi-
dent for the Practitioner and Product Experience Division of the

5See D.S. Echt and others, “Mortality and Morbidity in Patients Receiving Encainide,
Flecainide, or Placebo,” New England Journal of Medicine, Vol. 324, No. 12 (1991), pp. 781-88.
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United States Pharmacopeia. I have directed this division for the
past 18 years. USP is a not-for-profit organization whose sole mis-
sion is to promote the public health. USP establishes and dissemi-
nates legally enforceable standards of quality for medicines and re-
lated articles including nutritional supplements, herbals and blood
products.

USP’s expertise as a standard-setting body is recognized in Fed-
eral law. Thus, USP has for many years participated in a public,
private relationship, a very unique one, with the Federal Govern-
ment, especially the FDA. Since 1971, USP has operated reporting
programs as a free service to health professionals in support of our
standard-setting activities. As a partner in the FDA’s Med Watch
program, USP shares all its reports with the FDA at no cost to the
government.

Since 1991, the USP has operated a medication errors reporting
program, a spontaneous practitioner-based system in cooperation
with the Institute for Safe Medication Practices. The program has
collected more than 4,000 reports that have identified errors in var-
ious healthcare settings, including retail pharmacies, nursing
homes and home healthcare. Through the program we found that
errors can be committed by experienced and inexperienced staff, by
health professionals, support staff, students, and even patients and
their caregivers.

The causes of error may be due to human error, to product
names or design or to the medication handling and delivering sys-
tems in which individuals operate and interact. In August 1998
USP developed a complimentary program to the medication errors
reporting program called MedMARx. USP found that hospitals
would be willing to submit reports if reporting could be done anon-
ymously and in a standardized format that would allow them to
track, trend and compare their experiences to other participating
hospitals.

Today I have been asked to demonstrate MedMARx to the com-
mittees. Although this is a slide presentation MedMARx is actually
an Internet program. When hospitals first access MedMARx, the
system randomly assigns a specific permanent facility ID which be-
comes the hospital’s pin number of sorts in the system. Although
USP knows what hospitals are enrolled and what IDs are in the
system, USP has no way to match a hospital to a specific facility
ID thereby maintaining anonymity.

After entering MedMARx for the first time hospitals create a fa-
cility profile which captures characteristics such as bed size, type
of facility, staffing, and services offered for both inpatient and out-
patient. MedMARx includes hospitals of bed sizes ranging from
under 25 to more than 800. Currently over 150 hospitals are par-
ticipating including institutions of the Department of Veterans’ Af-
fairs and the Department of Defense. MedMARx uses a standard-
ized definition of medication error. Our experience shows that hos-
pitals define errors differently.

For example, some hospitals define error as deviation from the
prescriber’s order, thus presuming the order is correct. Other hos-
pitals only capture errors in administration and not in dispensing
or prescribing. As the GAO report on adverse drug events notes, a
broad definition for error means that the total number of errors
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will inherently be higher. Using a standardized category index hos-
pitals classify errors on the severity of outcome to the patient. Four
of the nine categories are shown here and include potential errors
in category A and near misses in category B.

Category C and D errors reach the patient but do not cause
harm. The remaining categories reflect some degree of harm in-
cluding fatalities. Note that all errors from potential to fatal are
captured in a single data base providing added value to MedMARx
users. The next four slides capture the fields for basic report entry.
The volume of data captured in each report is tiered so that more
data is collected as the severity of the outcome increases.

MedMARx’s data shows that most common types of error are
missed doses and wrong doses. MedMARx captures causes of er-
rors, contributing factors and location of the error. The data show
that a top cause of error is performance deficit meaning that
healthcare professionals were trained to know better yet erred
nonetheless. Contributing factors reportedly associated with this
cause are distractions and workload increase, an important point
in this environment of cost containment.

Because MedMARx was designed as a systems approach to medi-
cation error reduction the program does not capture names of indi-
viduals involved in the error but rather examines the level of staff
involved in the error which provides opportunity for focus policy de-
velopment, training and education. These final fields and basic
record entry capture the learning that can be achieved by reporting
to a national data base. Hospitals are not only able to see the er-
rors entered by other hospitals but also to learn what actions were
taken and the details of those actions.

At this point, the hospital can continue to enter information
about the product and the patient. And for your information, the
patient’s age, not the date of birth, is captured as a risk factor and
will be useful in studying errors in pediatric and elderly popu-
lations. Various formats of output are available in the search area
including spreadsheets, graphs and date export. A hospital can
search its own data, other hospitals’ data, or all data.

The hospital selects certain search criteria, then generates the
output. This example shows where in the medication use process
the errors occurred and severity of those errors. To read the two
records causing temporary harm, for example, which is category E
that were committed at the prescribing phase, you would click to
drill down on that area of the chart, then click again on the
hyperlink to access the specific record. In conclusion, this presen-
tation of the MedMARx program illustrates only part of USP’s vi-
sion for a national data base.

This year USP is partnering with Champion Hospitals to identify
best practices and safer processes. USP believes that MedMARx
can become a rich repository of experiences that can be of great
value especially to regulators, manufacturers, educators and re-
searchers. Congress can play an important role in strengthening
voluntary reporting systems. Based on USP’s experience, we be-
lieve that hospitals and providers would be more willing to supply
information about medical errors if they are confident that their
self-critical analysis will not be used against them in litigation.
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We strongly support the recommendation in Chapter 6 of the
IOM report that Congress act to make such communications privi-
leged and confidential. We understand that Congresswoman
Connie Morella will soon introduce a bill to implement this rec-
ommendation and we urge support for her proposal. This change in
Federal law will not shield incompetent practitioners from liability
but will encourage the development of a robust reporting system
that can prevent errors and enhance patient safety in the long run.
USP looks forward to playing an active role in providing solutions
to this national issue through its reporting programs. Thank you,
Mr. Chairman, for this opportunity to address the committee, and
I look forward to your questions.

[The prepared statement of Diane D. Cousins follows:]

PREPARED STATEMENT OF DIANE D. COUSINS, VICE PRESIDENT, PRACTITIONER AND
PrRoODUCT EXPERIENCE, U.S. PHARMACOPEIA

The United States Pharmacopeia (USP) is pleased to have the opportunity to pro-
vide this statement to the House Commerce Subcommittees on Health and Environ-
ment and Oversight and Investigations and the Veterans’ Affairs Subcommittee on
Health. USP strongly supports Congressional consideration of actions it might take
to ensure the significant reduction of preventable medical mistakes that occur
throughout the continuum of the prescription, dispensing, administration, and use
of medicines. USP further believes that development and implementation of federal
legislation and regulatory policies, which will direct and guide public and private
initiatives at the national, state, and local levels, must be achieved to ensure patient
safety from medical mistakes, and to reduce substantively the multi-billion dollars
that such mistakes currently cost the health care system each year.

USP comments, offered for consideration, cover the following:

e Information about the U.S. Pharmacopeia’s 30-year record of stimulating vol-
untary health care practitioner reporting and using the analysis of those reports
to improving patient safety.

* Background on USP’s ability to affect change in drug product labeling, packaging,
and nomenclature when such are identified as contributing to medication er-
rors.

e An explanation of USP’s new MedMARx" program—a national, Internet-based,
anonymous medication error reporting system, introduced in July 1998, and
now used by over 150 U.S hospitals.

e A recommendation for Congressional action that can directly and quickly remove
one of the most significant barriers to hospital and practitioner reporting of
medication errors.

USP’S MEDICATION ERROR REPORTING EXPERIENCE

Background

USP, founded in 1820, is a volunteer-based, not-for-profit organization whose sole
mission is to promote the public health by establishing and disseminating officially
recognized standards of quality and authoritative information for the use of medi-
cines and related articles for professionals, patients, and consumers. It is composed
of approximately 500 members representing state associations and colleges of medi-
cine and pharmacy, ten agencies of the federal government, and about 75 national
professional, scientific and trade organizations, and members-at-large, including
government agencies from other countries that recognize USP standards and non-
U.S. pharmacopeias. The USP’s expertise as a standards-setting body has been rec-
ognized by Congress in the enactment of the Drug Import Act of 1848, the Pure
Food and Drug Act of 1906, the Federal Food Drug and Cosmetic Act in 1938, and
by the Food and Drug Modernization Act in 1997, and others. Standards published
in the official compendia, U.S. Pharmacopeia and National Formulary (USP-NF) are
also referenced in most state pharmacy laws governing practice.

USP began developing information relating to proper medicine use, in 1970, as
support to its standards-setting activities. The USP DI, the compendia of USP drug
information, is today recognized by the Federal Omnibus Budget Reconciliation Acts
of 1990 and 1994 as a reimbursement resource for Medicaid Agencies considering
issues associated with off-label uses of medicines and guidance for patient coun-
seling. Based upon its federal recognition, and its reputation as a credible, authori-
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tative, and non-biased source of information developed by approximately 800 volun-
teer experts, USP DI” also serves as a reimbursement resource for insurers and
third party payers, and as the basis for drug formulary decisions.

The process by which drug standards and information are developed is open, par-
ticipative (notice and comment) and subject to integrity safeguards, including con-
flict of interest disclosure.

USP Practitioner and Product Experience Programs

Because of our concern with the quality of drug products on the market, in 1971,
the USP co-founded the Drug Product Problem Reporting Program—a national pro-
gram in which health professionals were asked to voluntarily report problems and
defects experienced with drug products on the market. Often the product problems
or defects had to do with inadequate packaging or labeling—labeling that could lead
to confusion on the part of health professionals or lead to errors; for example, look-
alike color or design labels (color and design) and sound-alike drug names. Today,
we continue to operate our Drug Product Problem Reporting, and a newer program,
the Veterinary Practitioners Reporting Program, which collect voluntary reports on
human and animal drug products.

Eight years ago, in 1991, USP decided to focus more intensely on the problem of
medication errors and what it could do to prevent them. Our focus today is on both
the product and on the system in which the product is prescribed, dispensed, admin-
istered, and used. USP does not set practice standards per se, but practicably, many
of our standards do indirectly affect professional practice and many practice stand-
ards are based on USP-NF standards.

The USP learned that The Institute for Safe Medication Practices (ISMP) was
seeking support of a national organization to bring its program, The Medication Er-
rors Reporting (MER) Program, to the national level. USP agreed to coordinate the
national program for ISMP. The

MER Program is now one of four USP voluntary, spontaneous reporting programs
for health care practitioners. The MER Program is operated under the umbrella of
the USP Practitioner and Product Experience Division.

Since late 1991, the MER Program has received more than 4,000 voluntary re-
ports of actual and potential medication errors. We also continue to receive medica-
tion error reports through USP’s other reporting programs. These reports have iden-
tified errors in various health care delivery environments, including hospitals, nurs-
ing homes, physicians’ office, pharmacies, emergency response vehicles, and home
care. Through these reports, we have seen that errors are multi-disciplinary and
multi-factorial. They can be and are committed by experienced and inexperienced
health professionals, support personnel, interns, students, and even patients and
their caregivers. Medication errors can and regularly do occur anywhere along the
continuum from prescribing to transcribing to dispensing and administration. The
causes of errors may be attributed to human error, to product names or designs,
and to the medication handling and delivery systems in which the products are used
and individuals operate and interact. For purposes of voluntary reporting, USP does
not seek to limit the types of errors that may be reported, because all information
received may have some future value in determining how to reduce or prevent er-
rors. We do not, however, actively solicit reports of adverse drug reactions, but USP
cooperates with the Food and Drug Administration as a MedWatch partner and
refer all reports submitted to USP.

We recognize that an actual error may be reported as a potential error because
of liability concerns, or a facility’s risk management policies, so each report is treat-
ed with the utmost seriousness by USP, no matter how it is characterized by the
reporter. As each MER report is received, it is shared with the product manufac-
turer and with the Food and Drug Administration. USP does not require, in the
MER Program, that the name of the reporter, patient identity, or facility be pro-
vided. If provided, however, USP respects the desire of the reporter to keep his or
her identity confidential and will purge the identity of the individuals or institutions
named in the report in accordance with the instructions of the reporter. Reporters
are advised of any actions resulting from their report either individually or through
USP’s Quality Review publication, which is disseminated to all persons who have
reported to the MER Program and is publicly available on USP’s web site.

USP’S ABILITY TO AFFECT CHANGE

USP has 30 years of experience and demonstrated effectiveness in designing and
operating voluntary reporting systems for health care professionals relating to drugs
and their use, and using those data to improve product standards and safe drug use
information.



102

Standards-Setting Authority

Encouraging the reporting of errors is only one aspect of USP’s efforts to promote
safety of the medication use system. USP evaluates and implements, through its
standards-setting authority, changes in drug products to prevent the recurrence of
errors. The following examples describe some of the changes or other steps taken
by USP in response to MER Program reports.

* Death reported due to the accidental misadministration of concentrated Potas-
sium Chloride Injection led to (1) changing the official USP name to Potassium
Chloride for Injection Concentrate (emphasis added) to give more prominence to
the need to dilute the product prior to use; (2) labels must now bear a boxed
warning “Concentrate: Must be Diluted Before Use;” and (3) the cap must be
black in color (the use of black caps is restricted to this drug product only), and
%1)1 thedcap must be imprinted in a contrasting color with the words, “Must be

iluted.”

e Deaths reported due to the confusion and resultant injection of the anticancer
drug, Vincristine Sulfate for Injection, directly into the spine instead of into the
vein, resulted in changes in the requirements for packaging by pharmacies and
manufacturers preparing ready-to-use doses. Each dose, whether prepared by
the manufacturer or the pharmacist, now must be wrapped in a covering la-
beled “FOR INTRAVENOUS USE ONLY” and that covering may not be re-
moved until the moment of injection.

* Deaths reported due to the name similarity of Amrinone and Amiodarone have
lead USP and the United States Adopted Names (USAN) Council to consider
changing the official and nonproprietary names of one, or both, products. {See
attached Quality Review: “Proposed Drug Name Changes for Error Protection.”}

* Deaths reported due to the inadvertent mix-up of neuromuscular blocking agents
(which paralyze the respiratory system) with other drugs, have led to rec-
ommended changes in standards for labeling and packaging of the therapeutic
class of neuro-muscular blocking agent products.

* Medication Error Reporting reports of deaths identified the need to establish dos-
ing limitations for the sedative-hypnotic Chloral Hydrate for use in children,
and for the anti-gout drug Colchicine. These dosing limitations have been incor-
porated into the USP DI information in a special section in each drug mono-
graph to caution health professionals on each drug’s proper use based upon re-
ports of errors received through the program.

{See attached examples of Quality Reviews that describe other medication errors
identified through the MER Program and for which USP has identified and commu-
nicated to health care professionals information and prevention strategies: “Three
is a Crowd;” “Insulin Oversight” and “Vincristine Sulfate Monographs Revised—Dis-
pensing Pharmacy Practice Affected.”}

Throughout its 180-year history, USP has focused on improving the quality of our
medicines and their appropriate use. All of USP’s programs focus on these goals.
The standards in the official compendia, the USP-NF, define the identity, strength,
purity, quality, packaging and labeling of drugs and their dosage forms. The USP
is a member, with the American Medical Association, American Pharmaceutical As-
sociation, and the Food and Drug Administration of the United States Adopted
Names Council (USAN) and publishes USAN names in the USP Dictionary of Drug
USAN and International Drug Names, which is an international resource for phar-
maceutical manufacturers, regulators, and health care practitioners. As noted else-
where in this testimony, USP has taken actions, independently and in concert with
USAN, to change the names of drugs and dosage forms when they have resulted
in medication errors.

Reported medication errors also have brought about other changes in USP stand-
ards and guidance to practitioners. For example, (1) USP discontinued recognition
in the USP-NF of the apothecary system, a centuries old system of measuring
weights and measures, in favor of the metric system in order to avoid misinterpreta-
tions that led to overdoses; (2) USP has made changes in general label requirements
for marketed drug products, strengths less than one unit must be expressed as a
decimal preceded by a zero (e.g. 0.1 grams, not .1 grams) to avoid ten-fold overdoses;
and (3) USP standards also require that the strength of a product when expressed
as a whole number be shown without a zero trailing the decimal to avoid ten-fold
overdoses by the lack of recognition of the decimal point (e.g. 1mg, not 1.0 mg).

Collaborative Relationships: Food and Drug Administration; National Association of
Boards of Pharmacy; Colleges of Pharmacy
Prior to the formation of the Food and Drug Administration (FDA) Office of Post
Marketing Drug Risk Assessment, the Agency developed a formal mechanism for re-
ceiving and evaluating MER reports—the Subcommittee on Medication Errors. USP
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and FDA also created a joint advisory panel on the Simplification and Improvement
of Injection Labeling to reduce medication errors. The Food and Drug Modernization
Act of 1997 recognizes product labeling recommendations of that joint initiative.

In 1991, to expand the scope of the MER Program, USP developed a joint program
with the National Association of Boards of Pharmacy. The Boards of Pharmacy
database is maintained by USP and assists each Board of Pharmacy to determine
the relative extent of errors in its state and contributes to the overall incident collec-
tion effort.

In addition to using the MER program to stimulate changes in enforceable stand-
ards and information, USP has used the MER information to develop educational
tools for the health professions. In 1993, a curricular resource entitled—Under-
standing and Preventing Medication Errors—was distributed at no charge of colleges
of pharmacy throughout the U.S. USP also has attempted to reach the public di-
rectly to teach patients how to protect themselves from medication errors through
the development of a public service campaign—Just Ask...About Preventing Medi-
cation Errors.

National Coordinating Council for Medication Error Reporting and Prevention

USP has worked diligently during the past eight years, particularly in the stand-
ards-setting area, to build coalitions among health care organizations and to provide
health care expert review of medication errors. In 1995 USP spearheaded formation
of the National Coordinating Council for Medication Error Reporting and Prevention
(NCC MERP). USP is the founding organization and continues to serve as NCC
MERP Secretariat. To date, NCC MERP, comprises of 17 national organizations and
federal agencies that share a common mission to promote the reporting, under-
standing and prevention of medication errors. Member organizations include prac-
tice organizations of medicine, nursing, and pharmacy, the licensing board of phar-
macy and nursing, organizations of the pharmaceutical industry, the Department of
Veterans Affairs, the Joint Commission, regulators, the FDA, the Joint Commission
on the Accreditation of Healthcare Organizations (JCAHO), the American Hospital
Association, and USP. In the years since its inception, the Council has produced
internationally recognized work products, such as:

¢ a standardized definition of “medication error.” [See Quality Review: National
Council Focuses on Coordinating Error Reduction Efforts]

* a categorization index to classify medication errors by the severity of the outcome
to the patient

* a taxonomy of medication errors

* recommendations to reduce the error prone aspects of prescription writing; prod-
uct labeling and packaging; and broad recommendations related to the dis-
pensing and administration phases of the medication use process.

The Council is now re-examining how the standardized definitions noted above and

in the attached Quality Review: “Use Caution—Avoid Confusion” can be honed,

based upon experience gained from the MER and MedMARx (see below) Programs

to provide clearer differentiation between categories. In addition the Council is ex-

amining issues of process failures in the use of verbal orders, benchmarking and

inter-organizational comparisons, and error rates.

Ad hoc Advisory Panel on Medication Errors

In 1996 USP appointed an Advisory Panel on Medication Errors, an interdiscipli-
nary group of health care practitioners who: review reports submitted to the USP
Medication Errors Reporting Program; make recommendations for USP standards-
setting; and make recommendations and participate in the activity of the NCC
MERP. Mr. Michael Cohen, ISMP President, served as the first chair of this Panel
and continues to serve as a member.

In 2000, USP will constitute a new expert committee on “Safe Medication Use”
that will fulfill a broader scope of responsibilities of the Advisory Panel that it will
replace. The new expert committee will review data and provide guidance for the
development of best practice solutions that will result in the reduction and preven-
tion of medication errors.

USP DI and Drug Information Expert Advisory Panels

The USP DI database is recognized internationally as containing the most up-to-
date and authoritative information on off-label uses, warnings, contraindications,
etc. New USP programs that will enrich the USP DI database will focus on the spe-
cial needs to standardize products and develop information for neonatal, pediatric,
and geriatric patients and populations. A unique contribution of the pediatric effort,
developed in conjunction with experts in pediatric medicine communications is the
“Ten Guiding Principles on the Use of Medicines by Children and Adolescents.”
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These principles have been distributed broadly and are being used in educational
materials by pharmaceutical manufacturers and volunteer organizations. [See Guid-
ing Principles Ruler enclosed.]

USP’S MEDMARX PROGRAM

In early 1998, USP developed a nationwide program for hospitals to report medi-
cation errors. Hospitals were eager to submit reports to USP if reporting could be
done anonymously and in a standardized format that would allow hospitals to track
trends, and compare their data to other participating hospitals. USP’s goal was to
develop a model for hospitals first, ensure success of the model, then broaden the
model to include other health care settings, e.g. long-term and ambulatory care set-
tings, and other types of reporting such as medical error and adverse drug reactions.

On dJuly 27, 1998, USP made MedMARx™ available to hospitals nationwide.
MedMARXx is an internet-accessible, anonymous reporting program that enables hos-
pitals to voluntarily report, track and trend data incorporating nationally standard-
ized data elements (i.e., definitions and taxonomy) of the USP Medication Errors Re-
porting Program, the National Coordinating Council for Medication Error Reporting
and Prevention (NCC MERP), and the American Society of Health-System Phar-
macists. MedMARx is structured to support an interdisciplinary systems-approach
to medication error reduction and fosters a non-punitive environment for reporting.

Hospitals are encouraged to use MedMARx as part of the organization’s internal
quality improvement process, thereby extending their “peer-review” group to the
group of hospitals in the program. Hospitals review the errors entered by other in-
stitutions in “real time” and also can view any reported action taken by another in-
stitution in response to an error or to avoid future similar errors. This feature af-
fords institutions the opportunity to examine errors in a proactive manner. For ex-
ample, the institution can review the error profile of a drug or class of drugs before
a product is added to the institution’s formulary to determine if certain risk preven-
tion measures or training programs should be instituted prior to the drug’s avail-
ability within the institution. Or, if the error profile is significantly serious, a deter-
mination to not stock the drug can be made. MedMARx also supports the perform-
ance improvement standards of the Joint Commission on the Accreditation of
Healthcare Organizations (JCAHO), which requires institutions to look outward at
the experiences of others in order to reduce risk.

Currently over 150 hospitals have enrolled in the MedMARx program and other
progressive hospitals and health systems are joining rapidly. Profiles of the partici-
pants show that hospitals of various types and sizes spanning fewer than 50 beds
to approximately 1000 beds are enrolled. MedMARx hospitals include institutions of
the Department of Veterans Affairs and the Department of Defense, and state-
owned facilities.

The USP commitment to MedMARx is broader than merely collecting data. In the
coming year, USP will enroll champion hospitals participating in MedMARx in a
long-term project to propose indicators of quality in the medication use process and
to identify best practice standards and best process standards for the medication-
use system.

A RECOMMENDATION FOR CONGRESSIONAL ACTION

USP is heartened by the national attention resulting from release of the Institute
of Medicine Report—“To Err is Human—Building a Safer Health System.” USP is
particularly gratified at the immediate action being taken by the House Commerce
Committee’s Subcommittees on Health and Environment and Oversight and Inves-
tigations and the House Committee on Veterans’ Affairs Subcommittee on Health.
We are pleased to offer the following specific recommendations:

* Focus Attention on the Quality of Health Care System

As the first step in preventing medication errors, the priority should be on fixing
the system, not the blame. The IOM report is clear that mandatory programs at
state and federal levels have not effectively captured the full number of errors oc-
curring. The report argues that the public needs some assurance of a minimum level
of protection (i.e., through reporting, investigations and follow-up) and that health
care organizations need to be “incentivized” to improve patient safety. In fact, man-
datory reporting could provide a false sense of protection if the mandatory programs
are no more effective than those already in existence. Therefore, perhaps the ques-
tion at this time should be: “What needs to be done to improve the quality of
healthcare systems that will provide these assurances and incentives?” Numbers
and statistics from such mandatory programs may not be as useful to the public
and, in fact, may erode the confidence of the public if shear numbers are used as
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a gauge of quality. What confidence can a citizen have in the health care system
when the error profiles for both (or maybe the only) rural hospital(s) in their area
show that harmful errors have occurred there? “To Err Is Human” leads us to be-
lieve that no hospital is likely to be error free. The fact that a harmful error has
not yet occurred in a facility is no assurance that it will not occur, or that it has,
in fact, occurred but has not been recognized as such or reported. To better serve
the public, it would be far more useful to have the knowledge and assurance that
the hospital has adopted safer processes and best practices when errors have oc-
curred in order to reduce the possibility of errors. We believe a system that provides
a public indicator that these best practices are adopted, in effect a facility’s “report
card,” would be a more effective tool for consumers to help choose the best and
safest health care facilities for themselves and their families.

A national voluntary reporting system ensuring confidentiality in support of the
above framework should help accomplish this by reporting and documenting actions
taken in response to an error. A more robust database will also provide opportuni-
ties for risk prevention and designing error out of medication use processes. As an
incentive to report, information submitted to the system should be treated as privi-
leged per federal statute as is currently the case in states that provide for peer-re-
view protection. What should be mandated for hospitals and other healthcare facili-
ties is not reporting, per se, but the development of quality control systems (of
which reporting is a part) that implement these best practices and improvements
to prevent and correct system weaknesses. For example, the federal government can
create a public report card using the inspection and survey processes of state boards
of pharmacy, HCFA, and JCAHO. Incentives for facilities can be provided by third
party payers and insurers that require the adoption of such standards and practices
into every healthcare system as a contingency of reimbursement under Medicare
and Medicaid programs.

Finally, under all circumstances, every victim and/or the family should have the
legal right to be told by the health care professional or facility if an error has been
committed in the deliverance of their care that has resulted in harm to the patient,
increased hospitalization, or medical or therapeutic intervention.

* Protect the Confidentiality of Data Submitted to National Voluntary Re-
porting Programs

Among the IOM Report’s discussions and recommendations is recognition that the
absence of federal or state protection from disclosure of medication error reported
information poses a major barrier to voluntary reporting of errors, or potential er-
rors. Health care practitioners are concerned about reprisals and practitioners and
health care institutions and delivery systems are concerned about liability. USP be-
lieves, therefore, that Congress can make a significant contribution to the develop-
ment and successful implementations of systems that facilitate voluntary medication
error reporting and tracking through immediate consideration of legislation that
would protect information developed in connection with error reporting by hospitals
and other institutions and health care settings. USP currently is developing such
legislative language for House and Senate consideration.

CONCLUSION

In closing, I wish to assure Committee and Subcommittee members that USP
shares with Congress the goal of a safe medication use system. USP has made a
public and long-term commitment to working proactively with all stakeholders to-
ward that goal. We particularly look forward to working with Congressional leader-
ship on the issue of fostering effective systems that support best practices, account-
ability, and confidentiality to stimulate greater reporting, analysis, and system
changes to prevent medication and medical errors and to ensure confidence in our
health care delivery system.

Mr. BILIRAKIS. I thank the panelists. I will start out with the
first series of questions. Dr. Cousins, I was just intrigued when you
were talking about the report card. I was wondering if you would
elaborate on that. Would other members of the panel also like to
comment, perhaps, on your report card. Go ahead.

Ms. Cousins. The report card is mentioned in our written testi-
mony. Essentially in the debate of mandatory versus voluntary as
posed in the IOM report, it is clear that the mandatory systems to
date have not yet been effective. In fact, having such a system that
is modeled the way previous systems have been modeled could in
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fact give a false sense of protection to the public. Perhaps we would
reframe that question and ask what would be done to assure the
public that systems are safe. To that end, I would imagine that the
public data base posed in IOM might, for example, serve me as a
patient if I were to look at what hospitals in my area might have
errors and look at their safety profile.

I might find, in fact, that the only two hospitals to my region
both show that there have been errors at the facilities. So what as-
surance does that really give me that the quality of care that I had
at either of those institutions of my choice might meet my stand-
ard. I might also say that if I see no reports for those hospitals,
what would that tell me? Well, it doesn’t really tell me much. Does
that give me any assurance that that wouldn’t happen to me, that
there wouldn’t be a serious or fatal error when I am admitted.

We feel that in order to get to the issue of safer systems, we need
to provide some kind of way for patients to be able to analyze infor-
mation in a more understandable way and so the concept of a re-
port card would provide oversight by those that are responsible for
various settings like National Association of Boards of Pharmacy
for retail pharmacies or perhaps the Joint Commission for Hos-
pitals whereby their survey results are public but specific in areas
for medication error prevention and the adoption of the lessons
that we have learned to help prevent those errors in the future.

