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Medical Errors
Blamed for

Many Deaths
As Many as 98,000 a Year
In U.S. Lmked to Mistakes

By Rick WEiss
Washington Post Staff Writer l

As many as 98,000 Americans die unnecessarily ev-
ery year from medical mistakes made by physicians,
pharmacists and other health care professionals, ac-
cording to an independent report released yesterday
that calls -for a major overhaul of how the nation ad-
dresses medical errors.

More Americans die from medical mistakes than
from breast cancer, highway accidents or AIDS, accord-
ing to the report from the Institute of Medicine, an arm
of the National Academy of Sciences. That costs the na:
tion almost $9 billion a year, the congressxona]]y char
tered research group concluded.

Yet while other areas of the U.S. economy have coor-
dinated safety programs that collect and analyze acci-
dent trends, including those that track nuclear reactor
accidents, highway crashes and airline disasters, there
is no centralized system for keeping tabs on medical er-

* rors and using that information to prevent future mis-
takes.

If such a system were put in place, the report pre-
dicts, the number of deaths from medical mistakes
could be cut in half within five years.

“These stunningly high rates of medical errors, re-
sulting in deaths, permanent disability and unnecessary
suffering, are simply unacceptable in a medical system
that promises first to ‘do no harm,’” said William C.
Richardson, president of the W.K. Kellogg Foundation
and chairman of the expert committee that compiled
the blunt, 223-page report.  ~

Several medical and public pohcy orgamzatlons have
addressed the issue of medical errors since the widely
reported death of Boston Globe health columnist Betsy
Lehman, who died from a chemotherapy overdose in
1995. But experts said the prestige of the National
Academy of Sciences, and in particular its specific pro-
posal to create a federal office to oversee medical acci-

. dent trends and devise strategies for prevention, could
spur real change.

“There’s not a controversy here,” said David Eddy, a
senior adviser to the Pasadena-based heaith mainte-

nance organization Kaiser Perma-
nente Southern California and an
expert in evidence-based medicine.
“It's an ideal opportunity to in-
crease quality and decrease costs.”
Medical errors can range from a

simple miscommunication about a

drug’s name during a telephone call
between a doctor and a nurse to the
erroneous programming of a com-
plex medical device at the end of a
busy hospital night shift. They in-
clude wrong diagnoses from misla-
beled blood tubes, mistaken treat-

ments because of poorly labeled :

drugs, improper dosing because of
faulty calculations and a simple fack
of communication as a patient gets
passed from one provider to the
next.

To address the wide range of

problems, the report calls for man-
datory federal reporting require-

-ments for serious medical acci-

dents. And it calls upon Congress to
create and fund a national patient
safety center within the Depart-
ment of Health and Human Servic-
es, which would be charged with
developing better systems for track-
ing and preventing patient injuries.
The report also suggests that mi-
nor medical errors that have not re-
sulted in serious injuries or death
be collected in a confidential data-
base, not available for public re-
view. The hope is that by reducing
health care providers' legal expo-
sure and the risk of lawsuits, doc-
tors, hospitals and others may be
more open about their errors, and
thus give the nation a chance to
learn from their mistakes. :
“Safety is a cultural matter, and

unless you create a cultural environ- ;

ment in which it becomes safe to
talk about errors and near misses,
you can’t get to work on the root
causes of error,” said Donald M.
Berwick, a Harvard professor of
health care policy and president of
the Institute for Healthcare Im-
provement, a not-for-profit educa-
tional and research organization,
who was one of 19 experts who
worked on the report. .

“You can't use fear or blaming of
individuals as a foundation for safe-
ty improvement,” Berwick said.
“We want to set up an environment
where more errors will be re-
vealed.”

The report concludes that most
errors are not the result of flagrant
recklessness but occur because of
the cumulative opportunities for
human error that arise in today's

complex medical system. Most are
medication errors, Berwick said.
“People get the wrong drug or the
wrong dose or they get it at the
wrong time or it's given to the
wrong patient.”

Part of the problem is that many
new drugs have similar names,
which are easily confused when or-
ders are given by voice or are hand-
written.

“Physician handwriting has tra- *
ditionally not been something that
has been looked upon highly by cal-
ligraphers,” said Peter Honig, depu-
ty director of the Food and Drug
Administration’s office of postmar-
keting drug risk ‘assessment, the
federal unit responsible for tracking
medication errors. -

Within the past year, Honig said,
the FDA has created a “medical er-
rors group” with the explicit job of

preventing medication errors. The
team reviews new package designs
and proposed names for new drugs
to make sure they are not too simi-
lar to existing ones. In some cases,
companies are also addressing the
problem, Honig said. Recent ads in
medical journals from the makers of

" the arthritis drug Celebrex, for ex-

—— .
—-

ample, warn doctors not to confuse
their product with the anti-seizure
drug Cerebyx or the antidepressant
Celexa.

Most serious mistakes occur in -
busy settings such as emergency
rooms and intensive care units, ac-
cording to the report. In some cases
they occur because medicines are
kept in stock at concentrations

known to be toxic, when they prob-

ably should be stored in the diluted
forms in which they are intended to
be given.

The Washington Post

Tuespay, Novemser 30, 1999




Bradley: U.S. Spread Too Thin

Candidate Calls for Fewer Interventions and More Alliances

By Mike ALLEN A\
Washington Post Staff Wnier

MEDFORD, Mass., Nov. 29—
Bill Bradley called today for the
-United States to reduce its unilat-
eral overseas interventions and in-
stead work with the United Na-
tions and other international
organizations to build security in a
world that lacks the Cold War's
predictability.

“We cannot give an open-ended
"humanitarian commitment to the
world,” Bradley said, charting his
foreign policy in a discussion with
Tufts University students. “The
United States has been spread very
thin over a wide territory in the

world and has not had the impact
that we seek to have in places that
we do get involved.”

Bradley contended that America

has neither the resources nor the

wisdom to soothe every hot spot.
“The key is to get multilateral ef-
forts to intervene earlier, before
things reach the point where only
there is a military option,” he said.
“That requires partners in the
world to do this, alliances with in-
ternational organizations.”

In a rebuke to Vice President
Gore, his rival for the Democratic
presidential nomination, Bradley
also said that the United States
had “missed a real opportunity” in
responding to overtures-from Rus--

sian leaders in the years since the
fall of communism. He said the
Clinton administration focused too
much on encouraging Russia to
adopt domestic economic reforms,
instead of pushing for deep reduc-
tions in nuclear arms and other
' weapons.

Though carefully measured,
Bradley’s comments placed him
firmly to the left of Gore and other
presidential candidates on foreign

policy issues. While Republican ' - &%

frontrunner George W, Bush and
other GOP candidates have also
criticized the Clinton administra-

tion's foreign interventions, Brad- :

Nations and other international
organizations.

Bradley’s call for more exten-
sive and far-reaching negotiations’
with Russia on arms control and
other issues is also distinctive. He

said today he would work to ne-:

the START 11 treaty reducing nu-
clear warheads has never been
ratified by the Russian parlia-

ment. “I am in favor of moving be--
yond START II, even in the ab-

sence of ratification by Russia, to
negotiations on START II,” he
said, giving a goal of reducing
arms stocks to 1,000 to 2,000
warheads for each side..

Bradley opposes the immedi-
ate deployment of a national mis-
sile defense, a step that would re-
quire renegotiating or breaking

_the antiballistic missile treaty
.with Russia. He favors ongoing
research but is concerned about
the diplomatic consequences of
deployment. Gore has said he
wants to negotiate with Russia
about the deployment of the sys-
tem while Bush has said he would
build it even over Russian ob-
jections.

Bradley endorsed an open

" World trading system, but said
_‘the- World Trade Organization
sshould give labor organizations
and -environmentalists a role in
-shaping the rules of international
commerce, allow such groups to

" file “friend-of-thecourt” briefs in |

" trade disputes and let such orga-
. mizations participate in subcom-
" mittees within the WTO.

. - But the former senator’s most
»striking comments concerned
~US. interventions abroad, an ar-

*gq where the Clinton administra-- -

has built a long and contro-

b o
», tion 1
. WpiYial record with missions in

clear and friends were obvious.
“The choices are no longer so
stark,” he said.

Bradley said he would work to
restore one mindset of the Cold
War, when “men and women of
goodwill in both parties joined to-
gether to do what was in Amer-
ica's best interest.”

"“There was an old saying that
political division stopped at the
water's edge,” he said. “Sadly,
that consensus has vanished. For-
eign policy has become more of a
political football, or is made to
score domestic political points. I

deplore that. One of the things

_that 1 will try to restore if I be-

[\. laiti, Bosnia, Kosovo and else- -

+ 'where. Robert Kagan, a specialist
" in foreign policy at the Carnegie
;-Bndowment for International
.- Peace, said Bradley “wants to
t~irap  overseas
tJataind Al Gore's neck in the

fzgneway that Republicans in =
. Congress have wanted to wrap it

. a;pund President Clinton’s ieck.”
Qi ing at -the - Fletcher
: ‘StHool of Law and Diplomacy,
¥, which was founded in the midst

' ofthe Great Depression in an ef--
.~ fort to boost internationalismat a
. tiipe of isolationism, Bradley de- |
ley differs from them in calling for ;- 8trfbed “a disturbing paradox, .
greater reliance on the United ;v.'where we're more powerful than
" ever before, but we're also more :
vulnerable to a variety of threats.” :

" “The great risk of nuclear holo-

K2

intervention -

- catist with the Soviet Union has
* peceded,” he said. “But therearea -

‘qyultitude of smaller threats—
¥pm troublemaking - dictator-

gotiate a new missile-reduction "+khips like Iraq, to poorly safe-

treaty with Moscow, even though ™~ guarded nuclear warheads in Rus-

-sid,to the increasingly dangerous

- " gituation on the Korean peninsula

to transnational terrorists.”

" . Bradley declared that “in this

.new world, the next president has
an even heavier burden, which is
" to'try to create a comprehensive
framework for peace and security
and prosperity.” He said the Unit-
ed States must work through in-
ternational institutions to “help
mold this international system.”
He said that too many United
States policies, and even its mil-
itary strategy, are remnants from
those days when enemies were

come president of the United
States is a bipartisan foreign pol-
icy consensus.” )
Drawing an implicit contrast
with Bush, Bradley said he was
comfortable with international af-
fairs and had needed no crash
course. “I've been thinking and
speaking and writing about for-
eign policy for more than 20
years,” he said.
" Bradley had planned to give a
formal foreign policy address to-

day, but postponed that to an un-

determined time for reasons his
staff would not disclose. Instead
he simply outlined the framework

‘of his policy and then answered
..questions from the students, jok-

ing that he would move to the
next questioner if he didn’t know
the answer or thought the inquiry
was stupid. At one point, he said
that when he was 9 or 10 years
old, he had designed his own
bomb shelter, marking spaces for
a cot, his favorite books and his
basketball.

Walter Mead, senior fellow at
the Council on Foreign Relations.

said Bradley's approach distin-
guished him at a time when the
other candidates were promoting :
"“an aggressive style of national
leadership.” '
“Bradley is saying that United .
States influence in the worid is
greatest, and costs the least,
when the United States cooper-
ates with other leading powers,”
he said. _
However, Ted Galen Carpen-
ter, the Cato Institute’s vice presi-
dent for defense and foreign pol-
icy studies, said he saw “a:
fundamental contradiction” in the -
idea of a more robust United Na-
tions and a more passive United
States, given the country’s domi-
nance in that organization.

The Washington Post

Tuespay, NoveMBER 3o, 1999
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Draft 12/2/99 -
NEWS RELEASE .
FOR IMMEDIATE RELEASE i A |
Contact: Carol Schadelbauer, 202-626-2342 ,
cschadel@aha.org _ :
Alicia Mitchell, 202-626-2339
amitchel@aha.org |

AMERICAN HOSPITAL ASSOCIATION LAUNCHES
MEDICATION SAFETY CAMPAIGN

Partnering with the Institute for Safe Medication Practices
Washington (December 9, 1999) - In an effort to reduce medication errors in hospitals and
health systems the American Hospital Association (AHA) is initiating a medication safety
campaign that will help hospitals examine and improve their efforts toward medication error
reduction and prevention.

As part of the campaign, thé AHA will partner with the Institute for Safe Medication
Practices (ISMP), Huntingdon Valley, Pa. - a premier organization in the area of medication
error safeguards and reporting, The ISMP will help AHA brovide hospital leaders with a
checklist of successful practices for reducing errors that can be adopted in every hospital.
The checklist is formulated from the work of experts and organizations that have been
studying medication error, including ISMP, the Institute for Healthcare fmprovement, the
Massachusetts Coalition for the Prevention of Medical Errors, the National Coordinating
Council on Medication Reporting and Prevention, the National Patient Safety Partnership and
many others. ' '

“Our nation’s hospitals deliver the best health care in the world, but we also need to be the
best at providing that care with as little risk as possible,” said AHA President Dick
Davidson. “It is tragic when any patient’s safety is compromised, and it's our job to address
this, We're pleased to partner with the Institute for Safe Medication Practices to provide
leadership and technical expertise to hospitals.”
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The initiative w111 focus on medijcation errors, which make up the largest percentage of all

medical errors. The commitments of the campaign include:

o Sharing the successful practices list with every hospital and health system,

e Developing a “medication safety awareness test” for use by hospitals developed by ISMP
that surveys hospitals’ medication error prevention systems,

o 'Trackmg implementation by the hospital and health system field of the practices for
reducing and preventing errors on an ongoing basis.

»  Working with natjonal experts to develop 2 model medication error reporting process.

e Serving as a clearinghouse of information and resources for the hospital field on
medication error. |

“We are delighted to join the AHA on this medication safety effort because it will take
commitment from the leaders of hospitals and health systems to bring this issue the attention
it deserves,” said Michael Cohen, ISMP president. “ISMP already has a system in place that
quickly reports medication errors as they occur nationally. Many hospital pharmacists,
health care workers and analysts access it regularly. And we will be encouraging hospitals
who haven't tapped into this to do so.”

The Institute for Safe Medication Practices (ISMP) is a nonprofit organization that works
closely with healthcare practitioners and institutions, regulatory agencies, professional
organizations and the pharmaceutical industry to provide education about adverse drug events
- and their prevention, The Institute provides an independent review of medication errors that
have been voluntarily submitted by practitioners to a national Medication Errors Reporting
Program (MERP) operated by the United States Pharmacopeia (USP). Information from the
reports may be used by USP to impact on drug standards, All information derived from the
MERP is shared with the U.S, Food and Drug Administration ( FDA) and pharmaceutical

companies whose products are mentioned in the reports.
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The American Hospital Assdciation is a not-for-profit association of health care provider
organizations and individual that are committed to health improvement of their commuaities.
The AHA is the national advocate foi its members, which includes 5,000 hospitals, health
care systems, networks, and other providers of care, and 37,000 individuals. _ Founded in
1898, the AHA provides education for health are leaders and is a source of information on
health care issues and trends. For more information, visit the AHA web site at
www.aha.org.
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AHA Quality
Advisory

AHAS Quality Advisory, a scrvice 10 AHA members, will be praduced whenever there is a

significant development that gffects the fob you do in your community,

Improving Paticat Salety
by Reducing and Preventing Medication Irrors

Décember 6, 1999

|
|
To All AHA Members: E
|

Primum non nocere. Above all, Ido no harm, Healers have lived by this motto for thousands of
years. The minimum our pauents expect from us is safe and compassionate care when they enter
a hospital. And they deserve to get it.

But today, in the complex, high-flech world of medicine, our best intentions can have nunwanted
consequences. And those consequences are contributing to the public’s eroding confidence and
trust in the health care system. !