Mr. BILIRAKIS. Anyone else on the panel that would like to com-
ment on that? Dr. Garthwaite.

Mr. GARTHWAITE. I think I would largely concur with that. I
think the public would be most interested in and would be most
helped if systems adhere to certain principles. Do they adhere to
telling patients if they commit error, do they communicate that to
the patient, do they have a system to report their experience so
that the fewest number of people have to be injured in order to
learn lessons? Have they implemented all applicable safety stand-
ards including those related to adverse drug events, and do they
have in place an effective safety program?

I think if your health care system has all those in place you
would have some reasonable assurance that they are making
progress at identifying error, putting in place standards of safety,
and they may have other measures of quality that might also be
helpful on a report card.

Mr. BILIRAKIS. Dr. Bagian, as a former F-15 pilot, an astronaut,
and an expert in the whole area of computer simulation, I would
be curious if you think that computers could use simulation to help
bring medical errors down.

Mr. BaGIiaN. Well, yes, sir. Just one correction. I wasn’t an F-—
15 pilot.

Mr. BILIRAKIS. Okay.

Mr. BAGIAN. Yes. We think simulators have huge value. The rea-
son for simulation in aviation as it is in medicine are basically
three fold. You simulate in areas where the events either happen
too infrequently to provide an adequate training opportunity,
where the event is too hazardous, certainly in patient care that
would fit as it does in aviation, and the other is the cost involved
to do that. Medicine qualifies in those areas.
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At the Palo Alto VA, in fact, we have a simulation facility there
where both training and research is done where we have an entire
operating room setup that is indistinguishable from a real OR as
far as the type of equipment used. It is real equipment. There is
a mannequin there that has eyes, the pupils dilate, they expire
gases, reflect the metabolic state of the patient so to speak so it ac-
tually changes the concentrations of carbon dioxide or oxygen ac-
cordingly, the anesthetic gas the same way. So it really acts in all
ways as a human would under various situations.

And then you can impose various problems, you know, illness,
complications, a reaction to a medication, for example, various
things such as that. And this enables you to not only train but to
try to observe what are the most effective strategies to deal with
certain normally uncommon but very severe situations. We think
this is the way to really do a lot of your training in a high hazard
area. For instance, with codes, cardiac arrest treatment, you can do
this many times where people can learn without having real pa-
tient problems so we think there is tremendous utility to simula-
tion. Absolutely.

Mr. BiLiraKIS. Thank you. I would just conclude, Dr. Garthwaite,
that I think when we looked at the President’s budget for 2001 the
staff and I were concerned there is no increases in the VA research
funding. This would effectively shrink the research program. And
I guess considering patient safety is a No. 1 topic, why hasn’t the
President increased funding in that area?

Mr. GARTHWAITE. Well, we believe within the allocation we can
prioritize funding in different areas and we are prioritizing health
services research on patient safety. In addition, some of the studies
are at the level of more administrative evaluations which I think
we can fund out of medical care dollars to some degree.

Mr. BILIRAKIS. Mr. Barrett for 5 minutes.

Mr. BARRETT. Thank you, Mr. Chairman. I appreciate you all
being here. Dr. Garthwaite, nice to see you. Dr. Heinrich, I am not
always really that excited about saying when I have made a mis-
take, and I don’t know that I am that different from a lot of people
in that if you make a mistake you would just as soon forget it and
you probably are a little less likely to want to acknowledge it if you
think it might have some ramifications on your career, so even if
we have a good reporting system where individuals can voluntarily
report their errors and they feel safe doing so, aren’t there some
real sort of human nature limitations that come—other types of
limitations in relying on reporting systems?

Ms. HEINRICH. Certainly in our review of the spontaneous report-
ing systems, we found that there are a variety of issues that affect
the ability of people to report and to wish to report. First of all,
there is the issue of the complexity of medical care and the fact
that it is very difficult to really attribute a particular result to a
particular event. As we said, many of the adverse events are be-
cause of adverse reactions when medical care was appropriate.

I also think that one of the issues that my colleagues here have
brought up was related to definitions of those events. I think that
there are many different definitions of what is being requested in
terms of reporting systems and those vary from institution to insti-
tution. And then of course we have heard that fear is of great con-
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cern in terms of reporting. We did note that when we looked at the
experiment, the pilot study that the FDA did when they were doing
the medical devices when they did include confidentiality there was
an increase in reporting, but there was also then the problem of
having more difficulty in following up when the information wasn’t
complete so that they could take some kind of corrective action.

Mr. BARRETT. This issue is obviously a hot issue. The media has
been paying a lot more attention to it and I think people are just
generally more interested. And I guess I was under the impression
that the data we are working with now is not coming primarily
from self-reporting, it is coming more from scientific studies. And
so I am wondering as you sort of look into the future, how impor-
tant is it for us to continue the scientific studies or other than a
self-reporting system what do you see as an effective mechanism to
provide us with the data that we need?

Ms. HEINRICH. If we are really going to understand the mag-
nitude of the problem, we do need those special studies and they
are expensive. The very best data that we have as we said before,
are from the statewide studies that were done, the one in New
York and then the studies that were done more recently in Colo-
rado and Utah. They are taking good random samples of patients
who have been in a hospital over a period of time, and as I think
was said from the previous panel those studies have very clear
definitions and the interpretation of the medical records was done
by experts. This kind of study is expensive but we clearly need to
do more of them.

Mr. BARRETT. Dr. Garthwaite, what is your view on this?

Mr. GARTHWAITE. I agree with Dr. Bagian’s point that we need
to find the errors and the weaknesses in the systems from what-
ever means possible. Scientific studies are very helpful in esti-
mating the magnitude of the problem. Once you find vulnerability,
the key is whether you can design a fix and implement it. We un-
derstood that the timing of administration of medications, the writ-
ing of the prescription or order for medication, the interpretation
by a whole series of people along the line was prone to error.

What we found was that one of our hospitals had designed their
own system for bar coding that eliminated a lot of the human fac-
tors. With that knowledge what we needed was the courage to find
the funds to implement that nationwide once we determined that
that was going to prevent the bulk of medication administration er-
rors in our healthcare system. So I think we learned that relatively
readily. It didn’t take a huge number of studies to find the prob-
lem. It is a commitment to redesign the system and fix it.

Mr. BARRETT. Well, you both have mentioned the need for invest-
ment and obviously we can collect data until the cows come home
but if we don’t have an investment in developing that data. What
kind of an investment are you talking about here, Doctor?

Mr. GARTHWAITE. Our plan for the year 2000 is to invest about
$118 million out of our budget in safety-related activities. That cov-
ers the gamut and the largest amount of that is in training our em-
ployees to think about safety, to understand the reporting system,
and the nature of errors, to think about close calls and to report
them, and that means training 180,000 people essentially to
change the way they do business.
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That is critical. It involves Jim Bagian’s staff. It involves the
Centers of Inquiry for Research. It involves some funding for some
scholars in this area because we don’t think that physicians have
been trained adequately in general in the United States yet, and
it involves the computer support for the reporting systems we put
into place. So we have a fairly comprehensive plan that is expen-
sive, but it is the right thing to do. In the long-term we will save
because mistakes are expensive and paying for the extra care
caused by the mistakes is expensive.

Mr. BARRETT. Thank you.

Mr. STEARNS [presiding]. The gentleman’s time has expired. Mr.
Smith from New Jersey.

Mr. SMITH. Thank you very much, Mr. Chairman. First of all, I
want to thank and praise in the strongest possible terms the good
work of the VA in being proactive. I just now read the handbook.
I heard about it and now I see it and look at it in more detail and
it seems to be a very comprehensive document. And obviously the
proof will be in the implementation but I have every confidence
that you will do it and do it well.

I do have a question, Dr. Garthwaite, or perhaps Dr. Bagian, a
question about once there is a near miss or some other problem
that is discovered, what does the counseling actually look like in
the VA hospital?

Mr. BAGIAN. I will be happy to answer that, sir. What happens
is when the report first comes in, and I will use the term risk man-
ager, some places we call it a quality manager or process manager
but the individual with whom those reports reside when they come
in from numerous avenues. They then make a determination and
the first thing that we make very clear is they make a determina-
tion “is this an intentionally unsafe act,” and we have paragraph
3.d. I think is where the definition is if I recall.

And what you do is you say intentionally unsafe acts are just
those that appear to be intentionally unsafe. That means we don’t
use the word reckless because that has certain legal meanings. We
say if it appears that somebody did something that was unsafe in
an intentional manner, that doesn’t come in the safety system.
That needs to be addressed another way. We say cases where the
caregiver, the provider, was impaired due to alcohol or substance
abuse that goes a different route. Alleged patient abuse, that goes
a different route, and criminal activity goes a different route.

As long as it doesn’t fall into one of those four categories, and
very, very few do, I might add, then it comes into the safety sys-
tem. The safety system, then we do a very thorough root cause
analysis, which it is a computer-aided tool that helps the individ-
uals in a team, we impanel a team, they are told and actually by
letter from the facility director that they are to serve on this team,
what their capacity is. They then are charged to go out and to
gather whatever information is necessary to understand what the
root contributing causes are.

Then they not only do that but come up with what the appro-
priate corrective actions are, the plan for implementation including
funding or whatever else is necessary to make this happen. Then,
and this all goes into a report, they will check to make sure it
works. It is one thing to say here is a solution. It is another thing



110

to prove that it in fact works. We think it will but until you prove
it you really don’t know.

And then the critical phase we have is, the facility director has
to sign and either concur with each individual corrective action or
not concur, and they may not. And there are good reasons they
may not but then they have to report their rationale why they
didn’t. It is not just “because.” They have to say, you know, what
the real because is and then the group comes to some agreement
as to what the alternative corrective action will be. And then they
classify their corrective actions as to if it eliminates the problem,
controls the problem or they accept the problem. They say, hey, we
don’t have a solution right now.

And that way anything that is not eliminated and verified to be
eliminated you can look at in the future and you will have a way
to look at it to say was this the best control. Anesthesia was
brought up earlier, by I forget which gentleman here. Anesthesia,
had a big problem in the early 1980’s. There was no pulse
oximetry. Inadvertent disconnect from the breathing circuit was
one of the primary causes of complications and once pulse oximetry
existed, which was in the mid-'80’s, that suddenly went way down.

So you have a good technique in the 1980’s and you are telling
everybody to be careful. I was an anesthesiology resident then. I
can tell you, be very careful you are cautioned. Nobody goes in to
hurt a patient but it happens. When they came up with a mecha-
nism that also helped you it went way down so it was a system so-
lution. So we put that all embedded in there so there is a system
that rolls up. We can look at it, we can help them with that, and
we thi%k that makes a more robust system. Does that kind of an-
swer it?

Mr. SmITH. Very well, and hopefully the VA will be able to pro-
vide at least a path for others to follow because you are obviously
the most integrated network of healthcare in the country. I have
a question for Dr. Heinrich. Your comments obviously seem to—are
adverse to the IIO’s comments with regards to the 44,000 to
98,000. In that you point out that there is just a little evidence
available out there.

It is my understanding that the New York study, there were 71
deaths, and I could be wrong on that but that is my understanding
and then that was extrapolated out to 98,000. I mean what kind
of science are we dealing with here in terms of methodology from
your point of view? Again, some of those studies are old as I point-
ed out earlier but the New York death rate or the deaths attrib-
utable to the hospitals, the care, 71. What is your feeling on that?

Ms. HEINRICH. Well, as you have noted, we did express some con-
cern about the extrapolation of studies in these three States to the
rest of the country. We have pretty good information about the var-
iability in medical care across our country so I think there is some
concern in making an extrapolation like that.

Mr. SMmITH. The problem is, if I could take one final second, most
of the press have left. We don’t want hyperbole. We want good pa-
tient safety based on good science. The VA certainly is being
proactive and I think we are all very proud of that fact that they
are doing that but we don’t want to have misinformation out there
so that it has the unwitting consequence of people saying I am not
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going to the hospital because I don’t want to get sick or die when
that is not the case. We want good honest figures and I think that
s%idy may unwittingly again do a disservice by not being more reli-
able.

Mr. STEARNS. The gentleman’s time has expired. Mr. Strickland,
recognized for 5 minutes.

Mr. STRICKLAND. Thank you, sir. I have two questions, one for
Ms. Cousins and one for Dr. Heinrich. The first question, Ms. Cous-
ins, USP is proposing legislation that would allow hospitals to re-
port information to MedMARx without waiving peer review privi-
lege granting confidentiality information. This would insure that
hospitals are protected from having information disclosed but the
question I have is granting these protections to an institution won’t
address all the problems associated with individuals who may
choose to report because they are afraid, because they don’t want
to be embarrassed because the supervisor may find out, because
they may lose their job, not get a promotion, a variety of reasons.

And my question is do you believe that protections for individ-
uals who do reporting are something that we need to be concerned
about and discuss, and if so what kind of steps can be taken to as-
sure that practitioners are given the kind of assurance that they
need that would encourage them to come forward?

Ms. Cousins. I believe what we are proposing would cover all
healthcare sites, not just hospitals, and also would cover the indi-
viduals involved so it would be any information that is created in
support of a medication error event submitted to national reporting
programs, not just actually MedMARx but all of those programs
that we would operate so we are looking at the broader picture.

I believe that what needs to happen to give confidence to those
involved in the healthcare system is really an overall review of
their internal processes to establish these systems. We find that
the first thing that happens when they bring MedMARx into an in-
stitution is that they need to separate sometimes for the first time
the performance of individuals from the ability to capture informa-
tion on errors so that first step within a facility gives the individ-
uals confidence that there won’t be reprisal regarding their posi-
tions.

And then we talk often times with hospitals that say, well, how
do I go about separating and how do I pursue those disciplinary
problems or those performance problems so that is something we
work out with each hospital based on what they might be doing in-
ternally but really that is the first step is to make that division and
then that I think demonstrates the commitment of the administra-
tion to that kind of a system and then the system is built around
identifying the errors separately.

Mr. STRICKLAND. Reporting could be done by individuals who are
directly involved in the error.

Ms. Cousins. Yes.

Mr. STRICKLAND. And I assume reporting is also done by individ-
uals who may not have been involved in the error but who have
observed that, people we have referred to as whistleblowers. What
kind of protections would you envision that would be necessary for
individuals who may not be directly involved in the particular error
but who have observed that and feel that it should be reported?
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Ms. CoUSINS. Again, I think the protections for the information
as we are proposing but we do in fact have cases where other indi-
viduals who either observed the event or were involved in the event
tangentially do share reported information with us and openly so
I think it is really the information that we are looking to protect.

Mr. STRICKLAND. I would just make the point that in the pa-
tient’s Bill of Rights, which was recently passed by the House indi-
viduals who would choose to come forth and report incidents would
enjoy protections from retaliation for having done so. Dr. Heinrich,
if we are really going to learn from our mistakes, and we certainly
want to, it seems to me that we are going to need to have the abil-
ity to collect a lot of information about what went wrong and why
it went wrong, i.e., inadequate staffing, for example. I hear a lot
of information from nurses saying that they are being stretched too
thin and their responsibilities are being given to people with lesser
training and so on and so forth.

How important is it to have the ability to follow up to gather fol-
low-up information regarding these error reports and do we see a
problem in our ability to gather follow-up data in existing systems
and what limitations on gathering follow up information would be
the result of having anonymous or confidential reporting systems?

Ms. HEINRICH. I think your question hits a very critical point and
that is that the surveillance systems in and of themselves aren’t so
helpful. It is your ability to go back and really understand the
cause, the circumstances, or the systems and how they operate that
impact on adverse events. I think it is interesting that now, cer-
tainly in hospitals and other healthcare environments, it is re-
quired that we have records of adverse events. And again we know
that they are probably under reported by a significant amount.

What I question or what we question is the kind of really
proactive analysis of that information that there is either at the in-
stitutional level or at the State level or at the national level.

Mr. STEARNS. The gentleman’s time has expired. The chairman
of the Health Subcommittee, Mr. Bilirakis.

Mr. BILIRAKIS. Thank you, Mr. Chairman. Doctor, first I want to
welcome the panel and to thank them for taking the time to be
here. Of course thanks to Dr. Nelson particularly for leaving that
much better weather down there in our Tampa Bay area to come
up here. Welcome. Dr. Heinrich, you have questioned, the extrapo-
lation from three States, etc. Does GAO have any opinion as to a
better answer in terms of the numbers? Or did you just merely re-
view what was done and then give us your opinion regarding it, but
not go any further than that?

Ms. HEINRICH. That is absolutely correct. The studies that we are
referring to are the studies that give us the very best information
on the magnitude of the problem. And as others have said, we
know even less about what is going on in ambulatory care and
nursing homes, for example.

Mr. BILIRAKIS. Some time ago I think we requested some sort of
a GAO study. Well, anyhow the point is that there is no better in-
formation available that you know of.

Ms. HEINRICH. That is correct.

Mr. BILIRAKIS. Dr. Nelson, just again very quickly, I wonder how
well the VA’s revised patient safety handbook has been received by
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the staff in Florida’s VISN network. In other words, have the VA
employees accepted it and are they using it? Do you have an opin-
ion about that?

Ms. NELSON. Yes. We are the first pilot site for the patient safety
handbook and I participated in the training sessions for the quality
managers and risk managers and they were very enthusiastic
about the potential. I guess they started in the fall so, yeah, they
are just getting into it right now but the response has been very
favorable.

Mr. BILIRAKIS. Great, good to hear that. Well, again, very fun-
damentally to Dr. Garthwaite and Dr. Bagian, as the VA
healthcare system has evolved away from an inpatient hospital sys-
tem, and we know that it has, the VA has increased the amount
of care provided to veterans through contracts with other
healthcare providers. So I guess my question is are these providers
required to tell veterans when they have made an error, are they
required to report errors to the VA even though they are contract
and not really directly employed by the VA?

Mr. GARTHWAITE. That is a good question. I need to find out the
answer to that for you. I will get back to you. I can’t answer with
certainty. I should be able to.

Mr. BILIRAKIS. Do you know if the medical inspector’s report on
the VA patient safety event registry includes information from
these contract healthcare providers?

Mr. GARTHWAITE. It wouldn’t, I don’t believe. It was done a cou-
ple years ago and it was really a report of our internal rollup of
events.

Mr. BILIRAKIS. So there may be a gap there that should be looked
at.

Mr. GARTHWAITE. I appreciate that. I will look into that.

[The following was received for the record:]

The VA’s patient Safety Event Registry did not include separate identifiers for
contract healthcare facilities in FY 1997 and 1998. The three identifiers used were:

patient, outpatient and long-term care. In a few instances contract nursing homes
were identified. VHA’s new system will be capable of identifying care location.

Mr. BILIRAKIS. Well, thank you. The annals of internal medicine
suggest that hospitals can forestall expensive litigation by admit-
ting mistakes and offering fair compensation before the patient or
the patient’s family even realizes the error. The VA Medical Center
in Lexington has a policy that calls for full disclosure to patients
injured either accidentally or through medical negligence. I believe
that the results seem to be good in that regard, right? Has the VA
implemented this policy nationwide and if not why hasn’t it?

Mr. GARTHWAITE. Yes. That is current VA policy. Lexington car-
ries out this policy but they more proactively set up who does that
and took additional steps to assure that there was some consist-
ency to how that was done with their district counsel and with the
specific members of their medical staff so I think we have learned
from that.

That report came out I think in either December or January, late
December. Although we made the rest of our networks and the
other providers aware of that, we haven’t had an opportunity to re-
view what the advantage is system wide of implementing their
process.
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Mr. BILIRAKIS. So you haven’t contemplated whether you might
mandate that throughout the entire system?

Mr. GARTHWAITE. We have already mandated that everyone is in-
formed and so what we need to understand is what are the nu-
ances of the way they have done it that help. Very clearly if you
feel fairly treated as a patient, if people admit they have made a
mistake and help provide you remedies for that mistake your
need

Mr. BILIRAKIS. Good bedside manner, so to speak. I know that is
what I have seen over the years. Frankly, doctors with a fine bed-
side manner that show caring are sued less than others. I know my
time has expired and maybe we won’t go into any response to this
but I am concerned what kind of factors do you look at when you
conduct a root cause analysis?

Do we look at factors like—and other areas have been men-
tioned—number of hours or shifts an employee worked prior to the
event, etc.? I don’t really want to take up too much time. If you
have a quick response and the chairman will allow it.

Mr. BAGIAN. If I may, I can give a quick response. Yes. In fact,
we can show you another time if you like, we have a whole human
factors module that goes in here where we ask some prompting
questions, was fatigue a problem, was scheduling a problem, was
equipment, things like that, and then it gives them a whole host
of questions that get right into that exactly so it is not left for their
memory. It is a human factors tool. It steps them through a num-
ber of questions so that we do very specifically delve into just those
things, sir. Yes.

Mr. BILIRAKIS. Thank you. Thank you, Mr. Chairman.

Mr. STEARNS. The gentleman’s time has expired. Dr. Snyder is
recognized for 5 minutes.

Mr. SNYDER. Thank you, Mr. Chairman. I am sorry I was late
getting here. The Armed Services Committee was meeting with
Secretary Cohen and General Sheldon this morning. But in def-
erence to you in my time to ask questions of Secretary Cohen, I did
bring up the issue of medical errors since they also have a closed
system and have opportunities, I am sure, for improving things. I
will make one comment. In the Armed Services Committee room,
we don’t let the smell of food in the room during the noon hour.

I don’t know what it is here but we got the distinct impression
we are being tempted. You know, some time in my past I went
through a phase over a few months of asking people involved in the
business what was the worse mistake they ever made. You know,
these are friends. I remember talking to a nurse one time and her
first job had been as a nurse’s aide in a nursing home before, you
know, literally hiring people off the street and teaching them how
to administer meds.

And she gave a dose of morphine 1 day and a short time later
the patient was dead. And it was only years later when she was
in nursing school learning how to administer drugs doses did she
realize she had missed a decimal point and almost for sure killed
that patient. My favorite one was an emergency room that had an
active resuscitation going on and they were administering oxygen.
I think it was some kind of humidifying agent.
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And they realized later after the patient had expired that they
had instead of using like normal saline or something had grabbed
the preservation fluid for pathology samples. But the best part of
it was when it was called to the staff's attention in the emergency
room, they said, you know, that happened last week too because
the bottles were right next to each other, very similar, and in the
course of a code you just grab that same bottle. But somewhere is
two very well-preserved sets of lungs that didn’t survive.

I remember talking to a young man one time in his residency
that worked as a military doctor and he said to me one time, he
said, you know, I know I have killed people, he said, but it was al-
ways in the context of trying very, very hard to do the right thing.
I think that is what everybody is about it how do you help people
who try very, very hard not to do the wrong thing. So it seems like
this report that came out is a real opportunity for our country and
for healthcare facilities and healthcare providers and for patients
to do the right thing.

I have some fear we may get all bogged down in our politics and,
you know, all the different advocacies that can come to bear on this
problem in general but that is just the nature of the system. One
specific question I wanted to ask, and I apologize if this has been
discussed earlier, but I come from a State that has both rural and
metropolitan areas. We have a fair number of hospitals of varying
sizes. If I am a hospital administrator out there and I have read
this book and I think, gee, every hospital thinks we are doing—we
are safety conscious, we are doing the right thing, this report
seems to indicate that perhaps we are not doing anywhere near
what we ought to do.

What should I do as a hospital administrator or a doctor working
in a hospital or medical facility, what should I do starting today?
What recommendations do you have for people out there who want
to do the right thing?

Ms. CousiNs. Two things I would recommend. I think the first
thing, everyone would probably agree, would be the culture change.
There needs to be support from the top, from the administration,
that it is safe to share your experiences and to share them out-
right. The second thing is that I think we have learned so much
from our medication errors reporting program and through the
good work of the Institute of Safe Medication Practices, there has
been so much education done and yet the lessons we have learned
have not been adopted.

So if I was in the administration I would seek out those things
that have been put out to the public as recommendations or guide-
lines or guidances or general information about the kinds of errors
we are seeing and insure that my facility is adopting the things
that make good sense for us.

Mr. GARTHWAITE. I would totally agree with that. I think that as
an administrator you have to realize that your job is not to hire
perfect human beings and hope you can catch them making a mis-
take. Your job is to hire human beings and recognize they are going
to make mistakes and understand it is your job to try to help de-
sign systems to support them in doing their job that minimizes the
chance of making a mistake and that minimizes the consequences
if a mistake is made.
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And so you should go back and say Formalin and normal saline
have to be in different colored bottles and they must not be stored
next to each other because that would be confusing. What we did
was find that concentrated potassium chloride because of the po-
tential for error in mixing and calculating the dose shouldn’t be
done sporadically, it should be done by someone who does it all the
time so it should be in the pharmacy, never on the wards, and we
removed it all from the wards. We also found that bar codes pre-
vent you from making mistakes such as confusing which patient
gets the medication, what dose of the medication is given, and the
time of the administration of medication.

It is all those system things that are really at the root of all this.
It is critical for an administrator to recognize that, say that, and
when someone is willing to come forward and say there is some-
thing broken in the system, reward them for it, don’t punish them.
Thank you.

Mr. SNYDER. Thank you. Thank you, Mr. Chairman.

Mr. BILIRAKIS. I thank the gentleman. If there aren’t any further
questions with this panel, we will release you again with our
thanks. You have been of immense help. The last and third panel,
the third and last panel, Mr. Daniel Perry, Executive Director of
the Alliance for Aging Research on behalf of the Foundation for Ac-
countability, Dr. Dennis S. O’Leary, President of the Joint Commis-
sion on Accreditation of Healthcare Organizations, Dr. William
Golden, President of the American Health Quality Association, Dr.
Michael L. Langberg, Senior Vice President, Medical Affairs, Chief
Medical Officer, Cedars-Sinai Health System on behalf of the
American Hospital Association, and last and not least, Ms. Mary
Foley, RN, President of the American Nurses Association.

Well, as you have heard, your written statements are a part of
the record. We will set the clock at 5 minutes. I would appreciate
it if you would stay as close to it as you possibly can and obviously
hopefully you will be complimenting and supplementing your writ-
ten testimony. And we will kick it off with Dr. Perry.

STATEMENTS OF DANIEL PERRY, EXECUTIVE DIRECTOR, AL-
LIANCE FOR AGING RESEARCH, ON BEHALF OF FOUNDA-
TION FOR ACCOUNTABILITY; DENNIS S. O’LEARY, PRESI-
DENT, JOINT COMMISSION ON ACCREDITATION OF
HEALTHCARE ORGANIZATIONS; WILLIAM E. GOLDEN, PRESI-
DENT, AMERICAN HEALTH QUALITY ASSOCIATION; MICHAEL
L. LANGBERG, SENIOR VICE PRESIDENT, MEDICAL AFFAIRS,
CHIEF MEDICAL OFFICER, CEDARS-SINAI HEALTH SYSTEM,
ON BEHALF OF AMERICAN HOSPITAL ASSOCIATION; AND
MARY FOLEY, PRESIDENT, AMERICAN NURSES ASSOCIATION

Mr. PERRY. Thank you, Mr. Chairman. I will summarize my writ-
ten statement. My name is Dan Perry, and I serve as Chairman
of the Board of Trustees for the Foundation for Accountability,
commonly known as FACCT. FACCT is a 4-year-old not-for-profit
organization dedicated to helping Americans have reliable informa-
tion they can use to help make better health decisions. FACCT was
created by and continues to be governed by large healthcare pur-
chasers and consumer organizations.
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In my professional life, as you have stated, I also serve as Execu-
tive Director of the Alliance for Aging Research here in Wash-
ington. Safe health is the first concern of every patient and it must
be recognized also as a vital public interest. We applaud the work
of the Institute of Medicine and the interested congressional panels
in raising public awareness about the unacceptably high rates of
medical errors in our health system. And we are pleased that so
many healthcare leaders have come forward to acknowledge the se-
riousness of the issue and the need for corrective action.

However, we are not confident that the health professions and
the leading healthcare institutions are capable of correcting these
problems without external pressure, pressure that could be pro-
vided by individual patients and by the public’s collective expecta-
tions of better healthcare. Wherever we have looked at health
plans, medical groups, integrated health systems we find incon-
sistent and inadequate care being delivered to too many people. We
also find a general unwillingness to share quality information with
the public and a discomfort with the basic premises of public ac-
countability which is that health professionals and organizations
must disclose how they are doing.