Following up on discussions with the AHA, Board of Trustees and Regional Policy Boards on
unprovmg hospitals’ accountabﬂ;ty to their communities, the AHA is developing an initiative to
help you improve patient safety Hy reducing and preventing medication errors. To provide
leadership and technical experhsq in this effort, we have formed a relationship with the Institute
for Safe Medication Practices (ISMP), a not-for-profit research and education organization
dedicated to reducing the incidence of medication error throughout the health system,

This is what you can expect from ’us in the coming months.

First, we will provide you with stﬁateglc and practical advice to reduce the potential for and
incidence of medication etror. Td j | jump start this initiative, we are attaching several successful
practice recommendations compﬂpd from respected sources.

Next, together thh ISMP, we are developmg a “Medication Safety Awareness Test” that will
help you assess your progress on 1mp1emenung recommendations in your hospital, and that will -
enable us to track and demonsu'ate your success at improving medication safety,.
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The recommendations that follow can greatly improve patient safety. The first set can be
implemented immediately; they focus on standardization and simplification of processes that will
likely reduce the potential for human error. The second set require changes to existing
organizational systems; they will likely require a longet-term implementation plan and may rely
on computerization of the physician order-entry and pharmacy dispensing processes.

Here are some ways to get started:

L

Organize a senior management team to review and discuss the attached recommendations.
This team could include the CEO, chief medical officer, chief operating officer, chief nurse
executive, director of pharmacy, risk manager, director of information systems, and others.
Some organizations also include patients on this team. Assess your organization's processes
as they compare to the recommendations and track your progress on implementing changes.

Review your policies and procedures for reporting and investigating errors. Create an open,
non-punitive culture that evaluates and cotrects errors. :

Review information about incidents that occur within your institution and use it to find
opportunities for improvement,

Make gure your staff takes advantage of the tremendous amount of information available
from organizations like the ISMP, the Institute for Healthcare Improvement, the Food and
Drug Administration, the U.S. Pharmacopeia, the National Coordinating Council on -
Medication Error Reporting and Prevention, the National Patient Safety Foundation, and the
American Society for Health-System Pharmacists.

Please Be certain to keep your Board of Trustees and organized medical staff up to date on all
the actions you're taking.

Look for more from us jn the near future. We'll provide strategic and practical advice on
reducing error, and we'll be your clearinghouse for information and resources. We’re committed
to helping you create a safer, more effective, and more efficient health care system.

Dick Davidson
President

December 6, 1999
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AHA Quality Advisory

December 6, 1999

Improving Patient Safety
by Reducing and Preventing Medication Errors

Background

Most of what has been learned in recent years about how to reduce medication error and increase
patient safety is based on two principles. First, although errors are committed by individuals,
they happen because of the systems in which those individunals work, As a result, reducing error
will require us to design and implement more error-resistant systems. Second, we have to create
an environment in which we can learn from our mistakes — a safe, non-punitive environment that
supports open discussion of etrors, their causes, and ways to prevent them. '

These principles have a common denommator they require the leadership and commmnent of
senior executives and medical staff to create change within our organjzations. -

Common Sources of Error

P —

Medication systeras in hospitals are complex and multi-layered, involving many steps and many
individuals. This complexity ripens the opportunity for error. Error can occur at any stage —
prescribing, ordering, dispensing, administering, or monitoring the effects of a medication.
According to the Institute for Safe Medication Practices, some common sources of medication
error in health systems include:

Unavailable Patient Information: Critical patient information (diagnoses. 1ab values, allergies,

. drug contradictions, etc.) is often unavailable to pharmacy, nursing, and medical staff prior to

dispensing or administering drugs.

Unavailable Drug Information: Pharmacists often are not readily available on patient care units
and written resources may not be up-to-date, which can lead to dose miscalculations or ignorance
of drug interactions. . Because errors occur most often during the prescribing and administration
stages, accessible drug information must be readily available and close at hand for all staff who
prescribe and administer drugs.

Miscommunication of Drug Orders: Failed communication is at the heart of many errors. This
includes poor handwriting, confusion of drugs with similar names, careless use of zeroes and
decimal points, confiision of metric and apothecary systems, use of inappropriate abbreviations,
ambiguous or incomplete orders, and, sometimes, conflicts between practitioners.
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Problems with Labeling, Packaging and Drug Nomenclature: Most drugs are dispensed
through unit dose systems that parse medications-into smaller-sized doses. Thege systems,
however, do not always provide for thorough preparation, packaging, and labeling of
medications, with screening and checking by both nursing and pharmacy personnel, and they
may not be available throughout every unit in the hospital (¢.g., ERs and ICUs). Drug
administration procedures often do not ensure that medications remain labeled until they reach
the patient’s bedside, a frequent source of error.

Drug Standardization, Storage, and Stocking: Stocking multiple concentrations of the same
drug, or storing drugs in look-alike containers or in ways that obscure drug labels, may
contribute to error. Lack of safety procedures for use of automated dispensing technology or
inadequate check systems may also contribute to errots,

Drug Device Acquisition, Use and Monitoring: Lack of standardization in drug delivery
devices, improper default settings, unsafe equipment (e.g., free-flow infusion pumps), and the
lack of independent check systems for verifying dose and rate settings can all contribute to
device-related etrors. ' '

Environmental Stress: Environmental factors like lighting, heat, noise, and excessive
interruptions, can affect individual performance. The process of transcribing orders is
particularly vulnerable to distractions in the environment, as staff transcribing orders are exposed
to noise, interruptions, non-stop unit activity, and too-long or double shifts.

Limited Staff Edycation: Many practitioners are not as aware as they should be of situations
within their own organizations that have been reported as error-prone, or of similar information
published in professional literature.

Limited Patient Education: Medication use is a multi-step, multidisciplinary process that
begins and ends with the patient. Patient education about medications - what they are taking,
why they are taking it, and how they should take it — is essential to successful medication
administration. Patients can be partners in the prevention of error while hospitalized and need to
be educated to safely self-administer medications when they go home.

Quality Improvement Processes and Risk Management: Health facilities need systetns for
identifying, reporting, analyzing, and correcting errors and identifying trends, and measurement
systems for tracking the effect of system changes. Also, too few organizations take into
consideration information from outside sources about errors that have occurred elsewhere, But
above all, health organizations need to cultivate a non-punitive approach to error that will
encourage frank identification and analysis of errors when they occur.

Steps for Reducing and Preventing Medication

S

These potential sources of error can be controlled if we design safer systems, With this in mind,
AHA has attached to this advisory a list of sucoessful practices for reducing and preventing
medication error and for improving overall patient safety within our hospitals and health
systems, We encourage your team to review this list of recommendations, plan for
implementation, and begin to track your progress.
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Onur Sources _

The recommendations were culled from these reliable sources that are leaders in the effort to
reduce and prevent medication errors, and we are grateful for their pioneering efforts. They are
excellent resources for your organization’s reduction and prevention efforts. They include:

American Society of Health-System Pharmacists (ASHP) (www.ashp.org)

Institute for Healtheare Improvement (TEII) (www.ihi.org)

Institute of Medicine (IOM) (www.national-academies.org)

Institute for Safe Medication Practices (ISMP) (www.ismp.org)

Joint Commission on Accreditation of Healthcare Organizations (JCAHO) (www.jcaho.org)
Massachusetts Coalition for the Prevention of Medical Errors (www.mha-link.org)
National Coordinating Council on Medication Error Reporting and Prevention (NCCMERP)
(WwWw.necmem.org)

National Patient Safety Partnership (NPSP)

¢ U.S. Pharmacopeia (Www.usp,org)

® S 6 0 & O o0

&

Further information is available from the resources listed below.

Books

1. Cohen, Michael R Ed. Medication Etrors. Washmgton, D.C. American Pharmaceutical -

. Association. 1999. (Contains a special chapter on high-risk medications and dangerous
abbreviations; rich with insight and practical advice on reducing the risk of error.)

2. Corrigan, Janet, et al. To Err is Human,: Building a Safer Health System. Washinigton, D.C.:
National Academies Press. 1999. (Comprehensive overview of the subject of medical errvor,
containing many practical suggestions and recommendations from several trusted sources.)

3. Leape, Lucian, et al., Reducing Adverse Drug Events, Bostan, MA: Institute for Healthcare
Improvement. 1998. (Concepts to reduce adverse events and a model for improvement.)

Patient Information Brachures

1. Your Role in Safe Medication Use: A Guide for Patients and Families is available from the
Massachusetts Hospital Association at www.phalink.org

2. Partners in Quality: Taking an Active Role in Your Health Care is available from the
Hospital Association of Pennsylvania at www.hap2000.org '

3. How to Take Your Medications Safely is available from the ISMP at www.ismp.org

4. Just Ask! is available from the US Pharmacopeia at www, Isp.Qrg

Information on Safe Medication Practices
From the Institute for Safe Medication Practices
¢ ISMP Medication Safety Alert!

¢ Urgent Error Advisories

From the United States Pharmacopeia

¢ Dangerous Abbreviations

¢ Practitioner Reporting Alerts

¢ Drug Quality Alerts

¢ - Look-alike Sound-alike Name Lists

From thé Joint Commission on Accreditation of Healthéarc Organizations
¢ Sentinel Event Alerts
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Successful Practices
for Medication Error Reduction and Prevention

The following steps can be implemented immediately by hospitals and heaith systems. They
Socus on standardization and simplification of medication system processes.

Fully implement unit dose systems
Maintain and systematically use unit-dose distribution systems (either manufacturer-prepared
or repackaged by the pharmacy) for all non-emergency medications throughout the hospital.
Unit dose systems should include, in addition to packaging, systems for labelmg and order
screening,
Stress the need for dose adjustment in children, older persons, and patients with renal or
hepatic impairment.

Limit the variety of devices and equipment
For exarnple, limit the types of general purpose infusion pumps to one or two.

Develop special procedures and written protocols for high-alert drugs
Use a multi-disciplinary approach. These include written guidelines, checklists, dose limits,
pre-printed orders, double-checks, special packaging, special labeling, and education.
Limit the number of possible concentrations for a drug, particularly high-alert drugs like
morphine and heparin, Such standardization will allow the use of premixed solutions from
manufacturers or centralized preparation of IV medications in the pharmacy.

Ensure the availability of up-to-date drug information
Make updated information on new drugs, infrequently used drugs, and non-formulary drugs
easily accessible to clinicians prior to ordering, dispensing, and administering medications
(e.g., have pharmacists do rounds with doctors and nurses; distribute newsletters and drug
summary sheets; use computer aids; and provide access to formulary systems and other
internal resources).
Review error potential for all new products, inclnding a literature review, before any drug or
procedure is approved for use; reassess six months to one year later.

(Successful Practices —~ Page 1 of 3)
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| Educate staff
Provide physicians, nurses, pharmacists, and all other clinicians involved in the medication
administration process with orientation and periodic education on ordering, dispensing,
administering, and monitoring medications.
Distribute information about known drug errors from outside organizations like ISMP and
USP. ' :

Educate patients -
Patients should be educated in the hospital, at discharge, and in ambulatory settings about
their medications, what they are taking, why they are taking it, and how to use it safely.
Encourage patients to ask questions about their medications.
Encourage health care providers to work with pharmacists on patient education when patients
receive certain classes of medications or are discharged on more than five medications.

Ensure the availability of pharmacy expertise
Have a pharmacist available on-call when pharmacy does not operate 24-hours a day.
Make the pharmacist more visible in patient care areas - consider having pharmacy personnel

“make daily rounds on units, or enter orders directly into computer terminals on patient care

units.

Standardize prescribing and communication practices
Avoid certain dangerous abbreviations (see ISMP and USP for examples); identify a list of
unacceptable abbreviations that will not be used in your institution. '
Include all elements of the order -— dose, strength, units (metric), route, frequency, and rate.
Use full names (preferable generic),
Use computerized reminders for look-alike and sound-alike drug names
Use metric system only. :
Use preprinted order sheets whenever possible in non-computerized order systems,

Standardize multiple processes, such as:
Doses '
Times of administration (for example, antibiotics)
Packaging and labeling
Storage (for example, placing medications in the same place in each unit)
Dosing scales (for example, insulin, potassium)
Protocols for the use and storage of high-alert drugs

. (Succe.s‘.sful Practices — Page 2 of 3)
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The following steps will require substantial changes to existing arganizational systems; they will
likely require a longer-term implementation plan and a continual focus on improvement; many of

the recommendations rely on computerization in the physician order-entry and pharmacy
' dispensing processes.

Develop an effective system to monitor and report adverse drug events
» Review policies for how your organization encourages reporting and analyzing errors
throughout the institution. - .
» Encourage open communication and feedback.
> Ensure no reprisals for reporting of errors.

Increase the use of computers in the medication administration system
> Encourage the use of computer-generated or electronic medication administration records.
> Begin planning for implementation of computerized prescriber order entry systems when -
technically and financially feasible in light of a hospital’s existing resources and
technological development,

"> Consider the use of machine-readable code (i.c., bar coding) in the medication administration

process..
» Use computerized drug profiling in the pharmacy.
> Be a demanding customer of pharmacy system software; encourage vendors to incorporate

and assist in implementing an adequate standardized set of checks into computerized hospital

pharmacy systems (e.g., screening for duplicate drug therapies, patient allergies, potential
drug interactions, drug/lab interactions, dose ranges, etc.).

Institute 24-hour pharmacy service if possible ...
... alternatively, utilize night formularies and careful drug selection and storage procedures,
Resist allowing non-pharmacists to enter the pharmacy.

I~
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Computerized Realistic Simulation:
A Teaching Module for Crisis

Management in Radiology
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teria represcated important bebavioral goals of
the program. The obscrvers were nat involved
with the course and did pot have knowledge s
w whether a particular session was ooe that had
occurmred before ar after trainees had sitended
the Jecture and videotape review, The reaits of
their ovalustions indicae that & program that
bines the hand . of eatia
simulation with teaching in the principles of
Qisis management can be effiective.
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performmance ratipg program withis the de- -
paranent itself and Jorg4com Mowitoving of
course participan. In additicn, to mare 3~
carately meanue the cfferas of taimiog, &
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A study of the previous year's atiendees who
atend training a sepomd time i planned to
discern f any esidu effecs of program
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a review mectings. The program conld be of-
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ples of crisis sanapment. The course was well
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Sfly be incomparited into 2 tiniog program.
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February 3, 1998

Dean Joseph Martin
25 Shaugek St., Suite Alll
Boston, MA 02115

Dear Dean Manin:

We are Wﬁting 10 express ourenthusiasm for the simulator program at the Center for Medical Simulation and to

cncourage you and the medical school to further expand suppon for this program:

Harvard teaching hospitals as an innovative way to prepare their residents for the challenges thcy would be facing in

their dayf-lo—day work. Over the following years, the directors began to realize that the Simulator would be valuable
toa mueh wider range of physicians in training. Several departments, including Radiology and Emergency Medicine,
have realized the potential of :this learning experience and have inteémed the Simulator sessions into their residency

trainingé programs,

In 1998, the directors at CMS expanded the curriculum to include third year medical students. To demonstrate the
value of Simulator-oriented skills to students at an earlier stage of professional development, the CMS staff recruited
forty-cight third year medical students in their surgical clerkship at the Beth Isracl-Deacaness Medical Center to take

part in one simulator session. Subsequeatly, fifteen students agreed to take part in three additional simulations.

During?our first Simulator cxperience, small teams of us were presented with a patient, Mr. Marnin, who had
mulupl': problems relating to volume status, Our pulscs raced, even as Mr. Manin's became impalpable. and we
werc frank]y overwhelmed. We could not efficiently collect information. We did not effecuvely communicate with
each O#ler. We failed 10 recognize and_ utilize our resources. We could not prioritize or delegate the tasks necessary to

care fo} Mr. Martin adequately. Ultimately, patient care suffered.
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We were fortunate that our Simulator education did not end with Mr. Martin's impending demise. Over the
subsequei'nl three sessions, we gained competence and confidence. The CMS staff presented us with a framework for
successful event managemem.}They taught us multiple techniques for communicating effectively during high stress
situations. They emphasized the importance of actively defining task assignments for the efficient use of time and

resourcesi. They helped us devélop techniques for managing a chaotic and volatile environment.