Our research and others confirms that safe medical care is a cen-
tral concern of most Americans. A survey by the American Society
of Health System Pharmacists revealed that 61 percent were very
concerned about being given the wrong medication in a hospital.
The AMA has found that 42 percent of Americans believe that they
or a family member or a friend has been the victim of a medical
error. A 1996 survey by AHCPR reported that 86 percent of Ameri-
cans want information about the quality of their doctor and 83 per-
cent would like information about the quality of their hospital.

Certainly each of us is deeply concerned about quality and wants
to have information that would enable us to make good decisions
for ourselves and our families. Yet, the leading healthcare organi-
zations often resist such initiatives. The leaders of American
healthcare, that is clinical directors, organization executives, policy
researchers, have been aware of high medical error rates at least
since 1991.

In considering the tragic proportions of our patient safety prob-
lems, Congress should not labor under the presumption that skilled
and concerned professionals will suddenly solve problems that have
been well known for many years particularly when market pres-
sures offer little reward for a commitment to quality care. Eighty-
seven years ago Louis Brandeis argued that sunlight is said to be
the best of disinfectants. The IOM has bravely embraced this prin-
ciple in its recommendations, favoring a “nationwide, mandatory
reporting system about adverse events that result in death or seri-
ous harm.” The IOM further states that the result of analyses of
individual reports should be made available to the public, and I am
still quoting, “the public also has the right to be informed about
unsafe conditions. Requests by providers for confidentiality and
protection from liability seem inappropriate in this context” says
the IOM. Medical ethics dictates that doctors have a duty to dis-
close errors to patients and relatives, regardless of liability con-
cerns, as you heard this morning.
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Shouldn’t a patient facing a vital healthcare decision selecting a
hospital for surgery or choosing a nursing home for an ailing par-
ent be able to factor in that facility’s safety record when making
that decision. If any person or agency knows based upon reliable
methods that one hospital or one nursing home provides safer care
than another that information should be disclosed to a prospective
patient. While we have a moral responsibility to let patients and
families know about the risks they may face when entering a
healthcare facility, we should also recognize that the health system
itself will not become accountable until information on institutional
performance is public.

Entrenched cultural, technical, and management systems permit
unsafe systems to prosper and to escape scrutiny. So long as health
care organizations face no economic consequences or risk of public
embarrassment when they fail to address safety problems, they will
continue to put safety at the bottom of the priority list. As the
Philadelphia Inquirer recently editorialized, “if the counteroffensive
against medical mistakes is shrouded in secrecy-as the error rate
still is today-that will limit the pressure on hospitals to improve.

There is little doubt that public disclosure increases an institu-
tion’s sense of urgency and accountability about a problem. Con-
gress needs to make sure the medical establishment comes clean.”
Mr. BILIRAKIS. Please summarize, Dr. Perry.

Mr. PERRY. I would summarize by saying that if we have both
the responsibility ethically to the patients and their families and
also to the system, which we would like to see improve and that
improvement will only come when there is public understanding of
the variability and the risks that they may face. Thank you.

[The prepared statement of Daniel Perry follows:]

PREPARED STATEMENT OF DANIEL PERRY, CHAIRMAN, BOARD OF TRUSTEES,
FOUNDATION FOR ACCOUNTABILITY

My name is Dan Perry. I serve as Chairman of the Board of Trustees of the Foun-
dation for Accountability, commonly known as FACCT. FACCT is a four-year old
non-profit organization dedicated to helping Americans have reliable information
they can use to make better health care decisions. FACCT was created by and con-
tinues to be governed by large health care purchasers and consumer organizations.
Our Trustees include private sector leaders such as General Motors, AT&T, AARP,
the National Coalition for Cancer Survivorship, and the National Alliance for the
Mentally I11 as well as public purchasers such as the Federal Employee Health Ben-
efit Program, the Health Care Financing Administration, and several state govern-
ments. In my professional life, I also serve as Executive Director of the Alliance for
Aging Research here in Washington.

Safe health care is the first concern of every patient, and must be recognized as
a vital public interest. We applaud the work of the Institute of Medicine and the
interested Congressional panels in raising public awareness about the unacceptably
high rates of medical errors in our health system. And we are pleased that so many
health care leaders have come forward to acknowledge the seriousness of the issue
and the need for corrective actions.

But we are not confident that the health professions and leading health care insti-
tutions are capable of correcting these problems without external pressure—pres-
sure provided by every individual patient and by the public’s collective expectation
of improved care. The leaders of U.S. health care—clinical directors, organization ex-
ecutives, policy researchers—have been aware of high medical error rates since at
least 1991, but cultural, structural and economic barriers have impeded internally
generated solutions. In particular, FACCT believes that the culture of secrecy that
has shielded health care performance from public view must be challenged if patient
safety is to be improved.

The Foundation for Accountability has developed and applied various measures of
the quality performance of our health care system. Much of our own work has fo-
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cused on the quality of care for chronic illnesses and for children’s health. Wherever
we look—at health plans, medical groups, integrated health systems—we find incon-
sistent and inadequate care being delivered to too many people. We also find a gen-
eral unwillingness to share quality information with the public, and a discomfort
with the basic premises of public accountability—that health professionals and orga-
nizations must disclose how theyre doing. In the managed care industry, for exam-
ple, only about 50% of eligible HMOs report the industry standard quality measures
to the national accrediting body—and one-third of those refuse to make their data
public. The nation’s PPOs have been unwilling to collect or publish any quality in-
formation. In a recent California initiative to capture simple patient satisfaction
data from hospital patients—fully funded by a foundation—only about half of the
hospitals were willing to have their patients surveyed. Today, only about one-third
of US hospitals have installed computerized medication order systems—and only
one per cent require their doctors to use those systems!

At the same time, our research and others’ confirms that safe medical care is a
central concern of most Americans. A recent survey by the American Society of
Health System Pharmacists revealed that 61% were very concerned about being
given the wrong medication in the hospital. The AMA found that 42% of Americans
believe that they or a family member or friend has been the victim of a medical
error. A 1996 AHCPR survey reported that 86% of Americans want information
about the quality of their doctor and 83% would like information about the quality
of their hospital.

Certainly each of us is deeply concerned about quality and wants to have informa-
tion that would enable us to make good decisions for ourselves and our families. Yet
the leading health care organizations often resist most such initiatives. The risk of
public embarrassment, the difficulty of creating effective management systems in
our highly fragmented health care world, and the cost and uncertainty of investing
in computer technology prevent even the best intentions of so many health care pro-
fessionals from achieving meaningful changes. In considering the tragic proportions
of our patient safety problems, Congress should not labor under the presumption
that skilled and concerned professionals will suddenly solve problems that have
been well-known for many years—particularly when market pressures offer little re-
ward for a commitment to quality care.

Louis Brandeis argued—eighty-seven years ago—that “publicity is justly com-
mended as a remedy for social and industrial diseases. Sunlight 1s said to be the
best of disinfectants.” The Institute of Medicine bravely embraced this principle in
its Recommendation 5.1, favoring a “nationwide, mandatory reporting system—
about adverse events that result in death or serious harm.” The IOM further stated
that “the results of analyses of individual reports should be available to the public,”
(p. 75) and that “the public also has the right to be informed about unsafe condi-
tions. Requests by providers for confidentiality and protection from liability seem in-
appropriate in this context.” (p. 88)

Public disclosure of quality of care problems is important for two reasons—one
ethical, one structural.

First, patients have an absolute right to know about the risks they face when re-
ceiving medical care.

Second, the health system will not improve until consumers recognize the defi-
ciencies of today’s health care system—in their own backyard and in understandable
terms—and demand changes.

Our failure to honor these two principles contributes to the persistent alienation
of the public from health policy and the continued difficulty the nation faces in im-
proving the performance of its health system.

Medical ethics dictates that doctors have a duty to disclose errors to patients and
relatives, regardless of liability concerns. Similarly, we should view the advance dis-
closure of risks, including the risks of error, as an intrinsic part of informed consent.
The IOM and others have estimated that on the order of 3-4% of all hospital admis-
sions involve some kind of avoidable error. For a mid-sized community hospital serv-
ing 20,000 admissions per year, that represents as many as 800 cases in a year,
enough to constitute a measurable index of quality. In states such as Connecticut,
mandatory reporting systems have produced as many as 14,000 reports per year in
the nursing home system alone—so we know that mandatory reporting can work.
Shouldn’t a patient facing a vital health care decision—selecting a hospital for sur-
gery or choosing a nursing home for an ailing parent—be able to factor in the facili-
ty’s safety record when making that decision? If any person or agency knows, based
on reliable methods, that one hospital or nursing home provides safer care than an-
other, that information should be disclosed to a prospective patient.

While we have a moral responsibility to let patients and families know about the
risks they may face when entering a health care facility, we should also recognize
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that the health system will not become accountable until information on institu-
tional performance is public. Entrenched cultural, technical, and management sys-
tems permit unsafe systems to prosper and escape scrutiny. So long as health care
organizations face no economic consequences or risk of public embarrassment when
they fail to address safety problems, they will continue to put safety at the bottom
of the priority list. As the Philadelphia Inquirer recently editorialized, “if the coun-
teroffensive against medical mistakes is shrouded in secrecy—as the error rate still
is today—that will limit the pressure on hospitals to improve. There’s little doubt
that public disclosure increases an institution’s sense of urgency and accountability
about a problem...Congress needs to make sure the medical establishment comes
clean.” [1/25/2000]

Finally, the avoidance of public accountability for medical error has damaging, if
subtle, consequences for our society. By treating error rates as protected information
subject only to professional review and action, we perpetuate the false notion that
patients should be passive users of a system that possesses adequate management
and professional controls to assure their safety. Patients remain unable to make
good decisions, to make trade-offs between various dimensions of risk, benefit, and
cost, and they remain unable to exert any pressure on the health system to change.

Our health system is insulated from public scrutiny or constructive incentives. No
one—doctors, hospitals, HMOs—is recognized or rewarded for achieving better re-
sults or providing safer care. Consumers have no useful information to guide them
to providers who are likely to give them better care. In the absence of quality infor-
mation, corporations and consumers continue to favor providers that are cheaper or
more convenient, even though we know incredible variations in quality persist. Our
personal and collective health is threatened by a system that fails to monitor and
disclose its own performance and fails to respond to public concerns. Our health sys-
tem will not materially improve until the public demands high quality care and evi-
dence that it’s being delivered. Congress should act on the IOM recommendations
and establish a mandatory national reporting system for medical error, and ensure
that understandable, relevant information about patient safety is available to every
American consumer.

Mr. BILIRAKIS. Thank you, sir. Dr. O’Leary.

STATEMENT OF DENNIS O’LEARY

Mr. O'LEARY. I am Dr. Dennis O’Leary, President of the Joint
Commission on Accreditation of Healthcare Organizations. I am
very pleased to have the opportunity to address you today con-
cerning medical errors. This is perhaps the most pressing quality
issue we face in healthcare today. The Joint Commission accredits
over 18,000 organizations whose services include acute care, long-
term care, ambulatory care, behavioral health care, laboratory
services and home care.

This broad experience gives the Joint Commission a panoramic
view of the strengths and weaknesses inherent in our healthcare
delivery system. My testimony will discuss briefly the important
features of the Joint Commission’s Sentinel Event Program but
stress the reality that without congressional assistance the Joint
Commission’s error reporting program and others like it will con-
tinue to fall well short of their intended goals. Simply stated, the
Joint Commission’s Sentinel Event Program should be viewed by
policymakers as a treasure cove of lessons learned in designing any
program to promote medical error reduction.

There are two messages that I would like you to take away from
my testimony today. The first is that medical error reduction is an
information problem. We believe that the solution to reducing the
numbers of medical errors resides in collecting, analyzing and ap-
plying existing information about medical errors. The second mes-
sage is that we will not be successful in securing access to this in-
formation if the Congress does not establish Federal protections
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that will permit the surfacing evaluation and sharing of that infor-
mation.

The Joint Commission initiated its formal Sentinel Event Pro-
gram in 1996. In so doing, the Joint Commission saw a clear need
to understand the epidemiology of medical errors and to initiate a
systems approach to developing error reduction strategies. We de-
signed the Sentinel Event Program to have four information-driven
functions. The first encourages the reporting of specifically defined
sentinel events. A sentinel event is our label for an unanticipated
death or major permanent loss of function in a patient not related
to the natural course of the patient’s underlying illness.

Because there must be incentives for error reporting, we do not
penalize the accreditation status of an organization that surfaces
an error and performs the required due diligence. However, despite
the incentive to report errors to the Joint Commission, the fear of
public castigation and litigation are significant impediments for
most healthcare providers. We have therefore experienced very lim-
ited reporting to our data base. The second element of our program
is a requirement that the organization conduct an indepth analysis
following the occurrence of a sentinel event to identify the under-
lying causes of the error and to form the basis for an appropriate
action plan.

These root cause analyses, which we believe hold the critical an-
swers to future error reduction efforts, focus primarily on organiza-
tion systems and processes. Unfortunately, the majority of today’s
reporting systems, both voluntary and mandatory, fail to require or
encourage the performance of these intensive assessments. Not sur-
prisingly, organizations are hesitant to share these root cause anal-
yses with the Joint Commission or anyone else.

We must recognize that preparing a document that lays bare the
weaknesses and healthcare provider system is akin to writing a
plaintiff’s brief. Therefore, we cannot expect uniform preparation of
these documents without Federal protections against their inappro-
priate disclosure. The third feature is monitoring. The Joint Com-
mission monitors the action plans of accredited organizations,
which have experienced serious medical errors to insure that
planned system changes are in fact implemented.

We view the monitoring function as a key element of public ac-
countability. The public must have confidence that there is an ex-
ternal body overseeing patient safety issues in the organizations
that are delivering their care. Because error-related data and infor-
mation undergird the system of accountability and oversight, we
also believe that any national reporting program must insure ap-
propriate data sharing among all of the responsible oversight bod-
ies.

Efforts should at least be made to better utilize the existing pri-
vate sector and public sector structures through improved data
sharing and encourage the broad dissemination of what has been
learned from medical mistakes. The last feature of the Sentinel
Event Program is dissemination of lessons learned from errors so
that all organizations may reduce the likelihood of similar adverse
occurrences. The Joint Commission does this through a series of
sentinel event alerts.
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To date, we have issued alerts on medication errors, wrong side
surgery, restraint-related deaths, blood transfusion errors, inpa-
tient suicides, infant abductions, and post-operative complications.
We have preliminary data indicating that these have significantly
reduced the frequency of certain serious errors. The Joint Commis-
sion is pleased that the IOM report is galvanized the professional
and policymaking communities around this critical set of quality
issues.

However, there is danger that in rushing to address a serious
public policy issue all of the elements necessary to success may not
be considered. The Joint Commission Sentinel Event Program con-
tains those elements and it demonstrates very clearly that no re-
porting system for serious errors can fulfill its objectives without
congressional help. We therefore urge the Congress to create statu-
tory protections from disclosure and discoverability of the indepth,
causal information that must be gathered in any mandatory or vol-
untary reporting system.

Without clear Federal protection from disclosure of root cause
analysis information no reporting system can achieve its goals for
error reduction. Today we have the opportunity to dramatically re-
duce the numbers and types of errors in the healthcare system but
we must have your help to reach this goal. Thank you.

[The prepared statement of Dennis O’Leary follows:]

PREPARED STATEMENT OF DENNIS O’LEARY, PRESIDENT, JOINT COMMISSION ON
ACCREDITATION OF HEALTHCARE ORGANIZATIONS

I am Dr. Dennis O’Leary, President of the Joint Commission on Accreditation of
Healthcare Organizations. I am pleased to have the opportunity to address each of
the three House subcommittees regarding “Medical Errors: Improving Quality of
Care and Consumer Information.” Medical errors is one of the most pressing quality
issues we face in the health care industry as we approach the next millennium.

The Joint Commission is the nation’s oldest and largest standard-setting body for
health care organizations. We accredit over 18,000 organizations that provide a wide
range of services, including hospitalization; long term care; ambulatory care; behav-
ioral health care; laboratory services; managed care; and home care. Based on its
broad experience, the Joint Commission has a panoramic view of the strengths and
weaknesses inherent to our health care delivery system. We believe that the prob-
lem of medical errors is endemic to the way health care is carried out, but that we
have the tools and commitment with which to sharply reduce their incidence.

My testimony will focus on the Joint Commission’s Sentinel Event Program which
was designed to reduce medical errors among all of our accredited organizations. I
will discuss briefly its important features, and relate how the program has as-
suredly saved lives and prevented injury. But I will also stress the fact that without
Congressional assistance, the Joint Commission’s error reporting program will con-
tinue to fall significantly short of its intended goals. Simply stated, the Joint Com-
mission’s Sentinel Event Program should be looked to by policy makers for “lessons
learned” when designing any national, state or local program of medical error risk
reduction.

There are two messages that I would like you to take from my testimony today.
The first is that medical error reduction is an information problem. I will expand
on this message by describing the attributes of the Joint Commission’s Sentinel
Event Program, which specifically build on this point. We believe that the solution
to reducing the number and types of medical errors resides in developing mecha-
nisms for collecting, analyzing, and applying existing information. If we are going
to make significant strides in enhancing patient safety, we must think in terms of
what information we need to obtain, create, disseminate and apply to the problem.

The second message is that we will not be successful in performing these informa-
tion-driven activities if the Congress does not pass federal protections that will en-
courage the surfacing, evaluating, and sharing of that information. I will discuss
this issue in the concluding portion of the testimony.
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THE SENTINEL EVENT PROGRAM

Concerned about a spate of serious medical errors that came to its attention dur-
ing 1995, the Joint Commission initiated its formal Sentinel Event Program in 1996.
It is noteworthy that the recently released Institute of Medicine Report, “To Err is
Human: Building a Safer Health System.” lists many of the same events that
spurred us into action four years ago. Many of these errors achieved high media vis-
ibility, but it became abundantly clear that these were the tip of the iceberg, and
that even the most premier health care institutions were not immune to serious
mistakes.

It would be easy to attribute what appeared then to be a rise in errors to the in-
creasing complexity of health care combined with escalating financial challenges in
the health care industry. Certainly, health care has been experiencing restructuring,
resource constraints, rapid technological advances, and an explosion of medical
knowledge that makes it more difficult for practitioners to keep up with the latest
knowledge and skill sets. As important as these factors may be, they should more
aptly be considered exacerbating conditions rather than root causes of error. In fact,
the very high dependence on human interventions and interactions characteristic of
health care makes it prone to error. An industry so reliant upon human factors such
as memory, emotions, communication, skills, and physical well-being must be sup-
poll;ted by organizational and technologic systems to reduce the likelihood of mis-
takes.

The Joint Commission saw the need to take a leadership role in helping health
care organizations better understand the epidemiology of medical errors as well as
the need for a systems approach to effective error reduction strategies. Therefore,
the Sentinel Event Program was launched with the primary goal of applying sci-
entific methodology to the problem to bring about a significant reduction in the
numbers and types of medical errors.

We designed the Sentinel Event Program with four information-driven functions:

1. Encouragement to report specifically defined sentinel events;

2. Requirement of the conduct of an in-depth systems (“root cause”) analysis fol-
lowing the occurrence of a sentinel event to elucidate the underlying causes of
the error and to form the basis for an appropriate action plan;

3. Monitoring of the organization to assure its compliance with patient safety stand-
ards and implementation of the action plan; and

4. Dissemination of lessons learned from errors so that all organizations may reduce
the likelihood of similar adverse occurrences.

Reporting of Sentinel Events

It is imperative that any medical error reporting program operate under a prag-
matic and carefully crafted definition of what is a reportable event. Standardization
of the information to be collected is an important prerequisite for aggregating events
in a consistent and meaningful fashion. Further, without a pragmatic definition, a
reporting program would be flooded with hundreds of thousands of lesser injuries
that would overwhelm the system. With this in mind, we identified a subset of sen-
tinel events '—including their nomenclature and taxonomy—that would be reported
to the Joint Commission on a voluntary basis.

These reportable events affect recipients of care (patients, residents, enrollees)
and meet the following criteria:

* the event has resulted in an unanticipated death or major permanent loss of func-
tion, not related to the natural course of the patient’s illness or underlying con-
dition, or

* the event is one of the following:

« suicide of a patient in a round-the-clock care setting,

¢ infant abduction or discharge to the wrong family,

* rape,

¢ hemolytic transfusion reaction involving administration of blood or blood prod-

ucts having major blood group incompatibilities, or

¢ surgery on the wrong patient or wrong body part.

The foregoing definition of a reportable event minimizes the external reporting
burden to health care organizations while focusing on the most serious occurrences
that have a high likelihood of being preventable. The fact that the Sentinel Event
program seeks to collect data on the most serious errors, or “crashes,” distinguishes

1The Joint Commission defines a sentinel event as “any unexpected occurrence involving
death or serious physical or psychological injury, or the risk thereof. Serious injuries include
a loss of limb or function. The phrase “or the risk thereof” includes any process variation for
which a recurrence would carry a significant chance of a serious adverse outcome.
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the Joint Commission’s reporting program from the voluntary programs encouraged
in the IOM report, which would collect information only on the “near misses.”

An important feature of the Sentinel Event Program is the non-punitive reporting
environment it seeks to create. Hoping to foster a positive culture that will promote
error reduction efforts, the Joint Commission has designed the Sentinel Event poli-
cies not to penalize the accreditation status of an organization that surfaces an error
and performs the appropriate due diligence required under the policy. The resulting
atmosphere provides incentives that favor the surfacing of information about errors
that eventually contributes to error reduction strategies that can be used by other
organizations.

Despite the incentive to report errors to the Joint Commission, the fear of public
hangings and litigation are significant impediments for the majority of health care
providers. Therefore, we have experienced only limited reporting to the Joint Com-
mission’s database. Over the years, our Sentinel Event Program has made proce-
dural accommodations to protect sensitive error-related information, such as having
our surveyors review reported errors onsite rather than having information sent to
the Joint Commission’s central office. But these manipulations are only stop gap
measures that we believe must be replaced by federal protections for error-related
information.

I am going to return to the need to create a positive culture for reporting later
in this testimony, because I believe it is the most important contribution that Con-
gress can make to reducing medical errors nationwide. The Joint Commission has
been especially pleased by the past support by some members of the Commerce com-
mittee for legislation that would promote a non-punitive environment for surfacing
and learning from errors.

Systems Analyses to Discover Root Causes

While reporting is voluntary, the production of a root cause analysis following a
sentinel event is a mandatory feature of the Sentinel Event Program. An accredited
organization that experiences a sentinel event must produce an intensive analysis
that encompasses a no-holds-barred vetting of all of the causes underlying the
event. We call these responses root cause analyses—a term borrowed from the engi-
neering world’s reliance on a systems approach to both solving problems and pro-
ducing desired outcomes.

A root cause analysis focuses primarily on systems and processes, not on indi-
vidual performance. While an individual is almost always the most proximal cause
of a mistake in health care, it is also almost always the case that the fundamental
causes of error relate to systems failures distal to the error itself. For example, sys-
tems may fail to provide simple checks and balances; or they may be missing critical
safeguards; or may have design flaws that actually promote the occurrence of errors.

These intensive analyses are rich learning processes that can elucidate multiple
factors that ultimately contributed to the error. Many of these are not readily appar-
ent until the root cause analysis is undertaken. Therefore, the analysis must be
comprehensive, thorough, and engage the personnel involved in all aspects of the
care giving and support processes. These are also time consuming investigations,
and their complexity may require external technical assistance to do well. The Joint
Commission has developed several comprehensive guides on how to conduct a good
root cause analysis, and continues to be the leading source of guidance for health
care organizations in this area.

Unfortunately, the majority of reporting systems—both voluntary and manda-
tory—fail to require or encourage the performance of these intensive assessments.
This was evident during our review of many state reporting programs. A reporting
system that ends with the report of the event itself is not a credible program and
will not contribute to error prevention. Root cause analyses also offer extraordinary
insights into how processes must change to control unwarranted variations, and
they tell stories of what systems must be developed to guard against the occurrence
of similar human error. Root cause analyses hold the promise of prevention. They
are also the necessary substrate from which risk reduction action plans are created.

Not surprisingly, organizations are hesitant about sharing these root cause anal-
yses with the Joint Commission or anyone else. Although many organizations have
done so, we must recognize that preparing a document that lays bare the weak-
nesses in a health care provider’s system is akin to writing a plaintiff’s brief for pur-
poses of litigation. Therefore, we cannot expect uniform preparation of these docu-
ments without accompanying federal protections against their inappropriate disclo-
sure.
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Monitoring Action Plans and Safety Standards

The Joint Commission monitors the action plans of accredited organizations which
have experienced serious medical errors, in a manner similar to the way we monitor
any quality of care area in need of improvement. This ensures that there is an inde-
pendent review of the milestones associated with anticipated systems changes. Mon-
itoring is an important part of the strategy for preventing errors, to ensure that the
response to an error does not terminate in only the report itself or a discussion of
what went wrong. We want to see an organizational response that results in preven-
tive actions.

The Joint Commission developed explicit patient safety standards that became ap-
plicable to accredited organizations beginning in January 1999. These new stand-
ards were specifically created to establish patient safety as a high priority in pro-
vider organizations.

The new standards require that the leadership of a health care organization es-
tablish processes for identifying and managing sentinel events and put these into
practice. The standards also require that the organization monitor performance of
particular processes that involve risks or may result in sentinel events, and in-
tensely analyze undesirable patterns or trends in performance. The standards make
patient safety a visible responsibility of health care organizations and a requirement
for accreditation. Compliance with these new patient safety standards is evaluated
through our onsite inspection process.

We view the monitoring function as a key element to public accountability. The
public must have confidence that there is an external body requiring attention to
patient safety within the organization that is delivering their care. We believe that
the public views safety as a threshold concern. While citizens probably do not wish
to have detailed data about safety prevention in each health care organization, they
should reasonably expect that responsible oversight bodies are acting conscien-
tiously and effectively on their behalf. This includes aggressive and timely follow-
up to the occurrence of a serious medical error and holding the organization ac-
countable for making necessary systems improvements. That assurance must be
provided to the American public.

At the same time, it is error-related data and information that undergird and
drive this system of accountability and oversight. Therefore, we believe that any na-
tional response to the IOM report must ensure appropriate data sharing among all
of the responsible oversight bodies which perform any of the functions discussed in
this testimony. The health care quality oversight system has a variety of private
sector and public sector players today. Efforts should at least be made to better uti-
lize existing structures through improved data sharing and encourage the broad dis-
semination of what has been learned from medical mistakes.

Dissemination of Lessons Learned

To have a positive national effect on patient safety, information gleaned from er-
rors must be aggregated, analyzed and disseminated to the health care community
at large. The Joint Commission began its series of Sentinel Event Alerts to share
the most important lessons learned—known risky behaviors as well as best prac-
tices—from its database of error-related information. To date we have issued Alerts
in a number of areas, including medication errors; wrong site surgery; restraint-re-
lated deaths; blood transfusion errors; inpatient suicides; infant abductions; and
post-operative complications.

We are confident that these Alerts have saved lives. Unfortunately, we cannot cal-
culate real decreases in error rates with scientific certainty, because the full scope
and frequency of serious adverse events is simply not known. However, we have
some data which illustrates the effects of our Sentinel Event program in selected
areas. For example, we have seen a notable significant effect from our first Alert
dealing with the importance of appropriate storage and handling of potassium chlo-
ride (KCl)—a substance that is deadly when given in concentrated form and is eas-
ily mistaken for less benign substances. In analyzing the causes of KCl-related
deaths in 1997, it became evident that accidental injection of KCl stored on hospital
floors was an important cause of unanticipated deaths. The Joint Commission
issued its Alert on the subject in February 1998. The number of reported deaths has
dropped from about 12 the year before to only one in 1998 and one in 1999.

We believe that significance should be attached to how information is dissemi-
nated and by whom. The risks associated with potassium chloride have long been
known to practitioners. But when the principal accreditor of provider organizations
issued a major alert, it caught the attention of organization leaders and health care
practitioners. Moreover, it was clear to the recipients of the information that the
Joint Commission would be paying attention to this particular issue and following
up during onsite evaluations of the organization’s performance. This program of
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Alerts is an example of the type of vehicle necessary to achieve behavior change in
health care organizations.

NEED FOR CONGRESSIONAL ACTION

The Joint Commission is pleased that the IOM report has galvanized the profes-
sional and policy making communities around this critical set of quality issues. Such
synergy of purpose among stakeholders is a prerequisite for solving complex, multi-
factorial problems that depend upon information sharing among the parties. Dra-
matically reducing the numbers and types of errors will take a concerted effort by
all who play a role in the health care system.