Using Lhis framework. the life-threatening issues that had bombarded and paralyzed us in the initial session became a

series of managcable events We ducovered ‘we could enter dauntmg sxmauons mlmly, devm a ooberent mwgy asa

-..,.-

team, md move forward w".h f?-l”enb(plm of ough we \vc:ked‘ mth (ixﬁeﬁsﬂt tcam members dunng cach

session, our individual and lcam effecuvcness tangibly mpmved By thc last s&ssxong, we were workmg together as~
ei’fectiw:i clinical care teams. We also began to confidendy integrate our medical knowledgc into these stressful
clinical sewings. In fact, our ex’pcric‘nce served as a perfect bridge between classroom learning ;nd clinical education.
The Sim;.zlalor's real-life sccnaﬁos demanded rapid, coherent demonstration of our ability to: (1) apply
pathoph'ysiology 10 a clinical giruation; (2) generatc differential diagnoses; and (3) choose optimum treatment. The
debricﬁrjng sessions that followed each scenario solidified the connections between theory and practice. It is
unfonunfalely too rare in the f#st year of clinical education for students to appreciate their own increasing

competence. [n contrast, these simulator sessions generated immediate feedback that both demonstrated progress and

inspired further growth.

The Siﬁuluor stands out as our most imponant educational adventure at Harvard Medical School. We feel
empowe;red by the experience. We now have a framework for clinical event management that will benefit us, our
colleag\;es, and most important, our patients. Alrcady we are beginning to approach acute clinical situations with an
organized idea of how to manage them. As we move into our careers. our medical knowledge will increasingly
complc;i'ncnt the management strategies that we have learned. We cannot imagine entering the profession without
this structure.

We urg:h the medical school to increase support for the Center for Medical Simulation and to help integrate their
work in!ito the medical school curriculum. The Simulator approach represents a logical extension of the cz_ase-bascd.
coopcra:tive learning method at HMS. The event management skills are teachable, learnable, and applicable to many
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we hope j{hal every medical student will have this opportunity to leam in such an excitng, enduring, and rew

way.

Thank ybu for your time and consideration, Please feel free (o contact us with any questions.

Sincen:ly.
Arash Anosh.lravam. HMS IV _ Kayla Zomlcfcr HMS lV - Paul Baum, HMS IV
(6}7) 424-1509 (781) 641 o -

Kristen Breslin. HMS IV Alexis Falicov, HMS [V Levi Garraway, HMS IV

Rachel Gmcnbc[ger-Rosovsky HNIS IV Joan Han, HMS v Andre pustin, HMS [V
(@ A /{,& D, Funkaj Merchin

David Nﬁark. HMS IV Craig Norquist, HM Pankaj Merchia, MD

Meena Ramakrishnan, HMS v ;odd Thomsen, HMS IV Aaron Sodickson. HMS IV

silualioné. The opponunity to apply our knowledge and then to reflect upon the results was invaluable. Ulimately,

arding

TOTAL P.34
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WHEN DOCTORS MAKE MISTAKES

. The teal problem isn't how to stop bad doctors from harming, even
 killing] their patients. It's how to prevent good doctors from doing so.
l .

BY ATUL GAWANDE

. [—CRASH VICTIM
| AT 2 |JAM. on a crisp Friday in winter, I was in sterile gloves and
i gown, | pulling a teen-age knifing victim's abdomen open, when my
. pager | sounded. "Code Trauma, three minutes," the operating-room
t nurse [said, reading aloud from my pager display. This meant that an
' ambulance would be bringing another trauma patient to the hospital
momentarily, and, as the surgical resident on duty for emergencies, I
i would| have to be present for the patient's arrival. I stepped back
from the table and took off my gown. Two other surgeons were
working on the knifing victim: Michael Ball, the attending (the staff
surgedn in charge of the case), and David Hernandez, the chief
residept (a general surgeon in his last of five years of training).
Ordingrily, these two would have come later to help with the trauma,
but they were stuck here. Ball, a dry, imperturbable forty-two year-
old Téxan, looked over to me as I headed for the door. "If you run
into. apy trouble, you call, and one of us will peel away," he said.
1 did run into trouble. In telling this story, I have had to
change significant details about what happened (including the names
of thq participants and aspects of my role), but I have tried to stay as
. close {to the actual events as I could while protecting the patient,
" myself, and the rest of the staff. The way that things go wrong in
~ medicine is normally unseen and, consequently, often misunderstood.
_ Mistakes do happen. We think of them as aberrant; they are
. anything but. The emergency room was one floor up, and, taking the
" stairs| two at a time, I arrived just as the emergency medical
" technicians wheeled in a woman who appeared to be in her thirties
and tp weigh more than two hundred pounds. She lay motionless on
- a hand orange plastic spinal board—eyes closed, skin pale, blood
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Erunnin out of her nose. A nurse directed the crew into Trauma Bay
|1, an examination room outfitted like an OR, with green tiles on the
‘wall, monitoring devices, and space for portable X-ray equipment.
|We liffed her onto the bed and then went to work. One nurse began
lcutting] off the woman's clothes. Another took vital signs. A third
.inserted a largé-bore intravepous line into her right arm. A surgical
‘intern | put a Foley catheter into her bladder. The emergency-
‘medicipe attending was Samuel Johns, a gaunt, Ichabod Crane-like
iman in his fifties. He was standing to one side with his arms crossed,
. observing, which was a sign that I could go ahead and take charge.

f you're in a hospital, most of the "moment to moment’
'doctor ng you get is from residents—physicians receiving specialty
and a small income in exchange for their labor. Our
ibilities depend on our level of training, but we're never
on our own: there's always an attending, who oversees our
 decisigns. That night, since Johns was the attending and was
. responfible for the patient's immediate management, I took my lead
im. But he wasn't a surgeon, and so he relied on me for
surgical expertise. "What's the story?" I asked. An E.M.T. rattled off
the details: "Unidentified white female unrestrained driver in high-
speed | rollover. Ejected from the car. Found unresponsive to pain.
Pulse |a hundred, B.P. a hundred over sixty, breathing at thirty on her
~iown .|. . " As he spoke, I began examining her. The first step in caring
: for a {trauma patient is always the same. It doesn't matter if a person
. has been shot eleven times or crushed by a truck or burmed in a
| kitchep fire. The first thing you do is make sure that the patient can
breathe without difficulty. This woman's breaths were shallow and
rapid.| An oximeter, by means of a sensor placed on her finger,
measufed the oxygen saturation of her blood. The "°2 sat" is normally
more [than ninety-five per cent for a patient breathing room air. The
i womah was wearing a face mask with oxygen turned up full blast,
- and hpr sat was only ninety per cent. "She's not oxygenating well," 1

~ Physitians are meeting behind closed doors in hospitals all over the
. countty to talk candidly about their sometimes deadly errors.
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lannouriced in the flattened-out, wake-me-up-when-something-
|interes:ting-happens tone that all surgeons have acquired by about
l.thrcc months into residency. With fingers, I verified that there
iwasn't any object in her mouth that would obstruct airway; with a
;stctho.tope, I confirmed that neither lung had collapsed. I hold of a
'bag mask, pressed its clear facepiece over her nose and mouth, and
!squcezpd the bellows, a kind of balloon with a one-way valve,
i shootinjg a litre of into her with each compression. After a minute or
i s0, herl oxygen came up to a comfortable ninety-eight per cent. She
i obviously needed our help with breath,. “Let's tube her," I said. That
meant| putting a tube down through her vocal cods and into her
trached, which would insure a clear airway and allow for mechanical
ventilgtion.

| ohns, the attending, wanted to do the intubation. He picked up
i a Mad 3 laryngoscope, a standard but fairly primitive looking L-
| shaped metal instrument for prying open the mouth and throat, and
slipped the shoehornlike blade deep into mouth and down to her
larynx| Then he yanked the handle up toward the ceiling to pull her
tongue out of the way, her mouth and throat, and reveal the vocal
cords, | which sit like fleshy tent at the entrance to the trachea. The
patien{ didn't wince or gag: she was still cold.

“Suction!" he called. "I can't see a thing.”

He sucked out about a cup of blood and clot. Then he picked up
the endotracheal tube—a clear rubber pipe about the diameter of an
index |finger and three times as long—and tried to guide it between
her cqrds. After a minute, her sat started to fall.

"You're down to seventy per cent," nurse announced. Johns

kept ptruggling with the tube, trying to push it in, but it banged
vainly| against the cords. The patient's lips began to turn blue.

"Sixty per cent," the nurse said. |

Johns pulled everything out of the patient's mouth and fitted
the brg mask back on. The oximeter's ‘- luminescent-green readout
hoverkd at sixty for a moment and then rose steadily, to ninety-
seven| per cent. After a few minutes, he took the mask off and again
tried |to get the tube in. There was more blood, and there may have
been some swelling, too: all the poking down the throat was probably

- not helping. The sat fell to sixty per cent. He pulled out and bagged




hen you're having trouble getting the tube in, the next step is
to get |[specialized expertise. "Let's call anesthesia,” I said, and Johns
In the meantime, I continued to follow the standard trauma
i protocol: completing the examination and ordering fluids, lab tests,
l.md Xirays., Maybe five minutes passed as I worked.

he patient's Sats drifted down to ninety-two per cent—not a
'drama ic change but definitely not normal for a patient who is being
‘manua ly ventilated. I checked to see if the sensor had slipped off
' her finger. It hadn't. "Is the oxygen up full blast?" [ asked a nurse.

It's up all the way," she said.

listened again to the patient's lungs— no collapse. "We've got

(to getiher tubed,” Johns said. He took off the oxygen mask and tried
again.

omewhere in my mind, [ must have been aware of the
possibility that her airway was shutting down because of vocal cord
swelligg or blood. If it was, and we were unable to get a tube in, then
. the only chance she'd have to survive- would be an emergency
trachepstomy: cutting a hole in her neck and inserting a breathing
tubc nto her trachea. Another attempt to intubate her might even
a spasm of the cords and a sudden closure of the

f I had actually thought this far along, I would have
recogrlized how ill-prepared I was to do an emergency “trache.” Of

intubated because of a2 mild drop in saturation, I should have

asked| Johns to wait until I had help nearby. I might even have

' recoghized that she was already losing her airway. Then I could have
grabbed a knife and started cutting her a tracheostomy while things
" were btill relatively stable and I had time to proceed slowly. But for
' whatelver reasons—hubris, inattention, wishful thinking, hesitation, or
~ the uhcertainty of the moment—I let the opportunity pass.

Johns hunched over the patient, intently trying to insert the
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.tubc through her vocal cords. When her sat once again dropped into
[the sixties, he stopped and put the mask back on. We stared at the

'monitor.
|Johns

gwe‘ve

: panic
| gloves

The numbers weren't coming up. Her lips were still blue.
squeczed the bellows harder to blow more oxygen in.
I'm getting resistance,” he said.

The realization crept over me: this was a disaster. "Damn it,

ost her airway," I said. "Trache kit! Light! Somebody call down

to O.R} 25 and get Ball up here!"

whole

People were suddenly scurrying everywhere. I tried t not let

take hold. I told the surgical intern to get a sterile gown and
on. | took a bactericidal solution off a shelf and dumped a
bottle of yellow-brown liquid on the patient’s neck., A nurse

junwrapped the tracheostomy kit - a sterilized set of drapes and
instruments. [ pulled on a gown and an new pair of gloves while

trying

to think through the steps. This is simple, really, I tried to tell

myself, At the base of the thyroid cartilage, the Adam's apple, is a

little

Bap in which you find a thin, fibrous covering called the

i cricotlyroid membrane. Cut through that and—voila! You're in the

trachea, You slip through the hole a four-inch plastic tube shaped

like a

plumber's elbow joint, hook it up to oxygen and a ventilator,

and she's all set. Anyway, that was the theory.

I was
horizo
never

questi¢

lead |
scalpe,
across
electiy
able
scisso
vein.

[ threw some drapes over her body, leaving the neck exposed.

: It looked as thick as a tree. I felt for the bony prominence of the
i thyroid cartilage. But I couldn't feel anything through the rolls of fat.

beset by uncertainty—where should I cut? should I make a
htal or a vertical incision?—and I hated myself for it. Surgeons
dithered, and I was dithering.

'l need better light," I said.

Someone was sent out to look for ome.

'Did anyone get Ball?" I asked. It wasn't exactly an inspiring
bn. .

"He's on his way," a nurse said.

There wasn't time to wait. Four minutes without oxygen would
o permanent brain damage, if not death. Finally, I took the
| and cut. I just cut. I made a three-inch left-to-right swipe
the middle of the neck, following the procedure I'd learned for
e cases. I figured that if I worked through the fat I might be
}o find the membrane in the wound. Dissecting down with
s while the intern held the wound open with retractors, I hit a
It didn't let loose a lot of blood, but there was enough to fill the




woundJ I couldn't see anything. The intern put a finger on the
bleeder. I called for suction. But the suction wasn't working; the tube
iwas clpgged with the clot from the intubation efforts. “"Somebody get
;somc new tubing," T said. "And where's the light?”

! Finally, an orderly wheeled in a tall overhead light, plugged it
in, and flipped on the switch. It was still too dim; I could have done
.better |with a flashlight.

I 1 wiped up the blood with gauze, then felt around in the wound
|with my fingertips. This time, I thought I could feel the hard ridges
jof thel thyroid cartilage and, below it, the slight gap of the
|cricothlyroid membrane, though [ couldn't be sure. I held my place
i with my left hand. ,
! James O'Connor, a silver-haired, seen-it-all anesthesiologist,
‘came into the room. Johns gave him a quick rundown on the patient
iand let him take over bagging her.

'; Holding the scalpel in my right band like a pen, I stuck the
. blade |down into the wound at the spot where I thought the thyroid
' cartilage was. With small, sharp strokes—working blindly, because of
' the blpod and the poor light—I cut down through the overlying fat
iand tissue until I felt the blade scrape against the almost bony
. cartilape. I searched with the tip of the knife, walking it along until I
ifelt it| reach a gap. I hoped it was the cricothyroid membrane, and
iprcsscd down firmly. Then I felt the tissuc suddenly give, and I cut
: an ingh-long opening. When I put my index finger into it, it felt as if
I werd prying open the jaws of a stiff clothespin. Inside, I thought I
felt open space. But where were the sounds of moving air that [
expected? Was this deep enough? Was I even in the right place?

"I think I'm in," I said, to reassure myself as much as anyone

else.
! "I hope so.," O'Connor said. "She doesn't have much longer."

Il took the tracheostomy tube and tried to fit it in, but
something seemed to be blocking it. I twisted it and turned it, and
finally jammed it in. Just then, Ball, the surgical attending, arrived.
i He rushed up to the bed and leaned over for a look. "Did you get it?"
' he asked. I said that I thought so. The bag mask was plugged onto
the dpen end of the trache tube. But when the bellows were
compfessed the air just gurgled out of the wound. Ball quickly put on
gloves and a gown.

"How long has she been without an airway?" he asked.

"I don't know. Three minutes."