However, there is always the danger that in rushing to address a serious public
policy issue, all of the elements necessary to success are not considered. The Joint
Commission’s Sentinel Event program contains those elements, but it demonstrates
very clearly that no reporting system for serious errors can fulfill its objectives with-
out Congressional help. We urge, therefore, that Congress create statutory protec-
tions from disclosure and discoverability of the in-depth, causal information which
must be gathered in any mandatory or voluntary reporting program for serious ad-
verse events.

The Joint Commission took this position publicly several years ago in seeking fed-
eral confidentiality protections for the root cause analysis information produced in
response to a serious medical error. Soon after we began our Sentinel Event Pro-
gram, many organizations expressed grave concerns that existing peer review stat-
utes would not adequately protect the production and sharing of the intensive anal-
yses. In fact, the Joint Commission’s subsequent review of state laws verified that
they were inconsistent and often unclear about the extent to which health care orga-
nizations can share with accreditors or other third party external review organiza-
tions any assessments of cause and still maintain peer review protections.

Therefore, the Joint Commission began seeking federal legislative protection
which would make clear that information developed in response to a sentinel
event—and shared with an accreditor—would be provided clear protections from dis-
closure and discovery. We are convinced that without such clear federal protection
from disclosure of root cause analysis information, no reporting system will achieve
its goals for error reduction. We believe this to be true for both mandatory and vol-
untary programs, for serious errors or programs for near misses.

Fear of reprisals, public hangings, and loss of business will continue to impede
both reporting and the production of in-depth, intensive investigations of the root
causes behind medical errors. Rather than surfacing reports of errors, our blame-
and-punishment-oriented culture drives them underground. Congress can make an
extremely critical contribution to solving the information problem by passing legisla-
tion to address these legitimate fears.

We also encourage you to consider all of the elements contained in the Joint Com-
mission’s Sentinel Event program as components necessary to the successful address
of the problem of medical errors, irrespective of whether solutions are considered at
national, state or local levels. To actually accomplish the tasks presented in this tes-
timony, many stakeholders must play roles. This will take significant data sharing
between the public and private sectors to ensure that all of these functions can be
effectively carried out.

Thank you for the opportunity to present our views.

Mr. BiLirRAKIS. Thank you very much. Dr. Golden.

STATEMENT OF WILLIAM E. GOLDEN

Mr. GOLDEN. Yes, good morning, Mr. Chairman. As Principal
Clinical Coordinator for a Medicare Peer Review Organization, I
am very pleased to be here today to discuss the issue of medical
errors. While I spend substantial time at the Arkansas Foundation
for Medical Care, I am also Professor of Medicine at the University
Medical School in Little Rock. The PRO has extensive experience
in performance measurement and conducts quality improvement,
HEDIS measurements, and patient satisfaction surveys for Med-
icaid as well as for Medicare.

We have supplied the Joint Commission Oryx Program with 10
percent of its national core measures proposed for its system.
Today as President of the American Health Quality Association, I
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would like to address issues that reflect the concerns and the capa-
bilities of the QIOs, which are members of the HQA, an association
of organizations and individuals dedicated to healthcare quality im-
provement. QAOs are private, community-based, work in all
healthcare settings, outpatient and inpatient nursing homes and
are in all 50 States, including District of Columbia and the U.S.
territories.

We all work together on our 3-year programs and contracts with
the Health Care Financing Administration to improve quality of
care for Medicare beneficiaries. Over the last 10 years the PROs
have evolved into a national network of quality improvement ex-
perts that systematically evaluate the delivery of healthcare in a
region and institute projects to educate and alter the clinical be-
havior of institutions, health professionals and patients.

We have assembled staffs of clinical experts, nurses and physi-
cians, data and statistical professionals, medical record abstraction
teams. We have an extensive infrastructure of relationships with
community hospitals and physicians who have expertise in out-
reach strategies. In fact, the studies that you heard today from Col-
orado and Utah were performed—the abstraction and the data was
collected by PRO staff.

The IOM points out two kinds of errors, errors of omission, errors
of commission involved with the prevention, diagnosis and treat-
ment of illness. Much of the PRO system currently works to reduce
errors of omission in prevention, diagnosis and treatment. Exam-
ples include improving the rates of mammography, increased use
of pneumoccal vaccine and influenza vaccine, making sure patients
get appropriate drugs after a myocardial infarction to avoid subse-
quent myocardial infarctions, antibiotics for the treatment of pneu-
monia, making sure patients get appropriate therapy for congestive
heart failure, better monitoring of diabetes and its complications.

We even do work on areas of commission. One project right now
is to eliminate the use of a dangerous drug used in the acute treat-
ment of stroke. We have attached 22 performance indicators that
we are currently working on nationwide to improve care and re-
duce errors in the Medicare program. The PROs serve as a good
model for a national patient safety program because these indica-
tors affect a large percentage of elderly Americans. They have a
strong scientific basis and they also are a standardized system that
allows comparison and performance between regions, between
States, pre and post project activity.

We have seven recommendations for improving patient safety
and to reduce errors in this country. One is to expand the current
performance monitoring system that the PROs are currently in-
volved with. There are many areas that we could focus activity in-
cluding adverse drug events, hospital acquired infections, pul-
monary embolism, post-operative hemorrhage. We agree that the
Agency for Healthcare Research and Quality, HCFA, the QIOs and
other professional groups should work together to define the high-
est priority areas for scrutiny for error prone healthcare processes.

We need focus and we need to define what we are going after to
achieve results. It is important that a system of monitoring that we
have to expand upon would not impose undue burdens to these
hospitals because the current system using administrative data



128

sets and data abstraction teams can conduct and collect most of
this information with minimal burden to the institutions.

Our second suggestion is to require mandatory reporting of cata-
strophic errors. Some of these random and adverse accidents that
occur, which we have been hearing about, do not get fully reported,
and we believe that a data base would be very useful for us to find
root causes and to allow institutions that have not seen the errors
to learn from errors at other settings and put in place patient safe-
ty practices to reduce the incidence of these events in the future.

We would like to assure accountability of the system and that
these medical error collection systems should be handled by a
qualified expert organization that is independent of the hospital
providers and is capable of analyzing incidence of errors and the
response to those errors and find best practices. PROs are espe-
cially accountable to the system because we are under Federal con-
tracts to improve the performance of the healthcare system in their
region.

Fourth, we want to assure confidential treatment of reported er-
rors, as many have mentioned. We want to encourage reporting,
not discourage and punish people for helping develop a safer sys-
tem. And we believe that a collection system at the State level
would be of assistance. Confidentiality of course is important. We
would like to establish a mechanism to find unreported errors by
surveillance much like we saw in the Colorado and Utah studies
where random surveillance of charts by qualified experts could find
these errors and collect more information to improve the system.

We can promote best practices by finding institutions that have
implemented good practices and share them with others. One sys-
tem that we had in our State reduced the use of myocin to reduce
hospital infections and that has now become a national model after
being shared with our institutions. And finally we want to separate
malpractice reform from error reduction. We believe that is a very
complex topic but these suggestions that we have made today can
go a long way to make the system safer for patients, and mal-
practice reform is almost a separate topic that goes apart from
these issues here that can improve the system for all of us. Thank
you.

[The prepared statement of William E. Golden follows:]

PREPARED STATEMENT OF WILLIAM E. GOLDEN, PRESIDENT, THE AMERICAN HEALTH
QUALITY ASSOCIATION

Good morning, Mr. Chairman. As the Principal Clinical Coordinator for a Medi-
care Peer Review Organization, and as a physician who has treated hundreds of vet-
erans in VA medical centers, I am particularly happy to have this opportunity to
participate in a joint hearing of the Commerce Committee and the Veterans’ Affairs
Committee on the important problem of medical errors.

While I spend most of my professional time working for the Arkansas PRO, I am
also a Professor of Medicine and Director of General Internal Medicine at the Uni-
versity of Arkansas Medical School. The Arkansas PRO has extensive experience in
performance measurement and conducts quality improvement, HEDIS measure-
ment, and patient satisfaction surveys for the state Medicaid program. We are also
a recognized vendor for the Oryx Program of the Joint Commission on Accreditation
of Healthcare Organizations (JCAHO). In fact, we created three of JCAHO’s thirty
performance measures in the proposed national core program.

I am here today as President of the American Health Quality Association (AHQA),
a national membership association of organizations and individuals dedicated to
health care quality improvement. OQur member Quality Improvement Organizations
(QIOs) are private, community-based organizations that promote health care quality
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in all health care settings. QIOs work in all 50 states, the District of Columbia and
the U.S. Territories.

The QIOs have several lines of business including work with state governments
and private health plans. The work that unites them all, however, is their 3-year,
competitively awarded contracts from HCFA to evaluate and improve the quality of
care delivered to Medicare beneficiaries. For this work, our members are more com-
monly referred to as Medicare Peer Review Organizations, or PROs.

Congress established the PROs in 1983 to look for single case problems. During
the 1990s, the PRO system evolved to become a national network of quality im-
provement experts that systematically evaluate the delivery of health care in a re-
gion and institute projects to educate and alter the clinical behavior of institutions,
health professionals and patients. QIOs are staffed with clinical experts, commu-
nication experts, and data and statistical professionals who work together to ana-
lyze and collaborate with the health care system in their communities.

Today’s PRO system is uniquely qualified to serve as the core of a new national
system for improving patient safety. One of the greatest strengths of the PRO sys-
tem is its extensive infrastructure of relationships in every region of the country.
PROs work individually with hospital staffs and physicians offices. They are also
increasingly engaged with home health care systems, nursing homes, academic
health centers, and community groups such as heart associations and cancer coali-
tions.

In addition to technical expertise, they have developed public relations and out-
reach strategies with professional associations, public health authorities and state
officials. This is critical for helping hospitals and other facilities implement improve-
ment strategies as well as tailoring messages to the public about improving their
health (e.g. public awareness of receiving pneumococcal vaccinations or getting reg-
ular eye examinations to reduce the risk of diabetes-related blindness). This is also
critically important for the effectiveness of the PROs’ required projects with under-
served and disadvantaged populations. These projects often require forms of out-
reach and communication that are culturally appropriate.

The Institute of Medicine (IOM) report released last November targets both med-
ical errors of omission—care not provided that should have been—as well as errors
of commission. In addition, the IOM Committee also states that errors occur and
should be detected in all phases of medical care: prevention, diagnosis and treat-
ment.

The Medicare PRO Program as a Model Error Reduction Program. Medi-
care’s national PRO system has been identifying, measuring and reducing error
rates for several years. The PRO program is now embarking on an expanded three-
year mission to identify and eliminate medical errors. The new program is focused
largely on errors of omission—such as prescriptions that were not ordered for pre-
vention of heart attack—and on errors in all three categories mentioned by the IOM.
For example, in the prevention area, PROs are working to promote immunizations
to prevent the most common fatal infection, pneumococcal disease. In the area of
missed diagnoses, the PROs will be working to increase mammography screening
and diabetic retinopathy testing. An example of PRO work to reduce treatment er-
rors is that PROs will be emphasizing timely administration of antibiotics for newly
hospitalized pneumonia patients.

I have attached a complete list of the 22 performance indicators in each of six
clinical topic areas for which the PROs must reduce error rates. These PRO per-
formance indicators serve as a useful model for a new medical error reduction sys-
tem for several reasons. These clinical topics were carefully chosen because they af-
fect a large percentage of older Americans and because the scientific basis for the
desired therapy or action is well established. A national error reduction program
should also focus on high priority problems and adopt a science-based approach.

In addition, the standardized national set of performance indicators assures na-
tional comparability of data within and between all states, which is critical to accu-
rately measure improvement. We believe this is a sound model for a national system
of identification and reduction of medical errors.

Recommendations. Based on our experience working within a national system
to identify quality problems and work collaboratively with providers to bring about
imfprovement, here are our recommendations for a new system for improving patient
safety.

1. Expand Monitoring System for Error Prevention. Congress should expand
the current system utilized by Medicare to monitor a targeted list of health care
processes and patient conditions known to be associated with a disproportionate
amount of medical errors. This system will identify many errors and adverse events
which have not yet resulted in dramatic or catastrophic patient outcomes.
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The published literature identifies some categories of preventable adverse events
that are both relatively frequent and frequently preventable, and might be targeted
by a national monitoring system. Some examples include adverse drug events, hos-
pital acquired infections, deep venous thrombosis, postoperative hemorage. The
Agency for Healthcare Research and Quality (AHRQ) and the Health Care Financ-
ing Administration (HCFA) should collaborate with representatives of our national
network of Quality Improvement Organizations (QIOs), as well as professional and
provider groups to define the highest priority areas of scrutiny for error-prone
health care processes, and to develop a standardized system for measurement.

Congress will be asked to consider the burden of error reporting. The system of
monitoring that I have described can be accomplished without imposing significant
additional reporting burdens on hospitals or other providers. PROs can accomplish
much of the data gathering necessary by expanding their current mechanisms for
review of medical records and abstraction of key data for analysis. Quality improve-
ments based on this kind of monitoring will probably continue to be the major meth-
od by which patient safety is enhanced. Because the PRO program has already es-
tablished the relationships with hospitals necessary to perform this function, there
is very little new work that hospitals must do to facilitate an expanded program to
address errors in patient care planning and execution.

2. Mandatory Error Reporting. We have recommended that Congress devote
substantial resources to monitoring and educating providers about the adverse
events that have strong potential to harm patients, rather than wait for patient
harm to occur. But the smaller number of more dramatic events that result in pa-
tient harm must also be addressed by an error reduction system because the results
of such errors are so often tragic and irreversible. This subset of adverse events
often captures the attention of local health professionals and often results in de-
mands for system changes to eliminate recurrence.

Health facilities should report the rare and seemingly random adverse events that
result in patient harm to a regional entity to create a database. Monitoring and
analysis of such a database can offer insight into better system design for all of our
communities. The reporting of such errors allows for hindsight analysis to be avail-
able throughout the health system, so that more people can benefit from the anal-
ysis than just those in the local environment that witnessed the adverse event. The
PROs are well qualified to manage and interpret such a database in each state, and
have proven adept at educating providers and practitioners about ways to avoid er-
rors in the future.

3. Ensure Accountability. Congress should hold providers accountable for meas-
urably reducing the incidence of errors. A qualified expert organization, completely
independent of hospital providers, should analyze the incidence of errors and judge
whether improvements are being made. The PRO program is already performing
this function on a more limited scale. For the period 2000-2002, PROs will be ac-
countable under their Federal contracts for measuring and reducing the frequency
of missed prescriptions to prevent strokes and heart attacks, or missed lab tests to
help control diabetes. If a PRO cannot accomplish sufficient measurable improve-
ment, it may lose its Federal contract. In a new medical error system, Congress can
rely on the QIOs to measure error rates and identify providers that have made no
progress in eliminating errors. Providers that are making no progress on errors
could be reported to a regulatory body such as the appropriate federal or state agen-
cy, or to the Joint Commission for Accreditation of Healthcare Organizations
(JCAHO).

4. Assure Confidential Treatment of Reported Errors. Reports identifying
specific providers and individuals should generally not be disclosed. Part of the rea-
son for this is that “naming names” tends to fix blame, even when this is inappro-
priate. The IOM report [page 45] noted, “Complex coincidences that cause systems
to fail rarely have been foreseen by the people involved.” This suggests that it is
more important to understand system failures than to attempt to affix blame on one
or more individuals involved in a system failure.

It is critically important to not to discourage, let alone punish, the active search
for errors. Several studies demonstrate that errors are much more numerous than
anyone can know without actively digging to find them. The IOM relied on two large
studies of the prevalence of medical errors. PROs, in fact, did the medical record
abstraction for the second study, based in Utah and Colorado. Both studies found
a large number of preventable adverse events through careful review of the medical
record. But these researchers also noted that many other errors could not be found
in the medical record alone. When researchers at the LDS Hospital in Salt Lake
City wanted to find out the true incidence of adverse drug events in their institu-
tion, they started by counting the incident reports filed by doctors, nurses, and
pharmacists. They came up with about 20 reports a year. But after extensive mining
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of lab data, prescription records, and interviews with hospital personnel, they found
the true incidence of adverse drug events was over 580 events a year. The hospital
then tracked down the causes of these problems and reduced their true error rate
below the original apparent rate.

The LDS project puts the idea of public reporting in context. If hospital personnel
know that any error they find involving patient harm will be subject to public re-
porting, few will undertake the costly and difficult investigations that are necessary
to discover errors. If public disclosure and punishment await those who dig effec-
tively to find the true extent of errors, few errors will be found, and fewer still will
be eliminated.

Congress has repeatedly recognized the importance of maintaining confidentiality
for sensitive internal hospital quality improvement activities. For example, Federal
law ensures that confidential data reported to PROs shall not be disclosed. Congress
can ensure confidential treatment of this information by requiring that error reports
be sent to the PRO in each state. The current PRO statute protects such informa-
tion from unauthorized disclosure. Public reporting of errors should be reserved for
those institutions identified by the PRO that cannot or will not improve error rates.

At the state level, aggregate information without identifiers for individuals or in-
stitutions could be released to the general public. Data reported at the national level
would first be encrypted for aggregate public reporting and would then be consid-
ered a publicly accessible dataset.

5. Establish a Mechanism to Find Unreported Errors. Experience with other
mandatory reporting systems for errors and health quality problems reveals that no
mandatory reporting system will receive all appropriate reports. A separate mecha-
nism to identify unreported errors is needed. One such system is already in place
nationwide. Individual PROs periodically request records and analyze them for indi-
cators of errors such as delayed administration of antibiotics in newly hospitalized
pneumonia patients, and missed opportunities to prescribe medications to heart at-
tack and heart failure patients. In addition, the national PRO program also utilizes
clinical data abstraction centers (CDACs) to accomplish this task. These centers also
observe strict confidentiality in managing the records, and have achieved a high de-
gree of reliability in finding and reporting errors to PROs, which then work with
the hospitals to prevent their recurrence. This system can be utilized to find many
more types of errors.

Institutions should be required to provide information in response to a PRO re-
quest to actively identify or pursue information that may not be readily identifiable
in standardized reports. This mechanism will help to ensure the integrity of the
mandatory reporting system, as it may uncover reports that should have been filed
with the PRO but which were not.

6. Promote Best Practices. Once errors are found, their causes must be under-
stood, and solutions must be implemented. This is now accomplished through the
national Medicare PRO program by collecting from each PRO their successful inter-
ventions to improve care, and then sharing it with all the rest. In this way, every
PRO can approach local institutions with the benefit of the best knowledge of all
the PROs and providers that have previously tried to solve a problem. By assisting
hospital personnel in finding best practices, the PROs go far beyond merely holding
hospitals accountable for their failures.

7. Separate Malpractice Reform from the Error Reduction Program. Tort
reform and facilitation or limitation of litigation is a matter for a separate set of
public policy deliberations. All information should be reported to the PROs for the
purpose of assuring that measurable quality improvement is accomplished. Neither
regulatory remedies nor liability law need be affected by reports to the PRO or by
the confidentiality protections afforded such reports.

AHQA believes these are the basic elements necessary for creating a systematic
approach to reducing medical errors that will assure both medical professionals and
patients that the problem is being addressed fairly and effectively. The key to a suc-
cessful solution to this problem will be giving the medical community the oppor-
tunity to fully identify the possible extent of their errors and do the work necessary
to systematically and measurably improve. Without this measurable improvement,
the problem will continue to be discussed but never solved and consumers will never
be assured that the quality of their medical care will become any better. The na-
tion’s QIOs can provide the accountability and results that the system will require.

Thank you again for the opportunity to share this information with Congress. I
look forward to continued discussion as you work to improve the safety of patients
across America.
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National Health Quality Improvement Projects of Medicare PROs 1999-2002

Clinical Topic (proportionqtlajfa Illateynle?i(gicaargg;sreceiving:) (MegiactaareS l?:Lljrrscegnly) Expected Health Outcomes

Acute MI ................. Early administration of aspirin on ad-  Hospital medical records for  Inpatient mortality rates
mission. AMI patients. Mortality rates at 30 days

Early administration of beta blockers Mortality rates at 1 year
on admission. Readmission rates with AMI
Timely reperfusion.
ACE inhibitors for low left ventricular
ejection fraction.
Smoking cessation counseling during
hospitalization.
Aspirin at discharge.
Beta blockers at discharge.

CHF oo Angiotensin-related drugs for left ven-  Hospital medical records for  Inpatient mortality rates
tricular ejection fraction when ap- heart failure patients. Mortality rates at 30 days
propriate. Mortality rates at 1 year

Readmission rates w/ CHF

Pneumonia ............. State Influenza vaccination rate. Flu and pneumonia immuni-  Hospital admission rates

State Pneumococcal vaccination rate zations—Claims or survey  Hospital readmission rates
Inpatient Influenza vaccination (or similar to CDC’s BRFSS. Inpatient mortality rates
screening). QOther indicators: Hospital Mortality rates at 30 days
Inpatient Pneumococcal vaccination medical records for pneu-  Readmission rates with
(or screening). monia patients. Pneumonia
Blood culture before antibiotics are
administered.
Appropriate initial empiric antibiotic
selection.
Initial antibiotic dose within 8 hours
of hospital arrival.
Stroke/TIA and Discharged on warfarin, aspirin or Hospital medical records for  Inpatient mortality rates
Atrial Fibrillation. other antiplatelet drug (stroke or stroke, TIA, and chronic Mortality rates at 30 days
TIA only). atrial fibrillation patients.  Readmission rates with
Discharged on warfarin (chronic atrial stroke/TIA
fibrillation only).
Avoiding inappropriate use of sublin-
gual nifedipine (stroke or TIA only).
Diabetes ......cccoee..e. Biennial retinal exam by an eye pro- Claims for all diabetic bene-  Mortality rates at 1 year
fessional. ficiaries. Rate of development of dia-
Annual HbAlc testing. betic retinopathy
Biennial lipid profile. Rate of development of
ESRD
Breast Cancer ........ Biennial mammography screening. Claims for all female bene-  Percent of new cases of
ficiaries. breast cancer detected at
stage 1

Mr. BiLIRAKIS. Thank you, Doctor. Dr. Langberg.

STATEMENT OF MICHAEL L. LANGBERG

Mr. LANGBERG. Mr. Chairman, my name is Dr. Michael
Langberg. I am the Senior Vice President and Chief Medical Officer
of Cedars-Sinai Health System in Los Angeles. The Cedars-Sinai
Medical Center is the largest, not-for-profit acute care hospital in
the western United States. Together with more than 2,000 physi-
cians associated with our system, Cedars-Sinai provides care to an
urban population of considerable diversity. I have spent almost all
of my professional career at Cedars-Sinai as a general internist.

Since 1996, I have served as its chief medical officer and am re-
sponsible for overseeing system wide quality initiatives and infor-
mation systems. In the course of this I have developed a deep
knowledge of the complexity of modern health care and have a
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broad background in improving the quality and the safety of pa-
tient experience. I am here today on behalf of the American Hos-
pital Association. The AHA realizes that the entire health commu-
nity has to address the serious issues raised in the Institute of
Medicine’s report on medical safety.

I also want to share with you some of what the hospitals and
health systems are doing in this critical area. To begin, I would
like to remind the committee and the American public that hos-
pitals provide care to millions of patients safely every year. People
who deliver healthcare, the doctors, the nurses and others, are
highly trained, receive continuous education and strive every day
to deliver safe and compassionate care.

They believe in the dictum, first, do no harm, but healthcare
today is extraordinarily complex and even our best intentions can
have unwanted and unintended consequences. The IOM report, To
Err Is Human, points out that as good as our systems are for pre-
venting and reducing medical errors of all kinds, we can and must
do better. We applaud the members of the IOM committee for de-
veloping a report that shines a bright light on the problem of med-
ical errors and are heartened by the quick response this has re-
ceived.

We agree with the report in urging all to avoid blaming individ-
uals for past errors and instead to focus on preventing future er-
rors by designing safety into the system. This stresses two prin-
ciples that we have learned reduce errors and increase patient safe-
ty. First, to err is human. We must understand and improve the
systems in which people work to make errors less likely. As a re-
sult, reducing errors requires us to design and implement more
error resistant systems.

Second, we have to create an environment where caregivers feel
they can come forward when an unfortunate mistake does occur.
We need to create a non-punitive environment that allows the can-
did discussions of errors, their sources and their causes. If we can-
not discuss our mistakes, we cannot learn from them or prevent
them.

The AHA also agrees that stepped up efforts are needed. There
are many organizations today that specialize in the area of reduc-
ing and preventing medical errors. We at the AHA are working
with some of these experts. In December the AHA announced an
initiative to target and improve medication safety. Why? Because
medication-related errors are one of the most common sources of all
medical errors. As part of this initiative the AHA formed a partner-
ship with a highly respected organization in this field, the Institute
for Safe Medication Practices.

This non-profit research and education organization and its
President, Michael Cohen, have been dedicated for over 25 years
the continual reduction of medication errors throughout the
healthcare system. We are pleased that they will provide leader-
ship and the technical expertise for AHA’s initiative. As part of our
effort, we will share with every one of our members successful
practices for improving medication safety. We have already sent a
quality advisory on improving medication safety to our 5,000 hos-
pital and health system members.
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This advisory includes background on the issue, resources our
members can turn to for help, and a three-page list of successful
practices for improving medication safety. We will follow up on how
the successful practices are being implemented with a medication
safety awareness assessment. We will also serve as a clearinghouse
for information and resources and are planning a national summit
involving other organizations and hospital leaders to discuss wide-
spread efforts to improve medication safety.

In summary, Mr. Chairman, the IOM’s report is timely. It brings
together a number of stakeholders all at the same time to collec-
tively address this important issue. As the report notes, large com-
plex problems require thoughtful multi-faceted responses. The AHA
is pledged and committed to keep its member hospitals and health
systems responsive to this critical issue. I will be happy to answer
any questions.

[The prepared statement of Michael L. Langberg follows:]

PREPARED STATEMENT OF MICHAEL LANGBERG, SENIOR VICE PRESIDENT FOR MED-
ICAL AFFAIRS AND CHIEF MEDICAL OFFICER, CEDARS-SINAI HEALTH SYSTEM ON BE-
HALF OF THE AMERICAN HOSPITAL ASSOCIATION

Mr. Chairmen, I am Michael Langberg, M.D., senior vice president for medical af-
fairs and chief medical officer of Cedars-Sinai Health System in Los Angeles. I am
here today on behalf of the American Hospital Association’s (AHA) nearly 5,000 hos-
pital, health system, network, and other health care provider members. We are
pleased to have the opportunity to testify on an issue of critical importance for hos-
pitals and the patients and communities they serve: the Institute of Medicine’s
(IOM) report on medical safety, and what hospitals and health systems are doing
to improve patient safety.

The Cedars-Sinai Health System includes a number of physician officers distrib-
uted across the Los Angeles metropolitan area. Cedars-Sinai Medical Center is the
largest not-for-profit acute care hospital in the western United States. Together
with the 2,000 physicians associated with our system, Cedars-Sinai provides care to
an urban population of considerable racial, ethnical, social, linguistic, religious and
economic diversity.

I have spent almost all my professional career at Cedars-Sinai on the faculty in
General Internal Medicine, originally as Director of Medical Education. In 1996, 1
assumed the role of chief medical officer overseeing system-wide quality initiatives
and information systems. I have developed a deep knowledge of the complexity of
modern health care, and have a broad background in improving the quality and
safety of the patient experience. I believe that much of what is outlined in the IOM
report is accurate. The report has focused attention at a time when many other ac-
tivities are under way to address these issues, which many of the members of the
IOM panel first brought to national awareness several years ago.

BACKGROUND

For thousands of years, healers have lived by the motto primum non nocere—first,
do no harm. The nurses, doctors, and others on the patient care team in hospitals
strive every day to deliver the safe, compassionate care that patients deserve. But
in today’s complex, high-tech world of medicine, our best intentions can have un-
wanted and unintended consequences. The IOM report, “To Err is Human: Building
a Safer Health System,” points out that, as good as our systems are for preventing
and reducing medical errors of all kinds, we can and must do better.

THE IOM REPORT AND HOSPITALS

We applaud the members of the IOM Committee on Health Care in America for
developing a report that shines a bright yet objective spotlight on the problem of
medical errors. The IOM report is important, outlining the significance of the med-
ical error problem in this country.

It acknowledges that medicine is delivered by people who are highly trained and
receive continuous education to stay on top of their respective areas of discipline.
Hospitals and caregivers already work under strict internal quality control proce-
dures, in addition to federal, state, local and independent oversight. Hospitals have
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important systems in place—checks and balances to reduce the potential for human
error. For example, they have quality teams, physicians and nurses who examine
unexpected deaths, treatment errors and accidents, to identify and correct the cause.
And most hospitals have teams of experts whose sole focus is to develop and oversee
safety policies to prevent accidents before they happen.