Ball's face hardened as he registered that he had about a
|minute{ in which to turn things around. He took my place and
summa}ily pulled out the trache tube. "God, what a mess," he said. "I
jcan't spe a thing in this wound. I don't even know if youre in the
Iright place. Can we get better light and suction?" New suction tubing
::was found and handed to him. He quickly cleaned up the wound and
iwent tp work.

i he patient's sat had dropped so low that the oximeter couldn’t
ldctcct it anymore. Her heart rate began slowing down-first to the
gsixties and then to the forties. Then she lost her pulse entirely. I put
|my hapds together on her chest, locked my elbows, leaned over her,
.and stprted doing chest compressxons

registered at sixty and then climbed. Another thirty seconds
was at ninety-seven per cent. All the people in the room
, as if they, too, had been denied their breath. Ball and I said
little ¢xcept to confer about the next steps for her. Then he went
back downstairs to finish working on the stabwound patient still in
the O.R.

e cventually identified the woman, whom Il call Louise
Williams: she was thirty-four years old and lived alone in a nearby
suburl:{. Her alcohol level on arrival had been three times the legal
limit, and had probably contributed to her unconsciousnmess. She had

a condussion, several lacerations, and significant soft-tissue damage.
But Xtrays and scans revealed no other injuries from the crash. That
night, | Ball and Hernandez brought her to the OR. to fit her with a
propei tracheostomy. When Ball came out and talked to family
membgrs, he told them of the dire condition she was in when she
arrivefl, the difficulties "we" had had getting access to her airway,
the disturbingly long period of time that she had gone without
oxygeh, and thus his uncertainty about how much brain function she
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still ppssessed. They listened without protest; there was nothing for

them to do but wait,

l[—THLE BANALITY OF ERROR

To much of the public—and certainly to Jlawyers and the
mediat—medical error is a problem of bad physicians. Consider some
other |surgical mishaps. In one, a general surgeon left a large metal
instrument in a patient's abdomen, where it tore through the bowel
and the wall of the bladder. In another, a cancer surgeon biopsied
the wrong part of a woman's breast and thereby delayed her
diagnosis of cancer for months. A cardiac surgeon skipped a small
but key step during a heart-valve operation, thereby Kkilling the
patien{. A surgeon saw a man racked with abdominal pain in the
emergency room and, without taking a CT. scan, assumed that the
man had a kidney stone; eighteen hours later, a scan showed a
rupturing abdominal aortic aneurysm, and the patient died not long
afterward.

How could anyone who makes a mistake of that magnitude be
allowed to practice medicine? We call such doctors "incompetent,”
“unethjcal," and "negligent." We want to see them punished. And so
we've {wound up with the public system we have for dealing with
error: |malpractice lawsuits, media scandal, suspensionms, firings.

There is, however, a central truth in medicine that complicates
this tifly vision of misdeeds and misdoers: all doctors make terrible
mistakes. Consider the cases I've just described. I gathered them
simply] by asking respected surgeons I know—surgeons at top
medicdl schools—to tell me about mistakes they had made just in the
past year. Every one of them had a story to tell. '

In 1991, The New England Journal of Medicine published a
series |of landmark papers from a project known as the Harvard
Medical Practice Study—a review of more than thirty thousand
hospitd]l admissions in New York State, The study found that nearly
four per cent of hospital patients suffered complications from

'treatmpnt  which prolonged their hospital stay or resulted .in

disability or death, and that two-thirds of such complications were
due tq errors in care. One in four, or one per cent of admissions,
involved actual negligence. It was estimated that, nationwide, a
hundred and twenty thousand patients die each year at least partly




as a result of errors in care. And subsequent investigations around
the cquntry have confirmed the ubiquity of error. In one small study
of how clinicians perform when patients have a sudden cardiac
arrest,| twenty-seven of thirty clinicians made an error in using the
defibrillator; they may have charged it incorrectly or lost valuable
time frying to figure out how to work a particular model. According
to a 1995 study, mistakes in administering drugs—giving the wrong
drug or the wrong dose, say—occur, on the average, about once for
every (hospital admission, mostly without ill effects, but one per cent
of thg time with serious consequences.

f error were due to a subset of dangerous doctors, you might
expect malpractice cases to be concentrated among a small group, but
in faci they follow a uniform, bell-shaped distribution. Most surgeons
are sted at least once in the course of their careers. Studies of
specific types of error, too, have found that repeat offenders are not
the pfoblem. The fact is that virwally everyone who cares for
hospithl patients will make serious mistakes, and even commit acts
of m%'gligence, every year. For this reason, doctors are seldom

outraged when the press reports yet another medical horror story.
They |usually have a different reaction: That could be me. The
imporiant question jisn't how to keep bad physicians from harming
patiengs; it's how to keep good physicians from harming patients.
Medical-malpractice suits are a remarkably ineffective remedy.
Troyen Brennan, a Harvard professor of law and public health, points
out that research has consistently failed to find evidence that
litigaqon reduces medical-error rates. In part, this may be because
the wgapon is so imprecise. Brennan led several studies following up
on th+ patients in the Harvard Medical Practice Study. He found that
fewer{ than two per cent of the patients who had received
substgndard care ever filed suit. Conversely, only a small minority
among the patients who did sue had in fact been the victims of
negligent care. And a patient's likelihood of winning a suit depended
primarily on how poor his or her outcome was, regardless of whether

i that qutcome was caused by disease or unavoidable risks of care.

The deeper problem with medical malpractice suits, however,
is that by demonizing errors they prevent doctors from
acknowledging and discussing them publicly. The tort system makes
adverparies of patient and physician, and pushes each to offer a
heavily slanted version of events. When things go wrong, it's almost
impogsible for a physician to talk to a patient honestly about
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mistakes. Hospital lawyers warn doctors that, although they must, of
cours¢, tell patients about complications that occur, they are never to
intimate that they were at fault, lest the "confession" wind up in
court | as damning evidence in a black-and-white morality tale. At
most,ia doctor might say, "I'm sorry that things didn't go as well as
we had hoped."

IThere is one place, however, where doctors can talk candidly

| about| their mistakes, if not with patients, then at least with omne

another. It is called the Morbidity and Mortality Conference— or,

more | simply, M. &M.—and it takes place, usually once a week, at

ncarlyi every academic hospital in the country. This institution
surviwlcs because laws protecting its proceedings from legal
discoyery have stayed on the books in most states, despite frequent
challepges. Surgeons, in particular, take the M. &M. seriously. Here
they rcan gather behind closed doors to review the mistakes,
complications, and deaths that occurred on their watch, determine
respm#sibility, and figure out what to do differently next time.

III—SHOW AND TELL

AT njy hospital, we convene every Tuesday at five o'clock in a steep,
plush! amphitheater lined with oil portraits of the great doctors
whosq achievements we're meant to live up to. All surgeons are
expected to attend, from the interns to the chairman of surgery;
we're | also joined by medical students doing their surgery ‘“rotation."
An M| & M. can include almost a hundred people. We file in, pick up
a photocopied list of cases to be discussed, and take our seats. The
front jrow is occupied by the most senior surgeons: terse, serious
men, pow out of their scrubs and in dark suits, lined up like a panel
of serjators at a hearing. The chairman is a leonine presence in the
seat closest to the plain den podium from which each case is
presepted. In the next few rows are the remaining surgical
attendings; these tend to be younger, and several of them are
women. The chief residents have put on long white coats and usually
sit in| the side rows. I join the mass of other residents, all of us in
short {white coats and green scrub pants, occupying the back rows.

For each case, the chief resident from the relevant
service—cardiac, vascular, trauma, and so on—gathers the
informhation, takes the podium, and tells the story. Here's a partial list
of ca%scs from a typical week (with a few changes to protect

1w
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confidentiality): a sixty-eight-year old man who bled to death after
heartvalve surgery, a forty-seven-year-old woman who had to have
a reoqcration because of infection following an arterial bypass done
in heq left leg; a forty-four-year-old woman who had to have bile
draindd from her abdomen after gallbladder surgery; three patients
who Had to have reoperations for bleeding following surgery; a sixty-
three-year-old man who had a cardiac arrest following heart bypass
surgeqy: a sixty-six-year-old woman whose sutures suddenly gave
way in an abdominal wound and nearly allowed her intestines to
spill tlmt. Ms. William’s case, my failed tracheostomy, was just one
case on a list like this. David Hernandez, the chief trauma resident,
had stsequently reviewed the records and spoken to me and others
involyed. When the time came, it was he who stood up front and
described what had happened.