In addition, there are many organizations that specialize in the area of reducing
and preventing medical errors. The AHA is working with several of these organiza-
tions so that we can help hospitals and health systems benefit from their knowledge
and expertise. Among them: the National Patient Safety Partnership—a public/pri-
vate partnership of organizations; the National Coordinating Council for Medication
Error Reporting and Prevention; and the American Medical Association National
Patient Safety Foundation. We’re doing this because, as the IOM report points out,
a vigilant, ongoing, stepped-up effort to improve patient safety is needed.

We agree with the report that we need to avoid “blaming individuals for past er-
rors” and instead “focus on preventing future errors by designing safety into the sys-
tem.” We also agree that, as the report states, “professional societies and groups
should become active leaders in encouraging and demanding improvements in pa-
tient safety.” The AHA is committed to being just that kind of leader, so that Amer-
ica’s health care system does indeed focus not on blame, but on prevention.

The IOM report focuses on the broad issue of medical safety. The AHA, at a White
House event in December with President Clinton, announced an initiative to im-
prove medication safety, because medication errors are one of the most common
sources of overall medical errors. We used the opportunity to point out that what-
ever happens at the national level will only be valuable if it helps the women and
men like me and those I work with at the Cedars-Sinai Health System—people who
are on the front lines of health care—do their jobs even better.

Speaking of action at the national level, we understand the committee’s interest
in determining whether further legislation is needed to address medication errors.
But before moving to consider new legislation, we urge Congress to consider the re-
porting mechanisms currently in place—by organizations like the Veterans Adminis-
tration, the Joint Commission on the Accreditation of Healthcare Organizations, and
the Institute for Safe Medication Practices—to collect and use information on errors.
Congress should know how these current mechanisms work and consider ways to
improve them, if necessary, before proposing new reporting systems.

The AHA believes we need to be clear about what our objectives are in collecting
information on events that may be related to errors. Reporting should be a tool for
reducing and preventing errors. It should be designed to stimulate organizations
and practitioners to analyze what went wrong and make the necessary changes to
ensure that the mistakes do not happen again. In addition, lessons learned from one
error should be widely shared with others. Provider accountability should be tied
to these objectives.

The quantity of reports is not nearly as important as the quality. One need not
read 500 reports of workers mixing up two similar sounding medications, before it
becomes obvious that the two medications need better labeling. Our goal should not
be to ensure that every provider report every event, but rather to encourage dia-
logue to learning.

AHA ACTIVITIES

More than a year ago, the AHA board and many of our hospital leaders attended
a national forum in Cleveland. The topic: improving patient care. Though we have
long been involved in improving the quality of care provided in the nation’s hos-
pitals, we came away from that particular meeting with a strong sense from hos-
pital leaders that, on a national level, we could do more—we needed to address
these issues head on.

But the issue of medical error is very broad in scope. We set our sights specifically
on improving medication safety—reducing and preventing medication errors that re-
sult from things like different drugs being packaged in similar containers, use of
condfusing abbreviations on labels and prescriptions, illegible doctor handwriting,
and more.

Against the backdrop of all this activity came the IOM report, which led overnight
to increased awareness of the importance and seriousness of this issue. The release
of the report came as we were preparing to kick off our initiative to take a com-
prehensive look at hospitals’ ability to prevent medication errors and help them
make improvements where needed.

As part of our initiative, we formed a partnership with a highly respected organi-
zation in this field, the Institute for Safe Medication Practices (ISMP). This non-
profit research and education organization is dedicated to reducing the incidence of
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medication error throughout the health care system, and will provide leadership and
technical expertise for the AHA’s initiative.

ISMP provides independent review of errors reported through the Medication Er-
rors Reporting Program (MERP), which ISMP was instrumental in founding.
Through MERP, health care professionals across the nation voluntarily complete
pre-addressed mailers or dial a toll-free number (800-23-ERROR) to report actual
and potential medication errors with complete confidentiality. As an official
MedWatch partner, ISMP shares all information and prevention ideas with the U.S.
Food and Drug Administration (FDA) and other professional and policy organiza-
tions. Working with practitioners, regulatory agencies, health care institutions, pro-
fessional organizations, and the pharmaceutical industry, ISMP provides timely and
accurate medication safety information and works toward improvements in drug dis-
tribution, naming, packaging, labeling, and delivery system design.

SThe following four objectives are key to our medication safety campaign with
ISMP.

Develop a non-punitive process for discussing errors

Most of what has been learned in recent years about how to reduce errors and
increase patient safety is based on two principles. First, individuals, by the very na-
ture of being human, are vulnerable to error. Although they are the focus of the
error, errors happen because of the systems in which these individuals work. As a
result, reducing errors will require us to design and implement more error-resistant
systems.

Second, we have to create an environment in which we learn from failure. This
requires us to identify an effective mechanism for candid discussion of errors. This
cannot be achieved in an environment of punishment or fear. Doctors, nurses and
other caregivers should not be penalized for stepping forward after an unfortunate
mistake is made. A more open environment can only occur when health care pro-
viders are afforded adequate legal protections.

Today, when health care providers are required to disclose confidential internal
information to health care oversight agencies, they may jeopardize state law that
protects internal quality analysis discussions and expose themselves to crushing
legal liabilities. There is no incentive to share this information with others to pre-
vent similar events in other institutions. We believe protections that currently apply
to such information should also apply when it’s disclosed. We believe that evi-
dentiary, confidentiality and other legal reforms should be considered to help foster
an evironment that promotes candor.

Candor is absolutely critical if we are to be truly successful in identifying, learn-
ing from and reducing not only medication errors, but all medical errors, and mak-
ing the health care system safer. We need to create a non-punitive culture at all
levels that supports the collection of information about errors, along with candid dis-
cussion of errors, their causes, and ways to prevent them from happening again. A
safe, non-punitive environment will encourage people to report and discuss errors—
the first step in lessening the chance they will happen in the first place and making
sure they do not happen again.

Share successful practices with every hospital and health system

We sent to every AHA member the attached “Quality Advisory on Improving
Medication Safety.” The advisory includes background on the issue, a long list of re-
sources our members can turn to for help, and a three-page list of “successful prac-
tices” for improving medication safety. Some of these practices can be adopted easily
and quickly, such as providing staff with information about ordering, dispensing, ad-
ministering and monitoring medications, not storing certain concentrated solutions
on hospital wards, and helping patients better understand what they are talking,
why, and how to use it safely.

Others are longer-term practices that, with time and money, can create significant
changes throughout our members’ organizations. Among these are the development
of a voluntary, non-punitive system to monitor and report errors that might occur
within hospitals, and the computerization of medication administration systems.

We compiled the list of successful practices with the help and advice of some of
the best experts in the field—including the ISMP, the Institute for Healthcare Im-
provement, the Massachusetts Coalition for the Prevention of Medical Errors, the
National Coordinating Council for Medication Error Reporting and Prevention, the
National Patient Safety Partnership and many others.

Develop a “medication safety awareness test” for use by hospitals

To follow up on how the successful practices are being implemented, we are work-
ing with ISMP to develop a “Medication Safety Awareness Test” to help our mem-
bers assess their progress. This tool will also help the AHA get an idea of what
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other help its members may need, and help us track and demonstrate hospitals’ suc-
cess at improving medication safety.
Serve as a clearinghouse of information and resources for hospitals

The AHA will continue making available to its members up-to-date information
on improving medication safety. We will gather information from outside sources
and work with other national organizations to develop information and data. We are
planning a medication safety “summit,” gathering other organizations and hospital
leaders together to discuss widespread efforts to improve medication safety. And we
will be adding to our Web site (www.aha.org) a special area containing all the infor-
mation, data, best practices, and other resources we compile in our medication safe-
ty improvement campaign.

CONCLUSION

Mr. Chairman, the IOM report is very timely. It comes as America’s health care
system enters a new century of caring for people. It marks an opportunity for us
to rebuild the public’s confidence and trust in the health care system they rely on
every day. And it reminds us that, despite setbacks, we still deliver the greatest
health care in the world.

But it also notes that “large, complex problems require thoughtful, multifaceted
responses.” Reducing and preventing medication errors, and improving the overall
safety of the health care system, will demand the thoughtful collaboration and par-
ticipation of everyone involved in the health care field: hospital leaders, phar-
macists, drug manufacturers, doctors, nurses, government agencies, other organiza-
tif(f)‘ns, and consumers. America’s hospitals and health systems are committed to this
effort.

Mr. BILIRAKIS. Thank you very much, Doctor. Ms. Foley.

STATEMENT OF MARY FOLEY

Ms. FoLEY. Thank you. I want to first start to take a moment
to mention committee member, Congresswoman Lois Capps, who
could not be here with us today because of the death in her family.
I just recently had the opportunity to meet with the Congress-
woman and we discussed a number of nursing issues. We did talk
about the IOM report and the medical errors issue as it relates to
nurses and she has indicated a strong interest in investigating the
faulty systems in place that often result in medical errors. The
ANA appreciates the work that Congresswoman Capps is doing in
this area and looks forward to continuing this important discussion
with her.

My name is Mary Foley and I am President of the American
Nurses Association. I am also the former Director of Nursing, Chief
Nurse Executive at St. Francis Memorial Hospital in San Fran-
cisco, California. The ANA appreciates the opportunity today to dis-
cuss patient safety and medical errors. And it is an issue of great
importance to us, one that is not missed by the front line
healthcare workers who I describe as the patient and safety mon-
itors on a 24-hour a day basis.

ANA is the only full service professional organization rep-
resenting the Nation’s 2.6 million registered nurses and our mem-
bership includes staff nurses, nurse practitioners, clinical nurse
specialists, nurse midwives, registered nurse anesthetists and
nurse administrators and educators as well. We have been very
pleased with the release of the report by the Institute of Medicine,
problems that they have identified as not new to the registered
nurse population or to ANA and we have long recognized these
problems and have worked to address issues related to nursing
care that enhanced patient safety and outcomes for many years.
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We are encouraged by the release of this report in the effort to
spur public dialog and reach consensus on solutions to these press-
ing issues. As has been stated, the majority of medical errors do
not result from individual recklessness but from basic flaws in the
way the health delivery system is organized. Stocking patient care
units in hospitals, for example, with full strength drugs, even
thl(;ugh they are toxic and less diluted, has resulted in deadly mis-
takes.

Illegible writing in medical records has resulted in administra-
tion of a drug for which the patient has a known allergy. Our
evolving and increasingly complex healthcare system often lacks
adequate coordination and appropriate systems to insure patient
safety. For example, when a patient is treated by several practi-
tioners they often do not have complete information about the
medicines prescribed or the patient’s illnesses or even take time to
read the chart to find that information out.

Despite increasing evidence the systems fail. Institutions are con-
tinuing to assign and emphasize individual blame for errors,
misjudgments and patient dissatisfaction. Hospital systems and ad-
ministrators are assuming that the appropriate way to deal, and I
know not all of us do this or did that, that the most appropriate
way to deal with the complexity of errors made in the delivery of
health care is to manage the workers through oversight and dis-
cipline as opposed to identifying and resolving the true problem in
the spirit of partnership.

ANA has long advocated for investigation of system changes that
may result in egregious errors by individual practitioners noting
that healthcare systems have downsized, restructured and reorga-
nized to the point where processes initially put in place to protect
the public are breaking down. As these systems increasingly are
failing to protect the patients the severity of discipline applied to
individual providers for mistakes is increasing. Healthcare organi-
zations must approach problem-solving strategies through shared
accountability and partnerships.

ANA supports many of the IOM study recommendations includ-
ing the creation of a center for patient safety. Such a center would
provide a focal point for safety and quality activities by focusing on
safety issues applicable to the full range of providers and health
delivery systems and we support this entity and we believe it must
include adequate representation by nurses and other healthcare
professionals who are the front line providers.

The center must support research to determine what leads to er-
rors. Specifically, they must be charged with collecting data on or-
ganizational practices and other factors that may be associated
with the occurrence in errors. In our current knowledge, no one can
state with certainty what practices could or more likely lead to er-
rors. Some practices are more obvious than others. ANA has voiced
criticism, however, of the report for its lack of attention to the
staffing component of the issues. We in 1994 initiated at the ANA
a quality of safety initiative and we have been collecting data about
the relationship between the outcome of patient care in relation to
the number of nurses and the number of patients.

Inadequate or inappropriate staffing may mean too few reg-
istered nurses, a lack of appropriate training or orientation for an
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RN assigned to a unit or the inappropriate use of unlicensed as-
sisted personnel. Adequate numbers of staff are necessary to reach
a safe level of patient care services. Ongoing evaluation and
benchmarking related to staffing are necessary elements in the pro-
vision of quality care. At a minimum, the center for patient safety
should collect data related to the average ratio of patients to reg-
istered nurses and licensed nurses and the unlicensed personnel
load, measures which differentiate between the severity of patient
illness, mortality and morbidity rates, readmission rates, incidence
of post discharge professional care and length of stay in order to
examine the relationship of these variables to occurrence of
healthcare errors.

Mr. BILIRAKIS. Please summarize, Ms. Foley, if you would.

Ms. FOLEY. Sure. Thank you. I think you have identified a major
theme in our statement that while there is certainly great merit in
the Institute of Medicine report, I have appreciated the many com-
ments of the members today who recognize that the relationship
between the workload, the opportunity for a professional, in our
case for the nurse, to be truly responsible may have a resource re-
lationship in terms of the number of staff, their preparation, and
their ability to be attentive to the professional duty and to be the
patient advocate that we want to be.

So we really look forward to working with these committees. It
was a wonderful event to see them come together today. And we
appreciate the opportunity to be at the table and to speak in sup-
port of those elements that we find would help patient care and
identify areas for improvement in the report.

[The prepared statement of Mary Foley follows:]

PREPARED STATEMENT OF MARY FOLEY, PRESIDENT, AMERICAN NURSES ASSOCIATION

The American Nurses Association (ANA) appreciates the opportunity to discuss
our concerns about patient safety and medical errors. This issue is one of great im-
portance to the nursing profession. As front line health care workers, nurses have
substantial contributions to make in the effort to reduce health care errors. ANA
is the only full-service professional organization representing the nation’s 2.6 million
registered nurses, including staff nurses, nurse practitioners, clinical nurse special-
ists, certified nurse midwives and certified registered nurse anesthetists through its
53 state and territorial nurses associations.

To Err is Human: Building a Safer Health System To Err is Human (IOM, De-
cember 1999) describes a fragmented health care system that is prone to errors and
detrimental to safe patient care. This problem is not new to registered nurses and
the American Nurses Association (ANA). ANA has long recognized this problem and
has worked to address issues related to nursing care that enhance patient safety
and outcomes for many years. We are encouraged, however, by the release of this
report in an effort to spur public dialogue and reach consensus on solutions to these
pressing issues.

The human cost of medical errors is high. Based on the findings of one major
study, medical errors kill some 44,000 people in U.S. hospitals each year. Another
study puts the number much higher, at 98,000. Even using the lower estimate, more
people die from medical mistakes each year than from highway accidents, breast
cancer, or AIDS. Moreover, while errors may be more easily detected in hospitals,
they affect every health care setting: day-surgery and outpatient clinics, retail phar-
macies, nursing homes, as well as home care. Deaths from medication errors take
place both in and out of hospital settings—more than 7,000 annually—exceeding
those from workplace injuries.

The majority of medical errors do not result from individual recklessness, but
from basic flaws in the way the health delivery system is organized. Stocking pa-
tient-care units in hospitals, for example, with certain full-strength drugs—even
though they are toxic unless diluted—has resulted in deadly mistakes. Illegible writ-
ing in medical records has resulted in administration of a drug for which the patient
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has a known allergy. Our evolving and increasingly complex health care system
often lacks adequate coordination and appropriate systems to ensure patient safety.
For example, when a patient is treated by several practitioners, they often do not
have complete information about the medicines prescribed or the patient’s illnesses.

Despite increasing evidence that systems fail, institutions are continuing to assign
and emphasize individual “blame” for errors, misjudgments and patient dissatisfac-
tion. Hospital systems and administrators are assuming that the appropriate way
to deal with the complexity of errors made in the delivery of health care is to man-
age the workers—through oversight and discipline—as opposed to identifying and
resolving the true problem in the spirit of partnership. ANA has long advocated for
investigation of system changes that may result in egregious errors by individual
practitioners, noting that health care systems have downsized, restructured and re-
organized to the point where processes, initially put in place to protect the public,
are breaking down.

As these systems increasingly are failing to protect patients, the severity of dis-
cipline applied to individual providers for mistakes is increasing. For example, in
a 1996 Colorado case, medication errors were no longer treated as the domain of
the hospital and the state licensing board, but drew the attention of the media and
the court systems. Three registered nurses were charged with criminally negligent
homicide when a medication error resulted in the death of a child (“Colorado Case
Blurs Line”, 1997). Although criminal prosecution for medication errors is not a
common practice, the fact that such cases exist point to the adherence to promoting
a culture of individual blame. Health care organizations must approach problem
solving strategies through shared accountability and partnership for quality im-
provement. A shared accountability approach diminishes focus on individual blam-
ing and enhances long-range process improvements.

Specific recommendations of the IOM report follow with ANA’s response to each
recommendation:

4.1 IOM recommends that Congress should create a Center for Patient Safety with-
in the Agency for Health Care Research and Quality. The Center should: 1) set
the national goals for patient safety, track progress in meeting those goals, and
issue an annual report to the President and Congress on patient safety; and 2)
develop knowledge and understanding of errors in health care by developing a
research agenda, funding Centers for Excellence, evaluation methods for identi-
fying and preventing errors, and funding dissemination and communication ac-
tivities to improve patient safety. ANA supports the creation of a Center for Pa-
tient Safety as an oversight body to advance standards, policies and actions re-
lated to reducing health care error. Such a center would provide a focal point
for safety and quality activities by focusing on safety issues applicable to the
full range of providers and health delivery systems. This entity must include
adequate representation by nurses and other health professionals who are the
front-line individuals in patient care.

This Center must support research to determine what factors lead to errors. Spe-
cifically, the Center must be charged with collecting data on organizational practices
and other factors that may be associated with the occurrence of errors. In our cur-
rent knowledge, no one can state with any certainty what practices could or are
more likely to lead to errors. Some practices are more obvious than others. For ex-
ample, bad handwriting or open stock of certain powerful drugs have been observed
to be the cause for errors in health care delivery. Other causal factors that may con-
tribute to health care errors may not be as apparent. For example, the IOM report
lacks important information on the relationship between system errors and appro-
priate nurse staffing. In fact, ANA has voiced criticism of the report due to its inad-
equate attention to the staffing component of this issue.

Inadequate or inappropriate staffing may mean too few registered nurses, lack of
appropriate training or orientation for an RN assigned to the unit or inappropriate
use of unlicensed personnel. Adequate numbers of staff are necessary to reach a safe
level of patient care services. Ongoing evaluation and bench marking related to
staffing are necessary elements in the provision of quality care. At a minimum, the
Center for Patient Safety should collect data related to: average ratio of patients to
registered nurses and licensed practical nurses, and unlicensed personnel, measures
which differentiate between severity of patient illness, mortality and morbidity
rates, readmission rates, incidence of post-discharge professional care, and length of
stay, in order to examine the relationship of these variables to occurrence of health
care errors.

Another issue that the Center for Patient Safety should examine the relationship
between the errors rates and continuous hours worked by health care professionals.
Just as there is concern about the number of hours worked by medical residents,
ANA has become increasingly concerned by hospitals increased reliance on the use
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of overtime, particularly mandatory overtime, by its registered nurse staff. In to-
day’s health care workplace, 16 hour shifts are becoming increasingly commonplace
and 24 hour shifts are not unheard of. Too many hospitals have come to rely on
the use of overtime for a substitute for adequate supply of staff.

The vital importance of registered nurses at the bedside, is a critical piece in pre-
venting medication errors. The registered nurse at the patient’s bedside is the pa-
tient’s safety net. ANA agrees with the study’s recommendation that health care or-
ganizations should implement proven medication safety procedures. However, an
area of inadequate staffing that needs to be addressed in this recommendation, is
the inappropriate use of unlicensed assistive personnel, UAP. The role of the UAP
is important. The UAP assists the registered nurse, not provide nursing duties that
are within an RN’s scope of practice. More health care facilities, especially state fa-
cilities are increasingly relying on UAP’s to administer medications.Currently, a
number of states have legalized medication administration by unlicensed personnel
in state institutions and subacute. For example, the Commonwealth of Massachu-
setts General Law Chapter 94C,7g authorizes unlicensed personnel to administer
medication to patients within the Departments of Mental Retardation and Mental
Health. The oversight of a registered nurses is not mandated by the state. The Mas-
sachusetts Nurses Association has been battling with the Massachusetts state legis-
lature for many years regarding this issue. Financial cost appears to be the reason
the Commonwealth does not raise the standard of care for their most vulnerable pa-
tients. Massachusetts is not the only state that relies on UAP’s to administer medi-
cations, New York, Maine, Illinois and others have similar laws. ANA recommends
that the Center of Patient Safety review the inappropriate use of UAP’s admin-
istering medications in each state. Another area where the administration of medi-
cation by unlicensed individuals is increasing is in schools. In 1996, there were ap-
proximately 45,000 school nurses, mostly part-time for 87,125 school buildings and
millions of school children. Due to the low number of school nurses working in the
school systems, many students receive their medication from school administrators.

5.1/5.2 IOM recommends that a mandatory reporting system should be established
that provides for the collection of standardized information by state govern-
ments about adverse events that result in death or serious harm. Reporting
should initially be required of hospitals and eventually be required of other in-
stitutional and ambulatory care settings.

ANA supports the IOM’s proposal that errors which lead to death or serious in-
jury be the subject of mandatory reporting as an initial step in formalizing this sys-
tem. In the long term, such mandatory reporting should include additional data be-
yond the sentinel events. ANA believes it is critical to evolve a comprehensive sys-
tem of mandatory reporting to ensure that all factors in a system can be studied
and assessed. What differentiates a fatal error from a minor error may be luck or
chance. From a system’s perspective, it is critical to understand the causal factors
in any error in order to analyze them and prevent them in the future—whether that
error resulted in an easily remedied situation or whether that error resulted in
death. ANA agrees that it makes sense to start the operations of any mandatory
system at one level of reporting, but the Congress must examine and direct how
quickly a more comprehensive approach can be implemented.

Whether reporting is mandatory or voluntary, there must be provisions that pro-
tect a nurse’s right to speak out about activities and/or practices that threaten the
health and safety of patients.

6.1 IOM recommends that Congress should pass legislation to extend peer review
protection to data related to patient safety and quality improvement that are
collected and analyzed by health care organizations for internal use or shared
with others solely for purposes of improving safety and quality.

ANA understands the rationale for making this recommendation and some form
of limited immunity may be appropriate in some instances. We are concerned, how-
ever, that any immunity be tailored narrowly enough to ensure that it helps attain
the goal of patient safety, but doesn’t provide a means for hospitals to hide or escape
their accountability in health care errors.

7.1 IOM recommends that performance standards and expectations for health care
organizations (regulators/accreditors and public/private purchasers) should focus
greater attention on patient safety.

ANA strongly supports the establishment of performance standards and expecta-
tions for health care organizations. In particular, ANA supports systems for evalu-
ating the impact of reorganization efforts on patient care, the overall patient care
environment and the ability of health care providers to continue to practice in safe-
ty.
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7.2 IOM recommends that performance standards and expectations for health pro-
fessionals should focus greater attention on patient safety.

ANA long advocated for continuous education of health care professionals on pa-
tient safety issues as well as assuring that registered nurses stay current in their
practice as approaches that can help reduce errors and promote patient safety. To-
ward this end, we have supported and worked on approaches to measuring con-
tinuing competence of registered nurses that would meet this goal. We do not see
how the IOM proposal for relicensure contributes to measuring the competence of
professionals since so many professionals practice within speciality areas and peri-
odic relicensing does not assure measure of continuing competency in one’s spe-
ciality field. Relicensure is one approach to many approaches to measuring con-
tinuing competency that has been discussed. It is premature and unhelpful to iden-
tify that as the only approach to be promoted as an overall effort to reduce error.

The American Nurses Credentialing Center (ANCC) recently released an inter-
national survey of certified registered nurses in the U.S. and Canada. A statistical
significant portion of the survey respondents reported that certification enabled
their surveillance and early intervention practices—thereby reducing health care
error. The competence of health care providers is an important issue, but ANA
would support a variety of approaches to this issue.

7.3 IOM recommends that the Food and Drug Administration should increase atten-
tion to the safe use of drugs in both pre- and post-marketing processes.

ANA supports this recommendation. ANA has long supported safer manufacturing
and distribution of drugs, medical devices, and equipment. Through participation in
the National Patient Safety Partnership Initiative for Preventing Adverse Drug
Events earlier this year, nurses spoke for these specific issues and took part in de-
veloping and disseminating best practice recommendations and consumer guide-
lines.

8.1 IOM recommends that health care organizations and the professionals affiliated
with them should make continually improved patient safety programs with de-
fined executive responsibility.

ANA strongly supports any effort that makes patient safety a coordinated focused
effort of the health care system. The establishment of safety programs must include
balanced and appropriate representation of the key players and this means more
than token nursing representation. Nurses are pivotal to improving patient out-
comes and excellent evaluators of the work environment for deficits and solutions
for quality improvements. There must be clear responsibility at the top levels of as-
sociations and organizations to make sure that needed practices are articulated and
implemented.

8.2 Health care organizations should implement proven medication safety practices.

ANA supports the implementation of medication safety practices that are based
on sound science and evaluation of those practices. Such improvements should be
public information and reach to the core or root cause, not merely be a band-aid
approach. For example, having a pharmacist accompany a nurse at medication ad-
ministration time is not the answer if in fact there is only one nurse for 15 patients
and he/she has 2 admissions and 3 discharges at medication time. There are other
factors that must be accounted for such as appropriate staffing in this recommenda-
tion.

ANA thanks the Committee for sponsoring these hearings on such a critical issue
in the health care delivery system today. ANA believes through a variety of strate-
gies and collaboration that we can address this important issue in today’s health
care system.

Mr. BILIRAKIS. Thank you very much, Ms. Foley. Let me just
start off with you. You didn’t mention this in your oral remarks.
If I read your testimony right, you acknowledge the need for some
form of limited immunity. If you did mention it in your oral re-
marks I missed it but, in any case do you acknowledge that, the
need for some form of limited immunity to encourage healthcare or-
ganiz?ations to participate in voluntary reporting and reduction sys-
tems?

Ms. FoLEY. I did not mention it in the oral remarks. If you are
asking a question related to the lack of blame or discipline for the
individual practitioner, we certainly support that. And in a blame
environment folks are not going to be coming forward. The question
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was asked earlier how do people find out about errors. A nurse
coming on to the next shift may walk in the room and find the in-
appropriate intravenous bag hanging, wrong patient name, wrong
drug, wrong mixture of medication. The individual making that re-
port would be very troubled by that. Perhaps they may be pointing
blame at their prior co-worker. They, however, could be assisting
in solving a problem in the future. Perhaps it was a pharmacy
error or a delivery error. So I do believe that ANA does support cer-
tainly for the individual provider

Mr. BILIRAKIS. In the illustration you mentioned, to whom would
that immunity apply, which nurse?

Ms. FOLEY. Well, certainly the individual wishing to make the re-
port that they had a finding, that there had been an error that had
occurred. In this case that person would really be a party to mak-
ing an improvement and I think we would have to look at the sys-
tem that allowed the error to happen in the first place.

Mr. BILIRAKIS. You are pretty clear in that regard.

Ms. FoLEY. Without applying blame or individual responsibility.
We are certainly aware that healthcare professionals have to be re-
sponsible for their practice, and they wish to be and they wish to
be accountable for their practice. And I think we are struggling as
an association to define where the liability and the protections for
that go while we still want to promote the reporting. So I am not
sure I have the definitive answer today.

Mr. BILIRAKIS. You don’t have an idea of what you may mean by
limited immunity, what sort of limited immunity

Ms. FOLEY. No, I think limited is open to definition.

Mr. BILIRAKIS. You are limited in terms of-

Ms. FOLEY. And we look forward to participating more in that
discussion among our own association members.

Mr. BiLIRAKIS. Thank you Dr. Langberg. I appreciate your testi-
mony, of course, and the depth of your experience as a physician
practicing in a large urban hospital system. On page 7 of your writ-
ten testimony, and you talked about this, you said confidentiality
and other legal reforms, tort reform and liability in any case,
should be considered to help foster an environment that promotes
candor in reporting medical errors.

Ms. Foley mentioned limited immunity, which I guess is con-
sistent with what I understood you to mean. What specific kinds
of legal reforms do you think would be useful in this context?

Mr. LANGBERG. I think from the AHA’s perspective the key point
that we are trying to identify is creating an atmosphere that will
promote the reporting of events and not be punitive. The experi-
ence we have had both as has been reported, and I can speak spe-
cifically in my institution has been that the more people fear either
legal or job-related consequences the more they are unlikely to re-
port. The more they are unlikely to report, we ultimately don’t
know and we can’t ultimately identify solutions to problems.

So at this point I would have to say that the nature of the kind
of immunity or protection we are speaking about from a legal point
of view, I will defer getting into specific detail on. I think the key
is no matter what we ultimately create as far as any kind of report-
ing obligations that we make sure to encourage rather than inhibit.
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Mr. BILIRAKIS. Yes, and that is good and that is of course what
Ms. Foley’s point was too. But you would throw it upon the shoul-
ders of Congress then to determine what those protections should
be and without any suggestions as to what they may be. And then
no matter what we come up with it would probably be criticized in
one way or another. This is why I ask those questions.

If you have any ideas—whether you want to state them today or
whether you want to do it in writing, please submit them.

Mr. LANGBERG. I will be happy to respond in writing after today’s
hearing. I would point out that there are existing protections. I
know in California there are protections for peer review, confiden-
tiality, and there are also Federal protections in that regard. I
think those are examples of the kind of protections that we have
experienced as having a great support for the disclosures that peo-
ple in professional capacities can give.

As far as your comment on putting it at the feet of Congress, I
think that we in the AHA and among the colleagues you have
heard today probably have different opinions about ways to go
about this particular question of immunity or disclosability report-
ing. I think what I would encourage is an opportunity for Congress
to hear inclusive of the different perspectives we all represent.

Mr. BILIRAKIS. Yes, I don’t think we have done very much in the
area of healthcare that the American Hospital Association and all
of the other healthcare organizations have not been a part of. Mr.
Barrett.

Mr. BARRETT. Thank you, Mr. Chairman. Ms. Foley, under the
current system nurses are required to report certain events like
needle stick injuries but from what I understand often times even
these injuries are not reported. What is your analysis, what is the
reason for that?

Ms. FoLEY. In part, fear of discipline and claims, very wild
claims unfortunately. We have had nurses who had an accidental
needle stick and actually have been accused of self inflicting it for
retribution against their facility. We have had some really out-
rageous stories of what I would call the worst of practices in the
environments, not the best of practices by any means. There is a
concern that once the report is there that there was a magic num-
ber back in the early nursing days, you know, three medication er-
rors and you would be out.

There i1s usually no such hard and fast rule but those beliefs
exist in people’s minds and in some environments unfortunately
they are trying very actively to discourage mistakes in such a way
that it discourages the reporting.

Mr. BARRETT. I guess the needle stick one sort of sticks in my
mind more than any one, no pun intended. Because I see two pow-
erful incentives for the nurse to report it. First, obviously if there
was any type of exposure to hepatitis C or HIV just for medical
reasons alone to do it. And, second, if ultimately there is going to
be any sort of disability dispute not having a record I think would
make it more difficult for the nurse to get payments and so to me
it sort of brings in the question of how if in a situation where you
have the two most powerful incentives for a person to self report,
you are still not getting it. I wonder how effective ultimately this
1s going to be.



145

Ms. FOLEY. I believe if the system approach is used and institu-
tions and our industries are encouraged to participate in a mean-
ingful way that there would be an atmosphere in which there
would be trust and the culture of reporting and the culture of sup-
portive changes. You know, when someone has a needle stick it
may be because the equipment is flawed. It may have nothing to
do with personal use practices. And unfortunately we are still as
we find in a lot of working industries, there is a blame the victim,
blame the worker, they must have made the mistake, they must
have done something wrong.

I work on a program where we recreate the scenarios in which
injections are given and we try to create every impossibility to do
it safely when we are testing new products because we want to find
out is that product going to help you when your hands are slippery
with blood or the lights are dim or the table is moving or the am-
bulance is rocking down the hill. Some of those opportunities to
test devices and do a system approach for the improvement would
take away the blame that if an injury occurred perhaps you better
look at why it occurred and not at the person as the result or as
the problem.

Mr. BARRETT. We have had a little bit of a love fest here today
in regards to the VA and the reporting system that they have, and
that is good. But if you look at the VA, its structure isn’t nec-
essarily like the structure of hospitals or healthcare providers out-
side of that setting. Obviously there is more control, more authority
in the VA system. Dr. Langberg, what would we need to have in
place outside of the VA system to have an effective system?

Mr. LANGBERG. The experience that we have had at Cedars-Sinai
really relates directly to the work that the Joint Commission has
done, a sentinel event on the sentinel event policy, and I want to
actually publicly acknowledge Dr. O’Leary for his leadership in cre-
ating that process. Over the last couple of years we have assidu-
ously developed a program to get individuals to report things that
they see, whether they are sentinel events as defined by the Joint
Commission or near misses. We define that collection of things as
significant adverse events.

Whether or not they know it to be true as long as they think it
might be true, we have developed a policy and a practice to do that.
Our original experience at the beginning of this was that few re-
ports were made and as we developed education educating all the
staff and all the physicians in the institution, we found that there
was almost a geometric increase in reports. I would say at least
half of those reports upon preliminary evaluation are not close to
being a significant adverse event but a good proportion of them
were and we were able to use a root cause analysis methodology
again that was originally proposed by the Joint Commission to
learn from those.

The experience we have, in answer to your question, is that it
take a culture change within an institution to encourage people to
report and to make them believe that if they report not only will
they not suffer consequences but that the information will actually
be used to improve taking care of patients in the institution. Cul-
ture is not an on or off experience. It is not a switch one can throw
that you have it tomorrow when you don’t have it today. It takes
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time. It takes education. It takes consistent behavior on the part
of management and employees and physicians and it takes edu-
cation and commitment. And that has been in our experience the
keys to the solution.

Mr. BARRETT. Thank you, and thank you, Mr. Chairman.

Mr. BILIRAKIS. Thank you. Chairman Stearns.

Mr. STEARNS. Thank you, Mr. Chairman. Dr. O’Leary, what are
the critical elements of an effective reporting system?

Mr. O’LEARY. I think the critical elements of a good reporting
system are first of all to define what is to be reported very crisply
so that we are going to get a clear drop of the things that are really
important and not a lot of wheat and shaft. The numbers we are
dealing with are huge potentially and we need to be able to focus
on the critical elements. Second, as I think has been emphasized
here, we have to have a requirement for root cause analyses. The
reporting of the events themselves does not give you the informa-
tion you need to solve problems. The root cause analyses are where
the action really lies.

Third, we have to protect the confidentiality of the reported infor-
mation or we are simply not going to get it. I would be happy to
elaborate on that further but that is a critical element, and I think
that has to be provided not in the rubric of tort reform but under
the rubric of peer review protection statute, something that we
have in most of the States in the country but which are very un-
even. Some are strong and some are very weak and we need some-
thing uniform, I would say, from the Federal level.

Fourthly, we need data sharing amongst all responsible parties
to say that there are a lot of different players in this system. Not
all hospitals or all health provider organizations in this country are
accredited by the Joint Commission. We are a major player but
there are other major players as well. And, finally, we have to be
able to disseminate lessons learned and best practices across the
delivery system. We have to harvest the information we glean out
of our root cause analyses.

Mr. STEARNS. Anyone else on the panel, when Dr. Cousins talked
about the public would be better served by a hospital report card
which focused on a facility’s adoption of a set of best practices rath-
er than by an error score card, anyone else on the panel that would
like to give comments to that prior testimony? Yes. Dr. Golden.

Mr. GOLDEN. The experience that I have had working with hos-
pitals in my state, there is—report cards have limitations on ad-
verse events because they are often dealing with small numbers
and you can have unfortunate implications from very small num-
bers. On the other hand, we work with the institutions in our State
to assess how they are responding to our projects and how they im-
plement them. And so we right now are essentially giving hospitals
in our State in a way a report card of their ability to implement
quality improvement.

And they have been very responsive to that and have been very
interested in assessing how they are responding to the challenge of
clinically pertinent data to improve their processes and it has been
very successful. We have had about 35 projects in that area and
many QIOs are doing similar kinds of activities.
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Ms. FOLEY. Part of the nursing quality and safety initiative was
to develop a nursing care report card. We have activities now in six
States and we are really going to be working closely with the Hos-
pital Association in some future dialog to try to expand the project.
It does measure our nurse sensitive indicators that we have shown
through research that a patient’s effect will change dependent on
the relationship of adequate numbers of nurses. Pain management
is a very clear example. When there isn’t adequate staff the pain
is usually not assessed and treated appropriately and quickly.

Falls is another indication perhaps that there isn’t adequate ob-
servation of an individual’s risk for injury. And so we have identi-
fied the nursing care report card elements as an opportunity for
consumer judgment of a facility based on staffing and some of the
outcomes that they will experience as patients or that their family
would experience.

Mr. STEARNS. Dr. O’Leary, if you or I, or you or Chairman Bili-
rakis, you were a Member of Congress, and after this hearing—
were you here on the two prior panels, did you hear them?

Mr. O’LEARY. Yes, I did.

Mr. STEARNS. What would you do in terms of a piece of legisla-
tion? Do you think a piece of legislation is required? Do you think
we could legislate something here out of the Commerce Committee
or out of the Veterans—not out of the Veterans but out of the Com-
merce, Mr. Bilirakis’ committee, we could legislate something here
in terms of a national safety center or in terms of a report card.
What is your feeling?

Mr. O’LEARY. Well, if I get one bite of the apple it is the Federal
protection for the reported information. Quite frankly, I don’t be-
lieve that any of the recommendations in the IOM report can be
meaningfully implemented without that kind of protection. We
have to create—we have to force a safe environment for surfacing
these problems and be able to, as Dr. Langberg has said, talk about
them, talk about them inside our organizations, talk about them
with responsible oversight bodies, harvest information, share that
information.

This is not like airplane crashes. These crashes occur one at a
time. They are well hidden in our organizations. If you do the
math, let us say there are 60,000 deaths a year and there are 6,000
hospitals. That is 10 crashes a year. If you talked to any hospital
CEO in this country, I will bet you not one of them will tell you
that they know of ten sentinel events in their organization in the
past year and I believe them because this information is not even
getting up inside organizations.

We have to create a very different environment and culture
change has to happen but it is going to take a long time and I
think we need to create a statutory framework that fosters that
kind of culture change. Downstream I think we can talk about
mandatory reporting systems. We can talk about public reporting
but you have got to gain the confidence of providers that it is safe
to talk about and safe to surface this information or it is simply
not going to happen.

Mr. LANGBERG. Could I make a comment?

Mr. STEARNS. Yes, certainly.
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Mr. LANGBERG. I just wanted to comment that right now without
legislation that environment exists.

Mr. STEARNS. So you don’t think we need legislation.

Mr. LANGBERG. Well, I am saying that right now we can do a lot
of what Dr. O’Leary has outlined right now through the QIO sys-
tem because that confidentiality now exists with the QIOs at the
State level. And so many of the things that we have been talking
about in similar testimony about the need to measure, the need to
report and need to disseminate best practices can be done now in
a confidential environment through working with the QIO system.

Mr. O’LEARY. If I might, I don’t think that is actually clear where
a hospital reports that information to you. The information you
have may be protected but they may have waived their confiden-
tiality protections. I don’t think that has been tested actually.

Mr. STEARNS. Well, very quickly, sir. We don’t want to get
into

Mr. GOLDEN. It is our understanding that it was tested in a case
in Tennessee a few years back and it does have protection.

Mr. BILIRAKIS. Mr. Green.

Mr. GREEN. Thank you, Mr. Chairman. I have a number of ques-
tions and I know I will run out of my 5 minutes. Ms. Foley, the
Joint Commission’s definition of a sentinel event includes some
very serious errors, surgery on the wrong body part, abduction of
an infant, a rape of a patient. Don’t you think these type of serious
adverse events should be subject to a mandatory public reporting
system?

Ms. FOLEY. They certainly rise to the level of severity and prob-
ably merit stronger encouragement, perhaps mandatory. They are
the most of the severe of the severe. I mean I support what the
Sentinel Event Program has accomplished and did participate in a
few root cause analyses myself as an administrator, but we also
know that there are a lot of errors that occur well below the
threshold of severe and permanent harm or death or rape or infant
abduction that could be corrected in systems if we knew about
them, talked about them, shared that information. So I don’t want
to evade the answer. I think we all need to figure out at some point
there is a threshold from where it becomes so severe the potential
for harm that there should be a mandatory nature.

Mr. GREEN. Again, those that I mentioned obviously should rate
a little higher above just inadvertent error. Dr. Golden, you men-
tioned in your testimony that reporting information regarding med-
ical errors should be mandatory. Many of our witnesses have fo-
cused on the voluntary reporting, and why do you think it should
be mandatory?

Mr. GOLDEN. The errors I am talking about now are adverse
events, certain specific categories of, if you will, accidents. Those
are the kinds of issues that were discussed by the IOM as often
complex interactions that resulted in consequences and events that
were not foreseen by the participants, and I think that those are
often very rare and we can identify them in certain categories.

And since they are fairly rare and sort of a random kind of proc-
ess of system failures it is useful to report those so we can analyze
them and allow institutions that hadn’t seen that error yet to learn
from that experience of others so we can raise the safety of the en-
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tire system and not just one or two institutions that have that
error.

Mr. GREEN. Do you think the idea is to get the data into a big
system and run the analysis and then see what we find out, and
the second approach is like that followed by the PROs where you
go into the records and look at specific areas known to have prob-
lems and focus on improvement in those areas?

Mr. GOLDEN. I think that since some of these events are very
small numbers and you have to go through lots of charts the man-
datory reporting would help us identify those rare events. At the
same time, we can focus on specific diseases and processes and
through structured review find errors of omission and commission
that basically can become disease focused sort of like Dr. Norwood
said earlier about becoming focused on areas of improvement.

So it is a combination of factors there, one for rare events and
one for systematic evaluation of diseases and processes that can be
high yield and then bring about improvement.

Mr. GREEN. Can Congress focus on encouraging more of those fo-
cused studies like the PROs are doing and while we are still trying
to understand how to create this large error data bank. Is there
something we can do on a short-term basis?

Mr. GOLDEN. Yes, I think we can expand the current programs
we have in place with the PROs. I think we can support AHRQ in
terms of research to identify the performance measures. That is
really what it comes down to. A lot of this is performance measure-
ment, which we are very well adapted and many institutions now
can do to get the data to look at the gaps and performance and
then to educate and outreach.

And that is the other piece of what many of us are doing now
especially at the local level is to work with institutions, give them
technical assistance to work with the data, and then improve what
they are doing. That is the last piece to make a difference in per-
formance in response to data.

Mr. GREEN. Mr. Chairman, I have one other question of Ms.
Foley here. Dr. Berwick, first on our panel and other experts in the
study of medical errors, cite the need to develop best practice
guidelines that are shown to reduce medical errors. At the moment
there is already a good bit of information or knowledge about prac-
tices that can reduce medication errors. For example, physicians
can electronically write prescriptions, hospitals can bar code medi-
cations. What is your opinion about such best practices for medica-
tion? How much are we going to help reduce medical errors by
those using the technology we have heard from other panels?

Ms. ForLEY. I think it would be a tremendous asset and there
have been a few demonstrations. I know some institutions have im-
plemented pieces of this. I would support it wholeheartedly and be
very realistic in saying that that will take a resource allocation
both in terms of the research and development of the best devices
and the mechanisms that would be supportive of that and then for
the institutions to be able to bring that into their system and get
that up and running there would also be an accompanying cost but
it would be an incredible step forward.

Illegible handwriting, there is no secret that that is a major prob-
lem in our system and the number of people who have to read, in-
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terpret and touch a prescription and order from the point it is or-
dered to the point it is administered is a chain of individuals who
wish to be very responsible, and the more the systems can support
their care the better the outcome will be. I think it would be a
major reduction in those types of mistakes, not always that end up
in the most adverse event but they can lead to them and they cer-
tainly count as the errors that we know are frequent.

Mr. GREEN. How would that compare to the concerns about staff-
ing shortages?

Ms. FoLEY. Well, I think we need to do both. Very seriously.

Mr. BILIRAKIS. Dr. Ganske to inquire.

Mr. GANSKE. Thanks, Mr. Chairman, and thanks to the panel. So
much in so little time, I guess. I guess I should start by saying,
Mr. Chairman, that I think we should have some additional infor-
mation on the validity of the incidence of significant medical errors.
And one way that we could do that within the existing structure
would be to instruct the National Institutes of Health to look at
this problem and to look at particular disease treatment regimens,
follow them, look at them, because as I pointed out in my opening
statement before, you have to be careful about attributing a result
to an error when it could be the result of the disease or the natural
progression particularly if you are dealing with very complicated
patients with a lot of different illnesses.

And there is a certain incidence, whatever is acceptable, regard-
less of how good your technique is. I would never claim to a patient
that I was operating on that I had a 0 percent incidence of infec-
tion. I don’t know how you can do that. So I think we need to look
at very carefully how you define an error, the level of the error, and
I think there is that expertise, for instance, at the NIH that we
ought to look at.

Second, I would make a point, I do not think that this debate on
errors should lead to an opening of the national practitioner data
bank. That practitioner data bank was set up for another reason.
The data in that data bank did not necessarily indicate errors.
Some of that data is related to settlements. And, you know, a prac-
titioner, be it a nurse or a physician, may not have made that deci-
sion. That is an insurance company decision as to whether that set-
tlement was made or not.

In fact, the nurse or the doctor may feel very, very strongly that
they want to take it to court because they know that they did not
commit any malpractice. And yet it is reported in there as a settle-
ment and if you would release that data the public wouldn’t make
that differentiation. I even heard some Members of Congress say
that they think that this information ought to be posted on a doc-
tor’s office wall, for goodness sakes.

I want to ask this panel, why don’t we just go down the line, yes
or no, do you think that the national practitioner’s data bank
should be open?

Mr. PERRY. I don’t think that is the best way to do it but I do
believe in public awareness at least at the institutional level of
medical errors.

Mr. O’LEARY. No.
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Mr. GOLDEN. A little bit longer. I talked to physicians. They are
interested in improving care. They are fearful of data banks be-
cause of what could happen to the data, so I would say no.

Mr. LANGBERG. No.

Ms. FOLEY. And no.

Mr. GANSKE. Okay, so pretty much unanimous no. This is what
my fear about some of what we are talking about and that is when
we are talking about errors of omission or commission these are de-
cisions that are frequently medical judgments. Let me give you an
example and this is where you have to be very careful when you
use best practice guidelines. I was a hand surgeon and I took care
of thousands of finger fractures. The vast majority of those finger
fractures I could treat with splinting, a closed reduction splinting,
and you get a good result.

But, you know, once in a while I might have a pianist come along
or professional musician or a surgeon and instead of just getting
80 percent range of motion as your result you might need nearly
normal range of motion. And so your decision, your judgment there
might be to do an open reduction and an internal fixation type pro-
cedure. But when you are looking at best practice guidelines there
is always inherently a value judgment that determines how you de-
termine that and it almost always is on the basis of cost versus op-
timal outcome.

And so I, for instance, might have taken care of a patient that
needs that operation. Maybe that patient was that one patient out
of 200 that gets an infection because they had a dirty finger open
fracture. Somebody looks at that and now they say, oh, you know,
you shouldn’t have treated it that way. That is where I think we
need to have some very sophisticated analysis and I think that goes
along with what you were alluding to, Dr. O’Leary, when we look
at this question.

Two other things. Mr. Chairman, I am very glad we had this but
you know what, if you really want to look at some egregious med-
ical practices going on in this country, I would like to share with
you some of the web sites on medical quackery. You would be
amazed at what some people are being sold over the Internet as
medical care and some of the really, really bad results that people
are getting from unprofessional or really quack treatments. And
this is something we ought to look at.

Finally, I want to say this about HMOs as it relates to your com-
ments, Ms. Foley. It was 6 months or 12 months ago that either
on Nightline or Front Line or PBS, some such program, there was
a documentary on the effect of HMOs in the system, and I will
never forget the segment where they interviewed an RN who was
in charge of a floor. Dr. Langberg, you are shaking your head like
you know what I mean. And I am not bashing hospitals on this be-
cause I know that hospitals are under that gun.

But this poor nurse just about—I think she broke down and cried
on that interview about how frustrated she was with having to deal
with the degree of medical complexity and being left with health
aides. And they interviewed a health aide, what a good soul that
lady was. She was doing her honest to God best to take care of pa-
tients and she just didn’t have the training or the knowledge to do
that.
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And I think, Mr. Chairman, we need to look at the effect of
HMOs on the medical errors that are occurring around the country,
especially as it relates to nursing staffing in hospitals.

Mr. BILIRAKIS. I thank the gentleman. Dr. Snyder.

Mr. SNYDER. Thank you, Mr. Chairman. Dr. Golden, as the Ar-
kansas representative here, I will aim my questions at you. This
report that came out, there has been some discussion earlier today
about how reliable we think the studies and the extrapolations
were. Do you buy the numbers?

Mr. GOLDEN. I am not sure about the death rates, extrapolated
death rates, but I looked at one of the studies, some of the data
has not been published, but a study out of Utah and Colorado the
other day, and they seemed reasonable. Certain percentages of the
adverse events were deemed preventable or not preventable. And
I thought the numbers in that paper and surgical literature was ac-
tually fairly reasonable.

Mr. SNYDER. Now if you all and the public and perhaps Congress
and the State legislatures, if they are in the year 2010 and we are
looking back and saying, well, how are we doing, do we have any
base line numbers out there that we are going to be able to tell
over the next few years how we are doing?

Mr. GOLDEN. We are increasingly developing those base line
numbers but I think as you heard earlier I think from Dr. Nor-
wood, I think you have to base it on individual disease states and
surgeries and processes, and we have those numbers now. On cer-
tain kind of catastrophic problems it is more random and I think
we have a harder time getting those base line numbers but the
more specific we ask the question the better we will have the base
line. So those numbers are available now and we can get numbers
to compare our progress. We sure can.

Mr. SNYDER. As opposed to kind of the whole system wide——

Mr. GOLDEN. Well, that is correct. I mean we know now the drug
time for treatment of MIs, for acute thrombolysis. We know how
many people are getting aspirin. We know when people are getting
Ace inhibitors for their congestive heart failure. We know the rates
of mammography use. We have those numbers and we can use
those numbers to assess our progress.

Mr. SNYDER. The last question I wanted to ask you with UMS
and Little Rock that is just a bridge away across the street to the
VA hospital, and we have talked a lot about the VA today and the
work that they are doing, what is happening in the medical school
or the nursing school curriculum, what changes have you seen re-
cently or do you foresee happening with regard to patient safety?

Mr. GOLDEN. There are a number of things. I taught physical di-
agnosis for years at UNS and Dr. Jeanie Hurd came along with me.
She became now the dean of graduate medical education. She and
I worked together on these issues specifically and in fact will be a
member of the QIO board I think this summer. She developed a
whole program called Objective Structured Clinical Examinations
where students can’t just get an easy path. They have to go in a
room. They have a standardized patient, a standardized set of clin-
ical circumstances, and they can’t hide. Somebody is watching that
exam. And schools all over the country are developing these things.
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It makes the students very nervous but if you go in a room and
you ask the student, okay, here is a patient sitting there, tell me
what you hear when you listen to the heart. They either hear the
murmur or they don’t. And you begin to get a sense of performance,
of competency. The student gets immediate feedback of what they
can or cannot do and that to me is a terrific improvement in med-
ical education because it is a standardized event where the student
either gets it or he doesn’t or she doesn’t and gets immediate feed-
back as to what they know and don’t know.

Mr. SNYDER. That is a tremendous opportunity and I think we
are going to have more and more education on these issues as well
for quality improvement with the health staff. Thank you, Mr.
Chairman.

Mr. BILIRAKIS. I thank you, Dr. Snyder, and thank all the mem-
bers of the subcommittee. We have been here for quite some time.
Ms. Foley and gentlemen, thank you so very much for being here.
I failed to make this point to the other panels, but I hope that any
questions we may forward to you, you might respond to, if you
would as soon as you possibly can. Thank you so much. Tough sub-
ject. I would like to think that you have helped us an awful lot in
addressing it.

[Whereupon, at 2:20 p.m., the subcommittees were adjourned.]

[Additional material submitted for the record follows:]

PREPARED STATEMENT OF THE AMERICAN OSTEOPATHIC ASSOCIATION AND THE
AMERICAN OSTEOPATHIC HEALTHCARE ASSOCIATION

This statement is presented on behalf of the American Osteopathic Association
(AOA) and the American Osteopathic Healthcare Association (AOHA). The AOA rep-
resents the 44,000 osteopathic physicians throughout the United States who practice
medicine and are committed to ensuring the highest standards of patient care. The
AOA is the national professional organization for osteopathic physicians, and is the
recognized accrediting authority for colleges of osteopathic medicine, osteopathic
postdoctoral training programs and osteopathic continuing medical education. The
AOHA represents the nation’s hospitals and health systems that deliver osteopathic
healthcare or osteopathic graduate medical education. Through a for-profit sub-
sidiary, the AOHA provides its members with access to risk management assistance,
among other products and services.

Osteopathic medicine is one of two distinct branches of medical practice in the
United States. While allopathic physicians (MDs) comprise the majority of the na-
tion’s physician workforce, osteopathic physicians (DOs) comprise more than five
percent of the physicians who practice in the United States. Significantly, D.O.s rep-
resent more than 15 percent of the physicians practicing in communities of less than
10,000 and 18 percent of physicians serving communities of 2,500 or less.

The AOA and the AOHA are deeply concerned about the frequency of adverse
events cited by the Institute of Medicine in its recent study, “To Err is Human.”
The Institute reported that between 44,000 and 98,000 patients died or were injured
in 1984 and 1992 as a result of these adverse events.

The members of the osteopathic medical profession have long supported efforts to
improve patient care by drastically reducing medical errors. In 1945, the AOA’s
Healthcare Facilities Accreditation Program (HFAP) was established. The HFAP is
authorized by the Health Care Financing Administration (HCFA) to accredit osteo-
pathic and allopathic hospitals and healthcare systems for Medicare purposes. The
HFAP assists hospitals and their staffs in reducing or eliminating medical errors
by developing Quality Monitoring and Improvement programs that monitor patient
safety. On January 27, the AOHA held its first seminar on improving patient safety
and reducing medical errors. Additional seminars are planned for March 24, and
will be held throughout the year.

The AOA and AOHA generally support the IOM’s recommendations to bolster na-
tionwide efforts to improve patient safety. We support forums that explore ways in
which healthcare organizations can participate in the effort to reduce medical er-
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rors. The healthcare community can, and should, expand current activities to iden-
tify and address system failures that lead to medical errors.

The osteopathic medical community will continue its efforts to strengthen existing
quality improvement activities at every level, including the education and training
of medical professionals and administrative personnel. We do not believe that the
way to improve healthcare is to increase federal mandates, regulation, and adminis-
trative burdens, which could suppress reporting and inhibit open discussion of ad-
verse events and medical errors.

The AOA and the AOHA agree with the IOM that it is important to have reliable
information about adverse events that healthcare professionals can use to assess,
analyze and correct systemic and other failures that lead to such events. There is
potential for such information to enhance the understanding of medical errors, while
preventing future errors. Unfortunately, there is scant proof among the approxi-
mately 20 states currently reporting such data that the healthcare systems are any
safer in those states than in states that do not have such reporting.

We do believe, however, that state medical error reporting programs already in
place may offer models for a federal effort to compile similar data. These should be
closely reviewed and considered before federal action is taken. For instance, the
data now being collected should be analyzed to determine whether or not the data
used in the IOM study is reflective of the current state of affairs. Additionally, con-
sideration ought to be given to the development of pilot projects designed to collect
adverse event data. Finally, federal agencies should use the data compiled by states
with mandatory reporting programs to determine whether their data is comparable
with the IOM’s data, which may be outdated.

Outdated data may have distorted the IOM’s conclusions about the alleged epi-
demic of medical errors. Accurate data could help federal agencies determine which
areas of healthcare experience the most errors and are most in need of restruc-
turing. Accordingly, the AOA and AOHA would recommend a revised study using
more current data than 1984 or 1992 as reported by the IOM.

Mandatory reporting of adverse events presents a number of serious problems.
Healthcare facilities may be reluctant to cooperate with mandatory (or even vol-
untary) data reporting if they perceive that they will be disciplined. It will be dif-
ficult to learn from errors and to improve systems if facilities and individuals fear
that the information will be used against them. Only after the IOM study and its
supporting data have been analyzed fully and pilot projects established, should pol-
icymakers consider the establishment of a national database, with either voluntary
or mandatory reporting.

If a national effort to gather and analyze adverse event data goes forward, the
information should not be solely available to federal healthcare agencies. Stripped
of its identifiers, it also must be available to healthcare facilities, researchers, ac-
creditation organizations, and other healthcare entities that, in turn, could use the
data to benchmark and monitor changes in the occurrence of medical errors. In this
way, the database would serve as a tool to promote higher standards of patient care.
Healthcare facilities and providers who report and assess medical errors can at-
tempt to rectify particular problems by monitoring their data and comparing it with
federal, state and local trends. Identifiable data is not necessary for this function
to be met.

Identifiable data should not be available to the public because to do so would in-
hibit reporting due to a natural fear of punishment and litigation. Healthcare pro-
fessions continuously work to correct medical errors. The AOA and the AOHA be-
lieve that the American healthcare system operates well on the whole. Public con-
fidence in that system should not be undermined while healthcare providers seek
to increase patient safety.

Another reason that the AOA and the AOHA recommend national data remain
confidential and secure is that such data could be used as background information
for litigation. Any national data that is gathered should be considered information
only for peer review. Since peer review protections vary greatly from state to state,
at a minimum, any federal data gathering initiative must provide protection from
discoverability and use in malpractice litigation. The data must be used only for the
purpose of improving the safety standards of American healthcare.

The AOA and the AOHA stand ready to support the IOM in improving patient
safety in the United States. We welcome the opportunity to work with this com-
mittee and others dedicated to patient safety. Our members and staff are available
to assist in the development of legislation that would lead to the continued improve-
ment of the American healthcare system.



155

PREPARED STATEMENT OF NATIONAL MEDICAL CONCEPTS, INC.

New Medical Concepts, Inc. (NMC), a telecommunications and healthcare infor-
mation company headquartered in Fort Lauderdale, FL is pleased to present this
statement for the hearing record to the House Commerce Committee Subcommittees
on Oversight and Health and Environment and the House Veterans Affairs’ Sub-
committee on Health as they examine medical errors. We believe the Institute of
Medicine’s Report To Err Is Human: Building A Safer Health System and the report
to Congress issued last week by the General Accounting Office on Adverse Drug Er-
rors provide a strong basis for Congressional action on one of the most serious prob-
lems in our healthcare system: the need to improve patient safety.

Our comments focus on problems associated with one of the most significant as-
pects of this problem in terms of impairment of quality of care and unnecessary
costs: the need to assure safe prescription drug use by patients in the outpatient
setting.

NEW MEDICAL CONCEPTS, INC.

NMC was founded in 1997 by a group of business, healthcare and telecommuni-
cations professionals with recognized expertise in innovative technology, medicine,
pharmacy and healthcare operations. The firm has developed RxAlerts, a unique
voice and text messaging alert system using automated, personalized wireless and
wired communications, which has the potential for dramatically reducing patient
medication non-compliance and fostering more effective communications between
healthcare providers and their patients.

Most would acknowledge that drug therapy is often the most effective and cost-
efficient way to achieve desired therapeutic outcomes in the treatment of patients.
But drugs cannot work if they are not taken or are taken improperly. All drugs have
side effects; some known, some unknown; some serious, some not. Because of the
potential for harm and the increased significance of drug therapy as a treatment
modality, safe medication use must be a priority objective in today’s healthcare sys-
tem. The problem of medication noncompliance is very real and demands practical
solutions, the kind that foster integrated communication between patient and pro-
vider and which our company has developed.

Adverse Drug Events

An adverse drug event (ADE) would typically be defined as any undesired effect
associated with drug therapy such as harmful reactions (adverse drug reactions or
ADRs), treatment failure, medication errors, overdoses and non-compliance. Con-
sequences range from ineffective treatment to injuries, at times resulting in death.
The population that is most at risk because of these events are the chronically ill
patients of all ages and the elderly. With an aging population, the use of prescrip-
tion drugs will rise and likewise, the risk of medication misuse and ADEs will also
increase.

Medication Non-compliance

We wish to emphasize to the Committee that the problems associated with med-
ical errors and adverse drug events are just as significant (and probably more preva-
lent) in the outpatient setting as in the institutional setting. Certainly the over-
whelming percentage of the several billion medications dispensed per year are to pa-
tients who are not in hospitals, nursing homes or other institutional settings, but
who receive their drugs from community pharmacies. Safe medication use and the
associated problem of medication non-compliance by patients in the ambulatory set-
ting deserve this Committee’s serious attention.

Indeed, the General Accounting Office report on “Adverse Drug Events” released
last week identified patient non-compliance in the ambulatory setting as a major
source of adverse drug events. The report also described medication non-compliance
as a major source of emergency room and hospital admissions. For example, the
GAO cites a report finding that 58 percent of adverse drug events in patients vis-
iting an emergency room were caused by medication non-compliance. Another study
it cites found that 11 percent of all elderly admissions to a hospital were related
to medication non-compliance. Among the proposals the GAO makes for reducing
adverse drug events is improving communication between patients and physicians
about the risks and benefits of medication.

DEFINITION, REASONS, THOSE MOST SERIOUSLY AFFECTED

Medication non-compliance, or not taking a medicine as it was prescribed, is a
worldwide health issue. Non-compliance includes taking too much medication, tak-
ing medication not prescribed, not taking medication prescribed, altering the pre-
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scribed dosage, or altering the time between doses. The reasons for non-compliance
vary and may include forgetfulness, confusion over generic and brand names, un-
clear information about how to take or how much to take of a medication, dis-
appearing symptoms of an illness, no perceived improvement in a patient’s condition
or well-being and, for those with low income, the difficult choice of having to select
food or heat over drug expenditures. As with ADEs generally, the elderly and the
chronically ill are particularly susceptible to the problem of medication non-compli-
ance. They usually take multiple prescriptions, and they are more susceptible to
memory problems and confusion.

RELEVANT STATISTICS

» Thirty years ago (1970) only 650 medications were available; today the number
approaches 10,000

e Over 2.7 billion retail prescriptions were dispensed in the U.S. in 1998. (GAO)

* 30-50 percent of all prescriptions are not taken correctly. (U.S. Food & Drug Ad-
ministration)

e More than a billion prescriptions are taken incorrectly each year. (U.S. Chamber
of Commerce)

+ The estimated annual cost of medication non-compliance exceeds $100 billion.
(National Pharmaceutical Council)

. N%l-comll))liance kills 125,000 Americans each year. (National Pharmaceutical

ounci

SOCIAL AND ECONOMIC CONSEQUENCES

Non-compliance with the taking of medication has significant implications not
only in terms of poor health outcomes for the patient but for the healthcare system
itself. Its full effect on morbidity, mortality, and the associated healthcare costs are
only beginning to be recognized. One national study revealed more than $75 billion
in direct annual costs (with variable assumptions, the range was from $31 to $137
billion) as a result of medication use problems in the United States. It based its
findings on preventable treatment associated with increased admissions to hospitals
and nursing homes and increased visits to physician offices and hospital emergency
rooms which resulted from medication non-compliance.

The costs estimated in this study related only to the direct cost of first time
events and did not address consequential adverse health events (i.e., new medical
problems resulting from the primary illness) or the indirect cost of lost employee
productivity/absenteeism and turnover. When indirect costs due to non-compliance
are added to the direct cost figures, total economic costs exceed $150 billion (John-
son, Jeffrey A. and J. Lyle Bootman. “Drug-Related Morbidity and Mortality: A
Cost-of-Illness Model,” Archives of Internal Medicine 155:1949-56, Oct. 6, 1995).
Drug-related morbidity and mortality costs are in the same range as diabetes, car-
diovascular disease and obesity—leading some experts to suggest that drug-related
problems should be considered a major category of disease.

FAILURE TO ADDRESS THE PROBLEM

Medication non-compliance has reached the forefront of the medical community’s
awareness, but efforts to focus on safe medication use and the problem of medica-
tion non-compliance have been limited. While there have been major efforts made
in developing technologies to detect and minimize adverse drug reactions, essen-
tially sophisticated computer systems utilized by pharmacies and hospitals, these in-
novations do not address the more complex and subtle causal factors associated with
noncompliance, notably communications between patient and healthcare profes-
sionals. Patient counseling requirements, consumer information sheets that accom-
pany prescriptions, public service announcements, educational brochures and the
specialized educational programs that are part of “disease management” programs
are all positive developments, but have not proven sufficient to assure appropriate
and safe medication use by patients. There have been few efforts made, techno-
logical or otherwise, to develop programs or products to assist health professionals
and individual patients in dealing comprehensively with the problem.

CONCLUSION: INNOVATION THAT ADDRESSES MEDICATION NON-COMPLIANCE MUST BE
ENCOURAGED

The inescapable conclusion is that if patients are non-compliant with medication
therapy, desired outcomes (whether it be a cure, relief of symptoms or improved
quality of life) are impaired. Indeed, it is clear that many emergency room and phy-
sician office visits and hospital and nursing home admissions could be prevented
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with interventions targeted at improving medication compliance. There can be little
doubt that non-compliance is a significant health and economic burden on the
healthcare system; that interventions directed at improving compliance will result
in improved health outcomes; and that a significant cost savings will be realized
through interventions directed at improving compliance.

NMC believes our product RxAlerts is an effective and practical tool which will
assist the healthcare system in addressing the problem of medication non-compli-
ance. RxAlerts is a comprehensive medication compliance and support product/pro-
gram which uses sophisticated state-of-the-art software, utilizing proprietary com-
puter time-clocking engines, to provide personal customized health-related informa-
tion to patients from their health providers through wired and wireless communica-
tion media—alphanumeric and voice paging, facsimile transmission, cellular teleph-
ony, the internet, wired telephones and television (pending). The product applica-
tions have two-way communications capability and are encrypted to assure patient
confidentiality. NMC is initially focusing its efforts on disease states like HIV, asth-
ma, diabetes, post-organ transplants and certain pulmonary and heart conditions
where medicine regimens are difficult, where there is a criticality of maintaining
consistent medicine levels, where there is a need to modify or enhance behavior and
where there is an overall need to communicate with patients on a regular basis.

New Medical Concepts is encouraged that the Committee is examining the issue
of medical errors, and we pledge to work with Congress, federal and state health
agencies and the healthcare community in finding real world “Patient Connectivity”
solutions which will foster safe medication use and improve the quality of care pa-
tients receive.

PREPARED STATEMENT OF SHANDS HEALTHCARE

Dear Mr. Chairman, Members of the Committee: I am writing as CEO of Shands
HealthCare, with its mission of providing excellent patient care, improving commu-
nity health, and supporting education and research for the State of Florida. Shands
HealthCare is an integrated clinical delivery system, which offers the most com-
prehensive range of services in North Central Florida. The not-for-profit enterprise
encompasses six acute care hospitals, two specialty hospitals, a home care company,
and manages the University of Florida clinic operations as well as an extensive phy-
sician network. Shands at the University of Florida, the system’s flagship hospital,
is the academic medical center for the University of Florida Health Science Center
and is recognized as one of the Southeasts leading tertiary care centers, and as such
receives the majority of its patients from every county of Florida and Southeast
Georgia. Shands at the University of Florida is closely linked with the College of
Medicine at the University of Florida resulting in the development and delivery of
cutting edge technology for the delivery of patient care.

In addition, Shands HealthCare, the University of Florida, and University and
Methodist Medical Centers have joined forces to form Shands Jacksonville, of which
I am the Chairman of the Board of Directors.

I also have the honor of serving as Chairman of the Council of Teaching Hospitals
(COTH), a division of the Association of American Medical Colleges (AAMC), rep-
resenting over 400 teaching hospitals across the nation. In addition, I serve on the
Boards of the American Hospital Association and the Florida Hospital Association,
and was recently elected Chair of the Florida Statutory Teaching Hospital Council.
As a member of the Board of the National Committee for Quality Health Care, I
have been directly involved in the promotion of quality for health care teams.

We believe that we have a fundamental responsibility to continually improve the
quality of care and services provided to our patients. As part of their mission, teach-
ing hospitals provide a disproportionate share of the most complex health care serv-
ices. This translates to patients entering the health system who are sicker and more
complicated yielding health needs greater than those traditionally seen elsewhere.

Hospitals have long recognized their role in improving the care provided to pa-
tients. Initiatives already in place at teaching hospitals include, but are not limited
to: leadership commitment to improving the care provided; internal reporting of inci-
dents for the identification of possible opportunities for improvement; use of exter-
nal benchmarking; proactive attention to improving processes through the use of
quality improvement tools and techniques; and, sharing of information related to
trends and successes.

Shands HealthCare participates in each of these, as well as required external re-
porting to the State of Florida for specified serious incidents. These reporting
processes have only been successful because of the protections put in place
by the Florida Legislature to maintain the confidentiality of the informa-
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tion reported. This is a crucial step to ensure that the process remains non-puni-
tive and successful.

One of the keys to success has been the focus of the Quality Committee of the
Board of Directors on quality improvement, of which reducing efforts is but one com-
ponent. Reporting of issues and involvement of the Board has reinforced the com-
mitment at all levels of the organization to improving and maintaining the health
of people in the State of Florida and the Southeastern United States.

Thank you for your consideration and response to our desire to work closely with
Congress as it pursues ways to continue to improve the quality of health care serv-
ices.

PREPARED STATEMENT OF AMERICAN COLLEGE OF PHYSICIANS—AMERICAN SOCIETY
OF INTERNAL MEDICINE

The American College of Physicians-American Society of Internal Medicine (ACP-
ASIM), representing over 115,000 physicians who specialize in internal medicine
and medical students with an interest in internal medicine, appreciates the oppor-
tunity to comment on the report of the Institute of Medicine (IOM), To Err is
Human: Building a Safer Health System. Our membership includes practicing phy-
sicians, teaching physicians, residents, students, researchers, and administrators
who are dedicated to assuring high quality medical care.

The IOM report highlights unacceptable quality and safety problems in the na-
tion’s health care system. The report reveals that more people die each year as a
result of medical errors than from motor vehicle accidents, breast cancer, or AIDS.
It notes that medication errors alone account for over 7,000 deaths annually. This
is a dismal record that exceeds the 6,000 deaths each year due to workplace inju-
ries. Significantly, the IOM report finds that “the problem is that the system needs
to be made safer” and indicates that the “problem is not bad people.”

The IOM report concludes that the U.S. health care industry lacks a systematic
way of identifying, analyzing, and correcting unsafe practices. In order to achieve
this end, the report states: “Preventing errors means designing the health care sys-
tem at all levels to make it safer. Building safety into processes of care is a more
effective way to reduce errors than blaming individuals. The focus must shift from
blaming individuals for past errors to a focus on preventing future errors by design-
ing safety into the system.” The report lays out a comprehensive strategy for ad-
dressing these problems. It challenges the profession to make significant changes to
achieve a safer health care system. We accept this challenge.

ACP-ASIM offers the following comments regarding specific recommendations in
the IOM report:

Creation of a Center for Patient Safety (IOM Recommendation 4.1):

ACP-ASIM agrees with the IOM recommendation that a highly visible center is
needed with secure and adequate funding to set national goals, evaluate progress,
and develop and coordinate a research agenda to achieve improvements in patient
safety. We firmly believe that such an effort should involve the many private sector
initiatives that are also now underway. We concur with the IOM that a coordinated
national effort is needed and that adequate and stable funding must be assured. If
the center is to be housed in a federal agency, it should be in a non-regulatory agen-
cy such as the Agency for Healthcare Research and Quality (AHRQ). A coordinated
program for research and achievement of national goals for improvements in patient
safety should be as objective as possible and should not be tied to a federal agency
with regulatory responsibilities. AHRQ has the expertise and an existing infrastruc-
ture for funding research and coordinating activities concerning health care quality.
ACP-ASIM, therefore, supports increased funding for AHRQ to accomplish these ex-
panded functions.

Mandatory Reporting (IOM Recommendation 5.1):

The IOM report recognizes the need for both mandatory and voluntary error re-
porting systems. It explains that mandatory reporting systems are needed to hold
providers accountable for their performance. It further advises that mandatory re-
porting should focus on the identification of serious adverse events (deaths or inju-
ries resulting from medical interventions). The IOM notes that the focus of a man-
datory reporting system should be narrowly defined. It recommends that the Forum
for Health Quality Care Measurement and Reporting (The Quality Forum), a re-
cently formed public/private partnership charged with developing a comprehensive
quality measurement and public reporting strategy, should be responsible for pro-
mulgating and maintaining reporting standards.
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The IOM report also calls for licensing and accreditation bodies to expand the
scope and magnitude to which patient safety is reviewed and evaluated in rendering
licensing/accreditation decisions.

ACP-ASIM agrees with the intent of this recommendation, but is concerned about
its possible implementation. We strongly agree that physicians have a professional
obligation to patients and society to report serious errors resulting in adverse
events. It is appropriate that information on serious adverse events be reported to
appropriate authorities and that a uniform, national reporting format be developed.
We further agree that a public/private sector body, such as The Quality Forum,
should be responsible for clearly defining what should be reported and developing
the uniform reporting format. However, we are apprehensive about the possible role
of the federal government in mandating what is to be reported and what will be
done with the data. We urge Congress and federal agencies not to define reporting
requirements too broadly or to be overly inclusive. We are concerned that manda-
tory reporting requirements could be excessively burdensome to institutions and in-
dividual physicians. We, therefore, agree with the IOM that a more narrowly de-
fined program has a better chance of being successful.

We also wish to highlight that the IOM calls for devoting adequate attention and
resources for analyzing reports of adverse outcomes to identify those attributable to
error. The IOM notes that it is only after careful analysis that the subset of reports
attributable to error can be identified and follow up action taken. We agree with
the IOM that the results of the analyses, not all data that are required to be re-
ported, should be made available to the public.

ACP-ASIM emphasizes that licensing and accreditation bodies considering patient
safety issues in making licensing/accreditation decisions should not review every
case patient record, but should review representative samples of patient care. Pa-
tient safety reviews should be completed within a reasonable time and with minimal
disruption or additional administrative burdens for physicians or institutions.

Voluntary Reporting Systems (IOM Recommendation 5.2 and 6.1):

The IOM calls for voluntary reporting systems to collect information on errors
that cause minimal or no harm. It notes that voluntary reporting of less serious er-
rors can identify and remedy patterns of errors and systemic problems. It notes that
the aim of voluntary systems is to lead to improvements in patient safety and that
the cooperation of health care professionals is essential. The IOM clearly rec-
ommends that voluntary reporting systems must be protected from legal discovery.
IOM further recommends that Congress pass legislation to extend peer review pro-
tections to data related to patient safety and quality improvement that are collected
and analyzed by health care organizations for internal use or shared with others
solely for purposes of improving safety and quality.

ACP-ASIM supports voluntary reporting of incidents that do not result in fatali-
ties or major errors, but could be symptomatic of systemic problems. However, pro-
tection of the confidentiality of data is essential to ensure that events involving
medical errors or other incidents adversely effecting patient safety are reported and
acted upon. Physicians and other health professionals have a responsibility to pa-
tients and the public to assure that all actions adversely affecting the quality and
safety of patient care are reported and acted upon through a system of continuous
quality improvement. However, ACP-ASIM recommends that voluntary quality im-
provement systems must protect individual confidentiality. The confidentiality of re-
ported data must be protected so that physicians and other health care professionals
are encouraged to report all adverse incidents without fear that their cooperation
will increase their exposure to law suits for professional liability or other sanctions.
Any potential increased exposure to fines, loss of hospital privileges, or even possible
loss of medical licensure will discourage physicians from voluntarily reporting “near
misses” and other adverse incidents.

Consequently, we strongly suggest that any voluntary reporting system must be
primarily educational rather than punitive.

Nevertheless, ACP-ASIM acknowledges that physicians have a professional obliga-
tion to disclose to patients information about procedural or judgment errors made
in the course of care if such information is material to the patient’s well-being. Er-
rors do not necessarily constitute improper, negligent, or unethical behavior, but
failure to disclose them may. (ACP-ASIM Ethics Manual, 1998, p.8-9)

The President’s Executive Order

In response to the IOM report, President Clinton announced on December 7, 1999,
that he had signed an executive order directing a task force to analyze the report
and report back within 60 days about ways to implement its recommendations. He
also directed the task force to evaluate the extent to which medical errors are
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caused by misuse of medications or medical devices, and to develop additional strat-
egies to reduce these errors. He further directed each of the more than 300 private
health plans participating in the Federal Employee Health Benefits Program to in-
stitute quality improvement and patient safety initiatives. He also signed legislation
reauthorizing the Agency for Healthcare Research and Quality and providing $25
million for research to improve health care quality and prevent medical errors. The
AHRQ will convene a national conference with state health officials to promote best
practices in preventing medical errors. In addition, the President announced that he
was directing his budget and health care teams to develop quality and patient safety
initiatives for next year’s budget.

ACP-ASIM applauds all of these actions by the Executive branch to address the
problems identified in the IOM report.

Issues for Further Review

The IOM report raises many questions that will require further examination. We
urge Congress to consider the following:

* What should be required for mandatory reporting? Should reporting be required
only for the most egregious errors involving death or serious injury? How will
“serious errors” be distinguished from “less serious” errors? Will mandatory re-
porting be cumulative, by institutions or by individual physicians?

¢ To whom should data be reported? Should it be reported to state agencies only,
to states and the federal government, or to private agencies?

* What data should be released to the public? For errors causing serious injury or
death, what should be the extent of data released? Should everything be re-
ported or just the final analysis? Does the public have a right to know the num-
ber of adverse incidents reported by a physician?

¢ What happens to the information that is reported? Will there be follow-up actions,
and if so, will these be released to the public? Who will have access to the raw
data, and will there be adequate protections of confidentiality?

¢ Should licensing bodies use data on errors to deny or revoke physician licenses?
Should data on physicians be available to hospitals for consideration in granting
or denying hospital privileges?

¢ How can reporting requirements avoid creating excessive costs and administrative
burdens for physicians and health care organizations?

Conclusion

ACP-ASIM is strongly supportive of the recommendations of the IOM report, To
Err is Human: Building a Safer Health System. The College agrees that far too
many preventable errors are committed that do not get reported and that solutions
are needed to improve the quality and safety of patient care. ACP-ASIM concurs
with the IOM’s conclusion that the focus must be the reform of the system, not the
punishment of individuals. ACP-ASIM encourages the profession to take up the
challenge raised by the IOM to improve the quality and safety of patient care. The
College supports setting a national goal of reducing medical errors by 50% within
five years. Such an achievement will require substantial commitment of resources
and effort. Substantial financial costs will be involved, but these may be largely off-
set by benefits in improved patient care and better health outcomes. Regardless of
the costs, the public has a right to expect health care that is safe and effective. The
profession is responsible to individual patients and to the public to continuously
seek to improve the quality of medical care and make sure that health care services
are provided as safely as possible.

The College applauds the prompt initiatives instituted by the President and will
look forward to working with Congress in addressing issues requiring legislative ac-
tion. However, as we have indicated, there are many questions that need to be ad-
dressed before a national plan with mandatory and voluntary reporting require-
ments can be implemented. ACP-ASIM appreciates the deliberation that the Com-
mittee is giving to the IOM report and the opportunity to submit testimony. We are
prepared to work with the Congress and the Administration to reduce the number
of medical errors.

PREPARED STATEMENT OF HON. HELEN CHENOWETH-HAGE, A REPRESENTATIVE IN
CONGRESS FROM THE STATE OF IDAHO

I would like to thank Chairman Bilirakis and Chairman Everett for holding to-
day’s hearing. I appreciate the subcommittees for holding a joint hearing to discuss
ways to improve the quality of our nation’s healthcare system. By working together
we can reduce the frequency of medical errors.
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When the Institute of Medicine released a report “To Err is Human: Building a
Safer Health System”, I was shocked to learn that as many as 98,000 preventable
deaths occur each year.

If this is true, then the frightening thing is, no one knows the exact number of
preventable deaths. Each year, an estimated 44,000 to 98,000 patients preventable
deaths occur in our healthcare system. Forty-four thousand and 98,000 is an unac-
ceptably high number. Why can’t the Administration determine with more precision
the actual number of preventable deaths? Why are so many preventable deaths oc-
curring in the world’s most advanced nation? The high number of preventable
deaths is unacceptable. We can and must do more. People must have faith in the
system.

As Congress works to improve the quality of medical care, we must also work to
restore people’s trust in the system. They are, after all, entrusting their precious
lives in the hands of America’s doctors. Patients must be assured that they are re-
ceiving high quality care at all times.

I look forward to hearing from our excellent panels of witnesses. We must take
their recommendations to heart. After all, they are the ones who deal with the sys-
tem on an everyday basis.

Chairman Bilirakis and Chairman Everett, I thank both of you for holding this
hearing and I look forward to working with everyone on both committees to improve
our nation’s healthcare system.

CONSUMER COALITION FOR QUALITY HEALTH CARE
February 7, 2000
The Honorable MICHAEL BILIRAKIS, Chairman
Subcommittee on Health and Environment
Commerce Committee
U.S. House of Representatives
2125 Rayburn HOB
Washington, DC 20515

DEAR CHAIRMAN BILIRAKIS: I am writing in support of your efforts to examine
ways that the federal government can address the issue of medical errors. As the
Institute of Medicine (IOM) report released last fall revealed, medical errors are un-
necessarily robbing our nation of valuable lives and resources. It is critical that Con-
gress focus on ways to systematically attack this crisis in the health care industry
and your hearing this week will help to move this public discussion forward.

As the Committee considers alternatives to identifying, measuring, and reducing
medical errors in the health care system, I ask that you carefully consider the ap-
propriate use of the quality monitoring and improvement infrastructure that al-
ready exists. Quality Improvement Organizations (QIOs), also known as Medicare
Peer Review Organizations (PROs), offer a unique opportunity for Congress to
quickly address some of the medical error issues outlined in the IoM study. PROs
already evaluate and work to improve the quality of care provided to millions of
Medicare beneficiaries.

QIOs are known to the consumer community for their work in community-based
quality improvement projects and hospital discharge appeals. They have a strong
track record in using multidisciplinary teams with the clinical expertise necessary
to work with providers and purchasers in the private sector with the goal of reduc-
ing medical errors and improving the quality of care for Medicare and Medicaid pa-
tients.

Any national system to reduce medical errors must be perceived by consumers as
objective and sufficiently independent. QIOs have the appropriate external inde-
pendence necessary to carry out the difficult and often sensitive work of identifying
and working to correct medical errors.

As the Committee weighs its options on public reporting of serious medical errors
and a national approach to reduce medical errors and “near misses,” please consider
the value of those entities that can successfully identify the root-causes of errors,
the best practices from across the country, and objectively assist hospitals in devel-
oping systems interventions. I believe that you will find there is great potential in
using the PRO system. They are available to do this kind of work in every state
without creating a new infrastructure—this would provide consistency and save val-
uable resources.
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Thank you for your consideration of these important issues. I look forward to
working with you on these and other concerns regarding medical errors in the fu-
ture.

Sincerely,
BRrIAN W. LINDBERG

CONSUMER COALITION FOR QUALITY HEALTH CARE
February 7, 2000
The Honorable SHERROD BROWN, Ranking Minority Member
Subcommittee on Health and Enviroment
Commerce Committee
U.S. House of Representatives
2125 Rayburn HOB
Washington, DC 20515

DEAR RANKING MINORITY MEMBER BROWN: I am writing in support of your efforts
to examine ways that the federal government can address the issue of medical er-
rors. As the Institute of Medicine (IOM) report released last fall revealed, medical
errors are unnecessarily robbing our nation of valuable lives and resources. It is
critical that Congress focus on ways to systematically attack this crisis in the health
Eare in(ilustry and your hearing this week will help to move this public discussion
orward.

As the Committee considers alternatives to identifying, measuring, and reducing
medical errors in the health care system, I ask that you carefully consider the ap-
propriate use of the quality monitoring and improvement infrastructure that al-
ready exists. Quality Improvement Organizations (QIOs), also known as Medicare
Peer Review Organizations (PROs), offer a unique opportunity for Congress to
quickly address some of the medical error issues outlined in the IoM study. PROs
already evaluate and work to improve the quality of care provided to millions of
Medicare beneficiaries.

QIOs are known to the consumer community for their work in community-based
quality improvement projects and hospital discharge appeals. They have a strong
track record in using multidisciplinary teams with the clinical expertise necessary
to work with providers and purchasers in the private sector with the goal of reduc-
ing medical errors and improving the quality of care for Medicare and Medicaid pa-
tients,

Any national system to reduce medical errors must be perceived by consumers as
objective and sufficiently independent. QIOs have the appropriate external inde-
pendence necessary to carry out the difficult and often sensitive work of identifying
and working to correct medical errors.

As the Committee weighs its options on public reporting of serious medical errors
and a national approach to reduce medical errors and “near misses,” please consider
the value of those entities that can successfully identify the root-causes of errors,
the best practices from across the country, and objectively assist hospitals in devel-
oping systems interventions. I believe that you will find there is great potential in
using the PRO system. They are available to do this kind of work in every state
without creating a new infrastructure—this would provide consistency and save val-
uable resources.

Thank you for your consideration of these important issues. I look forward to
working with you on these and other concerns regarding medical errors in the fu-
ture.

Sincerely,
BRIAN W. LINDBERG

PREPARED STATEMENT OF HON. CONSTANCE A. MORELLA, A REPRESENTATIVE IN
CONGRESS FROM THE STATE OF MARYLAND

Mr. Chairman and members of the Subcommittee, thank you for the opportunity
to appear before you to heed the call for Congressional leadership in response to the
recent report that as many as 98,000 Americans die unnecessarily every year from
medical mistakes made by physicians, pharmacists and other health care profes-
sionals.

Before I read the November 29, 1999 report from the Institute of Medicine (IOM),
I knew that the human cost of medical errors was high. However, I was surprised
to read that medical errors kill between 44,000 and 98,000 people in U.S. hospitals
each year. The IOM report estimates that the financial costs of these preventable
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errors are between $17 billion and $29 billion each year. Medical errors afflict pa-
tients in a variety of health care settings, including hospitals, day-surgery and out-
patient clinics, retail pharmacies, nursing homes, and even in home care. The mag-
nitude of this loss of life is staggering because these numbers mean more people
die from avoidable medical mistakes each year than from highway accidents, breast
cancer, or AIDS. Yet while other areas of the U.S. economy have coordinated safety
programs that collect and analyze accident trends, including those that track nu-
clear reactor accidents, highway crashes and airline disasters, there is no central-
ized system for keeping tabs on medical errors and using that information to pre-
vent future mistakes.

According to the IOM report, the majority of medical errors do not result from
individual recklessness, but from basic flaws in the way the health system is orga-
nized. For example, stocking patient-care units in hospitals with certain full-
strength drugs—even though they are toxic unless diluted—has resulted in deadly
mistakes. Also, illegible writing in medical records has resulted in the administra-
tion of a drug for which the patient has a known allergy. A May, 1999 report from
the U.S. Pharmacopeia (a copy of which is attached) found that confusion over simi-
larly named drugs, such as “Cefuroxime” versus “Cefotaxime,” accounts for approxi-
mately one-quarter of all reports to the USP Medication Errors Reporting Program.

In addition to the preceding examples, other concerns stem from the increasing
complexity of numerous health care specialists where, when a patient is treated by
several practitioners, they often do not have complete information about the medi-
cines prescribed by other practitioners or the patient’s illnesses unrelated to the spe-
cific concern that practitioner is addressing.

Before the technological advances we’ve benefitted from over the past decades, sci-
entific knowledge moved forward through the concept of “trial and error.” Unfortu-
nately, expecting each of the thousands of Americans hospitals to continue to rely
on trial and error to improve patient care is not an acceptable solution when it
comes to protecting the quality of human life. Mr. Chairman, we have the tech-
nology before us to remedy the lack of coordination resulting from our rapidly evolv-
ing health care system and to stop putting patients at risk as mistakes are repeated
because one practitioner cannot learn from the mistakes of another.

One solution specifically suggested in the IOM report is the increased utilization
of the voluntary reporting system called MedMARx. MedMARx is maintained by the
U.S. Pharmacopoeia (USP), a not-for-profit, volunteer-based, private organization lo-
cated in my district in Rockville, Maryland. The mission of the USP is to promote
the public health by establishing and disseminating officially recognized standards
of quality and authoritative information for the use of medicines and other health
care technologies by health professionals, patients, and consumers.

The MedMARx program, launched in August 1998, is a national Internet-based,
anonymous database designed to help prevent and reduce medication efforts in hos-
pitals. MedMARx is based upon the premise that the sharing of field experiences
and concerns among health care professionals is important to reducing medication
errors and providing safer, better quality health care. MedMARx allows hospitals
to anonymously report, track, and monitor their medication errors, and to identify
trends and pinpoint problem areas. Users also can learn from the experiences of
other hospitals. By using MedMARx, hospitals throughout the United States can
learn from other hospitals and their experiences with proactive risk assessment and
product processes. This revolutionary method of risk avoidance improves patient
safety and the quality of patient care, while reducing the substantial financial and
emotional costs associated with medication errors.

MedMARx now boasts 100 hospitals throughout the United States as participants,
making it the first national program to help hospitals prevent medication errors.
However, in order to make this system more successful, and with the encourage-
ment of Dianne Cousins, R.Ph., Vice President for USP, I will soon introduce legisla-
tion to encourage the growth of MedMARx by giving hospitals and health care pro-
fessionals the incentive to voluntarily report problems encountered during clinical
practice. According to USP, it is “clear that a significant obstacle to the full imple-
mentation of any national medication error reporting program is the lack of disclo-
sure of the reports in civil litigation and regulatory investigation.” Therefore, my
legislation will protect the confidentiality of MedMARx data on medical mistakes
where the information is collected and analyzed solely for the purpose of improving
safety and quality. The information covered by my legislation shall not be subject
to subpoena or discovery in any administrative or civil proceeding, provided, how-
ever, that these materials are kept confidential. Further, the protection afforded by
my legislation will not extend to the underlying fact that an error occurred, which
would be otherwise discoverable by traditional means. Without the protection af-
forded by this simple but important legislation, hospitals and health care profes-
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sionals fear that information reported to MedMARx might ultimately be subpoenaed
and used in lawsuits against them, thereby discouraging their participation in
MedMARx.

I am committed to working with my colleagues in Congress to promote the wide-
spread use of MedMARx and allow the USP to build a comprehensive Internet-
based information database to provide feedback to reporting professionals, product
manufacturers, and regulatory agencies. Working together, Congress can ensure the
success of MedMARx and begin improving patient safety and the quality of patient
care, and as a result, reduce the substantial financial and emotional costs associated
with medication errors.
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Use Caution—Avoid Confusion

C onfusion over the similarity of drug names, either written or packaging or labeling, and incorrect selection of a similar name
spoken, accounts for approximately one-quarter of ali reports o from a computerized product list.

the USP Medication Errors Reporting (MER) Program. This issue Below is a list of similar drug names reported to the USP MER
involves confusion between similar brand names, between similar Program. Remember that these names may not sound alike as you
generic names, and between similar brand and generic names. read them or look alike in print, but when handwritten or

Such confusion is compounded by illegible handwriting, incomplete  communicated verbally, these names have caused or could cause a
knowledge of drug names, newly available products, similar mix-up. (Brand names are italicized)

. Accutane

.. Ansand
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Statement of the Health Care Liability Alliance
before
the Joint Hearing of the House Commerce Committee, Health and Environment
Subcommiitee, Oversight and Investigations Subcommittee and House Veterans® Affairs
Committee Health Subcommittee
“ Medical Errors”
February 9, 2000

The Health Care Liability Alliance (HCLA) is a coalition of more than 30
organizations committed to reform of the health care litigation system to enhance its
faimess, timeliness, and cost-effectiveness. HCLA's members are organizations and
associations of physicians, hospitals, blood banks, health device manufacturers, health
care insurers, pharmaceutical manufacturers, and biotechnology companies.

HCLA applauds the Chairman’s timely leadership in connection with the issue of
patient safety. We appreciate the opportunity to submit our views regarding the report of
the Institute of Medicine (IOM) entitled “To Err is Human: Building a Safer Health
System.” We look forward to working with the Chairman, members of the Committee,
and their staff as Congress debates this important issue.

Because of its concem for the effect the tort system has on the quality of care,
HCLA welcomes the IOM Report. The Report makes a significant contribution by
recognizing that the tort system is a major barrier to improving the quality of care. That
underlying conclusion provides the basis for meaningful tort reforms.

INTRODUCTION

The tort system as it now operates in this country increases health care costs by
forcing providers to practice defensive medicine and by imposing inordinate litigation
costs on the health care system. These costs are bome by patients, people with insurance,
people who are trying to buy insurance, people who need care, and taxpayers—-through
higher health care costs, higher insurance premiums, higher taxes, and reduced access to
care.

The tort system does not provide benefits that justify these costs. It does not carry
out its intended functions. It does not establish a rational standard of care. Findings of
liability, made in court with hindsight and with the benefit of leisurely contemplation that
rarely are possible in the actual delivery of care, often do not ‘provide an accurate
standard of medical conduct. As one expert on the tort system has summarized this
situation, “The fundamental problem of tort liability, especially in the areas of products
liability and medical malpractice, stems from the unpredictability of its imposition.”

This retroactive, case-by-case, and arbitrary standard making has caused doctors
to practice defensive medicine— to order medical procedures out of a perceived need to
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have a defense available if there should be an adverse event. Cesarean delivery rates
provide one example. Because juries awarded large recoveries for birth injuries where
obstetricians did not perform a Cesarean section, doctors have performed them more
often than they otherwise would have. Cesarean rates rose from 4.5 per 100 births in
1965 to 24.1 in 1986.

The essentially unlimited power of juries to award non-econoruic damages results
in verdicts that are not just and that when publicized whet the appetite of trial lawyers and
traumatize providers. In many cases, (enough to engender disdain for the litigation
system and fear on the part of the provider), there is no logical or medical connection
between the provider’s action and liability or between the injury and the amount of
damages awarded.

The Harvard Study of hospital care in New York itself demonstrated that the
filing of claims was not correlated to negligence.® In a follow-on study of claims of
malpractice filed by patients in the Study, several of the authors concluded that “the
severity of the patient’s disability, not the occurrence of an adverse event or an adverse
event due to negligence, was predictive of payment to the plaintiff. ™ In other words, the
amount patients recovered through the tort system was a function of their health
condition, not any negligence by the health care system. The authors concluded more
generally, therefore, that “the standard of medical negligence performs poorly in
malpractice litigation.”

The tort system thus presents a provider with the random risk of catastrophic
financial injury. This causes some providers to quit practice and others to limit their
practice, reducing patients’ access to care, particularly in inner-city and rural areas. Most
of those who continue to practice are forced to engage in defensive medicine. This
resuits in more medical interventions for patients, as the increased rate of Cesarean
deliveries demonstrates, thereby adding costs and putting patients at greater risk. It is
estimated that defensive medicine costs at least $50 billion per year.’

At the same time, the litigation system does not provide fair and timely
compensation for injured patients. They must wait on average 3 1/2 years for resolution
of their claims by the litigation system. If they prevail, they typically must give 33-60%
of any recovery to their lawyers in contingency fees. Only 28 percent of the amount
spent to provide insurance coverage actually goes to victims; the rest is spent in
transaction costs and in operating the tort litigation system.” The tort system imposes a
72% tax on patients and providers.

Because of the threatening and contentious climate it creates, the litigation
system, rather than protecting patients, is actually impeding efforts to improve the quality
of care. It makes it difficult for providers to acknowledge mistakes. It deters open
discussion of possible errors. And it discourages providers from filing reports, seeking
assistance, and collaborating with other providers and experts to improve quality.
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The money spent on defensive medicine and litigation expenses could be better
used to improve the quality of care and access to it. The energy and focus that the
present system channels into litigation-related and litigation-induced actions should be
redirected into developing better quality control systems and innovative ways of
delivering care.

INSTITUTE OF MEDICINE REPORT

With one exception, the IOM Report avoids inflated rhetoric. The exception is its
statement that as many as 98,000 people may die annually because of medical error. This
figure is extrapolated in ways that are not explained from 71 deaths that the Harvard
Study of the medical records of 31,429 patients discharged from 51 New York hospitals
in 1984 said were attributable to negligence.? This extrapolation has no scientific basis, as
the authors of the Study themselves have recognized.9

The Harvard Study, moreover, suffered from methodological flaws, and its
results have not been duplicated. The reviewers who determined which records reflected
negligence agreed in only 10% of the cases. In an effort to confirm findings that rest on
this shaky foundation, a second set of reviewers examined a subset of 318 of the records.
Apparently they did not reach the same conclusions on individual records that were
attributed to the primary set of reviewers. '

The authors of the Harvard Study also applied their methodology to patients in
Colorado and Utah hospitals in 1992. Extrapolating the results of this study, the authors
concluded that 44,000 deaths were caused nationwide by medical error. The IOM Report
finds this, and the unexplained figure of 98,000 deaths, to represent a range.“ The more
recent study, however, could equally be seen as an indication that health care improved in
the 8 years after the New York study, that better care is provided in Colorado and Utah,
or, since the results of the Harvard Study could not be duplicated, that the parameters of
the Study are vague and the methodology is flawed.

It is not our purpose here to discuss the weaknesses of the Harvard Study or the
exaggerated extrapolations that have been made from it. Patient safety and quality care
should not be a numbers game. We should, as a health care system and as a society,
endeavor to eliminate avoidable injuries. In doing so we must remember, as the Harvard
Study reminds us,'? medical intervention is inherently risky and is provided by people.
People are only human, and the title chosen for the IOM report reflects the reality this
presents; “To Err is Human.” Because we are dealing with medical intervention by
human beings, we must focus on what we can do together to reduce the number of
unnecessary injuries suffered during the delivery of health care services.

The IOM Report makes a vital contribution to this effort by its recognition and
discussion of the three interrelated factors that now impede efforts to improve patient
safety.
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First, it emphasizes that the problem is not “bad apples,”"” although there are
some “bad people™ and they must be weeded out. Mistakes are often caused, or are not
prevented, by system (both technical and organizational) failures. As the Report
suggests, because providers are only human, they need systems to help them avoid
mistakes; but we cannot let reliance on systems dull the special intelligence that humans
posses or lull them into lethargic complacency.

The focus must be on developing systems that avoid future mistakes and not on
attempting to pin blame for past conduct on an individual. This important observation
leads the Report to balance public policy in favor of error prevention and away from
faultfinding: “When an error occurs, blaming an individual does little to make the system
safer and prevent someone else from committing the same error.”™* “Although a punitive
response may be appropriate in some cases (¢.g., deliberate malfeasance), it is not an
effective way to prevent recurrence.”>

Secondly, the Report emphasizes the need to report information about adverse
events or potential adverse events in order to identify patterns of conduct that threaten
safety and to assess the success of corrective actions. It correctly recognizes that
reporting is essential to the primary goal of prevention. The Report provides a
comprehensive summary of the numerous and varied reporting systems that are currently
in effect.

Thirdly, and most importantly, the Report recognizes that there is a critical and
commeon element or impediment that prevents all the reporting systems, regardless of
how they are structured, from collecting the information they need. That impediment is
the tort system.

Participants and witnesses to an adverse event are reluctant to report it (even if
required by law to do so) out of fear that doing so will trigger or support a tort claim.
The irrationality of the litigation system and the randomness of its results trigger a
defensive reaction. Fear of being enmeshed in that system, even if one is ultimately
found riot to be liable, deters reporting. :

As the Report concludes, “Patient safety is also hindered through the liability
system and the threat of malpractice, which discourages the disclosure of errors. The
discoverability of data under legal proceedings encourages silence about errors
committed or observed.”'$

As a result, it finds “All reporting systems, whether mandatory or voluntary, are
perceived to suffer from underreporting. Indeed, some experts assert that all reporting is
fundamentally voluntary since even mandated reporting can be avoided....The voiume of
reporting is influenced by more factors than simply whether reporting is mandatory or
voluntary. ...One factor is related to confidentiality.””” “Thus,” the Report concludes,
“the prominence of litigation can be a substantial deterrent to the development and
maintenance of the reporting systems discussed in this report.””'®
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It is refreshing that the IOM Report recognizes this problem. It is important to
the debate that it does so. The tort system impedes efforts to improve health care by
deterring the reporting of data needed to make improvements in the health care system.
Recognition of this fact by The IOM should provide the needed impetus for addressing
this basic problem.

As the Report recognizes, the tort system deters reporting even where
confidentiality is promised. There is concern that confidential data will leak. There is
also fear that what is confidential today may not be protected tomorrow. The Report cites
the powerful example of the continuing political pressure to “open up” the National
Practitioner Data Bank.'® Providers are concerned that the constant political pressure
eventually will be successful, leading to a breach not only of a particular data source but
also inserting the opening wedge for a more general release.

Confidentiality of adverse event reports, therefore, is necessary to develop an
effective reporting system that will permit identification of safety problems and permit
assessment of remedial actions. But there is on-going concern that even confidential
reports will be fed into the litigation system—by leaks or by surrender to political
pressure to remove the confidentiality protection. Confidentiality of reports is necessary
to improve reporting, but it is not sufficient. The tort system also must be reformed.

TWO REFORMS THAT ARE NEEDED

The findings of the IOM Report, therefore, confirm the need for a combination of
two reforms: confidential protection for adverse event reports and a reformed tort system.

Confidential reporting

It is important that Congress act on the findings of the Report by protecting the
confidentiality of reports made of adverse events or of problems that could lead to
adverse events.

The Report in several places emphasizes the need for reporting to be confidential.
It appears, in fact, to call for Federal legislation to protect confidentiality of all reports
although it also makes an inconsistent recommendation that would deny confidentiality to
reports of adverse events leading to serious injury. The Report recommends Federal
legislation to “extend peer review protections to data related to patient safety and quality
improvement that are collected and analyzed by health care organizations for internal use
or shared with others solely for purposes of improving safety and quality.”?°

As the Report’s discussion of peer review protection reflects, the nature and the
scope of the current protection varies widely from state to state.?! Not only does the scope
of the protection afforded by each state differ greatly, but in some instances the sharing of
peer review materials with third parties engaged in health care quality efforts, such as
The Joint Commission on Accreditation of Healthcare Organizations (JCAHO), has been
held to waive any confidentiality protection.”? Moreover, the efficacy of these state
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protections is further undermined by uncertainty surrounding the application of the peer
review privilege should the parties be drawn into federal court. This occurs, for instance,
in actions brought under a Federal statute with related medical malpractice claims under
state law (i.e., pendent state claims).

As the Report recognizes, health care providers must have confidence that the
peer review privilege will be applied with consistency and predictability if they are to
come forward with information regarding medical errors.”® The discussion in the Report
focuses on immunity and protection of peer review materials and deliberations from
discovery. In urging that the protection be expanded, the Report at a minimum
recommends that quality and safety information derived from reports or from
investigation (the main areas now protected in different ways by peer review statutes) be
protected from use in litigation and from public dissemination, The information derived
through the peer review process may involve the “most serious adverse events”; thus this
recommendation calls for the appropriate confidential treatment of such information.

However, the Report also says that such information should be available for
public consumption and that only reports of events other than the “most serious adverse
events” should have confidentiality protection.® We discuss this misplaced, and
internally inconsistent, position below. The important fact is that the Report finds that
confidentiality is necessary for effective reporting and patient safety improvements and
recommends in, at least one place, across-the-board confidentiality.

Tort reform

Even where confidentiality would be provided, but particularly where it would
not, reporting and improvements in the health care system quality can best be advanced
by reforming the tort system to protect providers from random and excessive judgments,
HCLA urges Congress to enact the tort reforms embodied in its proposed legislation
which is modeled on the MICRA reforms enacted in California in 1975.

These reforms would preserve the ability of injured patients to obtain
compensation for their economic injury and to recover reasonable non-economic
damages. They would: 1) encourage non-judicial resolution of claims and ensure that
piantiffs’ lawyers did not capture an excessive contingency fee from their clients; 2)
prevent plaintiffs from obtaining double recovery (collateral source rule); 3) limit non-
economic damages to a reasonable amount ($250,000); 4) require plaintiffs to bring any
action in a reasonable time after the injury occurs or is recognized (statute of limitations
and statute of repose); 5) protect any particular defendant from paying a larger percentage
of any recovery than is warranted by his/her conduct (joint and several liability).

Passage of these measures will restore a measure of balance to the tort system,
give providers more faith in the system, and therefore facilitate reporting—which
ultimately will result in greater patient safety.
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As the IOM Report recognizes, patient safety is not adequately served by the
present system. If the tort system in its current state were adequately protecting patient
safety, the Report would not have been necessary. The tort system is not only not the
answer; it is the barrier to the enhanced quality systems that the Report correctly finds are
the best way to improve safety. The underlying, if unarticulated, theme of the Report,
therefore is that tort reform is necessary to improve the quality of health care in this

country.
ACTIONS THAT SHOULD NOT BE TAKEN

The Report correctly concludes that the barrier to systems improvements in health
care is not the lack of reporting mechanisms but the tort-induced reluctance of
participants to provide data through the existing avenues. There is no indication that
there are not enough reporting requirements. The Report describes them
comprehensively. The need is to make the changes necessary to encourage more
reporting, and for the agencies and institutions to which reports are made to analyze the
information and act on them more vigorously.

HCLA questions, therefore, whether any purpose would be served by adding new
reporting requirements or creating new agencies to collect or coordinate reports. In fact,
adding new reporting requirements would only distract attention from the need to make
the essential tort changes to support the existing reporting requirements.

No new reporting requirements without confidentiality

While recognizing that the barrier to existing reporting requirements is a lack of
confidentiality and fear of the tort system, the Report does not address this barrier, except
in its recommendation that peer review protections be expanded.

Instead it recommends that mandatory reporting of serious adverse events be
expanded by federal statute, without corresponding confidentiality protection. Indeed,
while it offers a gesture toward the states’ role, it would make mandatory reporting a
federal requirement in any state that did not on its own come to the conclusion that
mandatory reporting is needed.”> Although The Report recognizes that the absence of
confidentiality is impeding compliance with existing reporting requirements, it would
make mandatory reporting a national requirement while providing no confidentiality
protection.

The Report would permit confidentiality protection only for voluntary reporting
of events that are not serious—where it is least useful. If an event results in little or no
harm, there may be less concern about tort litigation. The Report offers confidentiality
protection here, where it is worth less, but would deny it in the serious cases, where it is
important to elicit reporting. Recommending confidentiality for voluntary reports is not a
sufficient response to the problem identified by the Report itself—that lack of
confidentiality deters reporting.
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Drawing a line, moreover, on when reporting is required and when it is
confidential on the basis of whether the action resulted in “serious™ harm will bog down
the health care system in line-drawing and hair-splitting. What is serious harm? Who
defines it? Suppose the event could have had a serious harm if it had not been caught?
How long is serious? Is an extra day in a hospital serious? Is a false positive that leads to
patient concern serious? Suppose the patient was not able to understand the test result; is
a false positive serious in that case?™

Rather than trying to impose reporting by regulation and mandates, and varying
the protection for different types of reports, Congress should provide protection for all
safety and quality reports, and for consideration of them. This is the best way to advance
patient safety efforts.

No centralization of safety efforts

It would be both unnecessary and harmful to create the new Federal Center
proposed in the IOM Report. The Report envisages various roles for this new Center.
HCLA believes these are unnecessary and would actually detract from efforts to improve
patient safety.

The Report sees a need for the Center to establish a “national focus to create
leadership, research, tools, and protocols to enhance the knowledge base about safety.
The premise that only the creation of a government Center can create 2 national focus and
provide leadership is disturbing.

»27

As the Report indicates, efforts to enhance patient safety are being undertaken in
different ways by a variety of individuals and institutions: insurers, manufacturers,
providers, academic institutions, trade associations, etc. It may look messy and confused,
but the pursuit of knowledge often is, particularly in an area as complex and varied as the
design and manufacture of health care products and the delivery of health care.

Commissions, meetings, and public awareness can all contribute to a national
focus. So can efforts by political leaders, if conducted without demagogy and finger
pointing. A new Center is not necessary to do this. This proposal is really symbolic;
concern would be demonstrated by creating a new Center and spending more money.

An approach based on centrally developing and collecting safety-related data
could in fact impair safety research and promotion of safety activitics. A centralized
agency for safety research could well become hitched to a particular view or approach,
subordinating all others. It is more effective for different people to try different
approaches.

Creating a “highly visible [governmental] center” is likely not only to diminish
the diversity of research and views but to politicize patient safety. Once thereisa
“highly visible” government agency tasked to provide leadership and develop research
and recommendations, every interest group will descend on it in an effort to gets its
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agenda adopted. Congress will inevitably be drawn in. It would be far more effective, if
more research is needed, to provide funding to a variety of researchers on a scientific,
non-political basis.

The Report also has another role in mind for the new Federal safety Center. It
would not be limited to research. It would receive and analyze reports (from the states)--
apparently the mandatory reports of “serious adverse events” discussed above. The
Center would become a national data bank for at least some kinds of reports. But it is
unclear how the information would be used and who would have access to it. The Center
apparently would “identify persistent safety issues that require more intenisive analysis
and/or a broader-based response.”?® Tn other words, it would use the data to do more
studying. But would the agency act on the information? To whom would it give its
findings?

What is needed is not central collection of information, nor more analysis and
dissemination. Needed information should be given to those in a position, and with the
most powerful incentive, to use it to improve patient safety, Instead of funneling data
through a centralized, and possibly politicized, government agency, the focus should be
on doing what is necessary to get the information to those who will actually use it to
improve patient safety.

Hospitals need more information about errors that are made there. Licensing
boards need more information about their licensees. It is far simpler, and more effective,
to inform a device manufacturer that the labeling is confusing than to report this to
Washington. With this information, manufacturers, providers, and insurers would have
the greatest incentive and the best ability to use it to improve safety.

Instead of creating a centralized, nation-wide, government-led reporting system,
we should focus on doing what is necessary to get more information to the people on the
front lines of health care quality.

Compliance will be enhanced if reporters know they are reporting to an entity that
will use the information effectively. A nurse is far more likely to report an error to her
nursing supervisor or to report a problem with a device to its manufacturer than to file a
form destined for a distant Federal bureaucracy. Health care providers are the people
who are most concerned with quality of care and patient safety. They are more
personally and directly concerned than is a distant govemment bureau. They strongly
want to avoid adverse events. They want to provide good care.

There is another practical factor that must be considered. Providers function
under conditions of considerable stress. They are quite astute in distinguishing between
what is real and what is more government make-work. They are more likely to report
when they believe it will do good (particularly if they have protections of confidentiality)
than where they are told to fill out another government-imposed form that seems to bear
little or no relation to their real world—patient care.
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Providers, manufactures, suppliers, employers who sponsor health plans, and
insurers, deal with each other and with various licensing and quality institutions on an on-
going basis. They should be encouraged to report potential or existing problems and
discuss improvements among themselves. This can best be achieved by protection of
confidentiality for reports and discussions, and by reform of the tort system.
Requirements that they file reports with a state agency for forwarding to Washington,
D.C., will not encourage reporting or enhance collaborative efforts to improve the quality
of care.

CONCLUSION

The IOM Report documents the obstacles to greater patient safety efforts: the
difficulties in securing more reporting that result from the lack of confidentiality and the
shadow cast by the litigation system. But rather than addressing these problems, it
recommends more reporting (but without confidentiality) and centralizing the reporting
system.

The problem, however, is not a lack of centralized reporting; it is the barriers to
reporting and to safety-improvement measures posed by the tort system.

The problem is not a lack of reporting mechanisms, but a lack of assured
confidentiality and fear on the part of the people who would report that they will be
enmeshed in the litigation system.

The primary need is not more data and more studies; it is for those in the field
attempting to improve patient safety to have confidence that cooperating in safety-
improvement measures will not result in involvement in burdensome tort litigation.

The fears induced by the tort system cannot be resolved by expanding the already
unsuccessful requirements to report. The problems of the tort system itself must be
addressed.

The solution should not be centralized or governmental; it should be private and -
dispersed. Medical errors, when they occur, happen at the local level, and local solutions
are best crafted to solve local problems.

The quality of health care, consequently, can best be improved by reforming the
tort system to: 1) reduce the number of lawsuits, 2) make the system more fair and
efficient, and 3) reduce its costs. Reforms in this direction would lessen the pressures to
practice defensive medicine, lower health care costs, and increase access to care. At the
same time, a fairer and less random tort system, and assurances of confidentiality, would
reduce the barriers to reporting and erthance the ability of the field to identify problems
and to make corrections.

10
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