Hernandez is a tall, rollicking, good old boy who can tell a yarn,
but & M. presentations are bloodless and compact. He said
something like: "This was a thirty-four-year-old female unrestrained
driverf in a high-speed rollover. The patient apparently had stable
vitals; at the scene but was unresponsive, and brought in by
ambulance unintubated. She was G.CS.7 on arrival." G.CS.stands for
the QGlasgow Coma Scale, which rates the severity of head injuries,
from ithree to fifteen. G.CS.7 is in the comatose range. "Attempts to
intubdte were made without success in the ER. and may have
contributed to airway closure. A cricothyroidotomy was attempted
withopt success."”

‘These presentations can be awkward. The chief residents, not
the attendings, determine which cases to report. That keeps the
attendings honest—no one can cover up mistakes—but it puts the
chief residents, who are, after all, underlings,
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in a d'elicate position. The successful M. &M. presentation inevitably
involvgs a certain elision of detail and a lot of passive verbs. No one
screw{ up a cricothyroidotomy. Instead, "a cricothyroidotomy was
attempted without success." The message, however, was not lost on
anyone. , :

Hernandez continued, "The patient arrested and required
cardiat compressions. Anesthesia was then able to place a pediatric
E.T. t\.‘bc and the patient recovered stable vitals. The tracheostomy
was then completed in the O.R."

o Louise Williams had been deprived of oxygen long enough to
go into cardiac arrest, and everyone Kknew that meant she could
easily| have suffered a disabling stroke or been left a vegetable.

tHemandez concluded with the fortunate aftermath: "Her
workup was negative for permanent cerebral damage or other major
injurids. The tracheostomy was removed on Day 2. She was
discharged to home in good condition on Day 3." To the family's great
relief,! and mine, she had woken up in the morning a bit woozy but
hungr*, alert, and mentally intact. In a few weeks, the episode would
heal to a scar.

[But not before someone was called to account. A front-row
voice | immediately thundered, "What do you nmean, ‘A
cricothyroidotomy was attempted without success?" I sank into my
seat, my face hot.

"This was my case," Dr. Ball volunteered from the front row. It
is how every attending begins, and that little phrase contains a world
of su‘tgical culture. For all the talk in business schools and in
corpotate America about the virtues of "flat organizations," surgeons
maint?in an old-fashioned sense of hierarchy. When things go wrong,
the a;ttending is expected to take full responsibility. It makes no
difference whether it was the resident's hand that slipped and
lacerated an aorta; it doesn't matter whether the attending was at
home|in bed when a nurse gave a wrong dose of medication. At the
M. ., the burden of responsibility falls on the attending.

Ball went on to describe the emergency attending's failure to
intubgte Williams and his own failure to 'be at her bedside when
thingy got out of control. He described the bad lighting and her
extremely thick neck, and was careful to make those sound not like
excuses but merely like complicating factors. Some attendings shook




their h¢ads in sympathy. A couple of them asked questions to clarify
certain | details. Throughout, Ball's tone was objective, detached. He
had the air of a CNN newscaster describing unrest in Kuala Lumpur.
As always, the chairman, responsible for the over-all quality of
our sufggery service, asked the final question. What, he wanted to
now, would Ball have done differently? Well, Ball replied, it didn't
take long to get the stab-wound patient under control in the OR, so
he probably should have sent Hernandez up to the ER at that point
or let |Hernandez close the abdomen while he himself came up.
People jnodded. Lesson learned. Next case.

t no point during the M. &M. did anyone question why I had
not called for help sooner or why I had not had the skill and
knowlejdge that Williams needed. This is not to say that my actions

| . . .
were seen as acceptable. Rather, in the hierarchy, addressing my
errors !was Ball's role. The day after the disaster, Ball had caught me
in the |hall and taken me aside. His voice was more wounded than
angry hs he went through my specific failures. First, he explained, in
an cm{ergency tracheostomy it might have been better to do a
|vertical neck incision; that would have kept me out of the blood
vesseld, which run up and down—something I should have known at
least from my reading. I might have had a much easier time getting
her af airway then, he said. Second, and worse to him than mere
ignorance, he didn't understand why I hadn't called him when there
were ¢lear signs of airway trouble developing. I offered no excuses. I
promi?ed to be better prepared for such cases and to be quicker to
ask for help. Even after Ball had gome down the fluorescent-lit
hallway, I felt a sense of shame like a burning ulcer, This was not
guilt; puilt is what you feel when you have done something wrong.
What I felt was shame: was what was wrong. And yet I also knew
that d surgeon can take such feelings too far. It is one thing to be
aware| of one's limitations. It is another to be plagued by self-doubt.
One surgeon with a national reputation told me about an abdominal
operaiiion in which he had lost control of bleeding while he was
removing what turned out to be a benign tumor and the patient had
died. "It was a clean kill," he said. Afterward, he could barely bring
himself to operate. When he did operate, he became tentative and
indecisive. The case affected his performance for months.

|[Even worse than losing self-confidence, though, is reacting
defensively. There are surgeons who will see faults everywhere
except in themselves. They have no questions and no fears about
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heir apilities. As a result, they learn nothing from their mistakes
nd know nothing of their limitations. As one surgeon told me, it is a
rare buf alarming thing to meet a surgeon without fear. "If you're not
a little} afraid when you operate," he said, "you're bound to do a
patient|a grave disservice.”

The atmosphere at the M. &M. is meant to discourage both
'attilude',s— self-doubt and denial—for the M. &M, is a cultural ritual
that ind;ulcates in surgeons a "correct” view of mistakes. "What would
you do| differently?" a chairman asks concerning cases of avoidable
compli¢ations. “Nothing" is seldom an acceptable answer.

Ih its way, the M. & M. is an impressively sophisticated and
human! institution. Unlike the courts or the media, it recognizes that
humani error is generally not something that can be deterred by
punishinent. The M. & M. sees avoiding error as largely a matter of
will—jl staying sufficiently informed and alert to anticipate the
myriad| ways that things can go wrong and then trying to head off
each plotcntial problem before it happens. Why do things go wrong?
Because, doctors say, making them go right is hard stuff. It isn't
damnal;)le that an error occurs, but there is some shame to it. In fact,
the M. & M.'s ethos can secem paradoxical. On the onme hand, it
reinforces the very American idea that error is intolerable. On the
other *and, the very existence of the M. &M.,, its place on the weekly
schedq'le, amounts to an acknowledgment that mistakes are an
inevitable part of medicine. _

BUT why do they happen so often? Lucian Leape, medicine's leading
expert| on error, points out that many other industries—whether the
task is manufacturing semiconductors or serving customers at the
Ritz-darlton-——simply wouldn't countenance error rates like those in
hospitl Is. The aviation industry has reduced the frequency of
opcratlronal errors to one in a hundred thousand flights, and most of
those lerrors have no harmful consequences. The buzzword at General
Electric these days is “Six Sigma," meaning that its goal is to make
produ};t defects so rare that in statistical terms they are more than

six standard deviations away from being a matter of chance—almost
a ong-in-a-million occurrence,

Of course, patients are far more complicated and idiosyncratic
than lairplanes, and medicine isn't a matter of delivering a fixed
product or even a catalogue of products; it may well be more
complex than just about any other field of human endeavor. Yet
everything we've learned in the past two decades—from cognitive
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sychology, from "human factors" engineering, from studies of
isastegs like Three Mile Island and Bhopal—has yielded the same
insighty: not only do all human beings err but they err frequently
nd in|predictable, patterned ways. And systems that do not adjust
for the#e realities can end up exacerbating rather than eliminating
error. |

'ihc British psychologist James Reason argues, in his book
|“HumaI Error," that our propensity - for certain types of error is the
price Wwe pay for the brain's remarkable ability to think and act
intuitively—to sift quickly through the sensory information that
constantly bombards us without wasting time trying to work through
every situation anew. Thus systems that rely on human perfection
present what Reason calls "latent errors'—errors waiting to happen.
Medicipe teems with examples. Take writing out a prescription, a
rote p"occdure that relies on memory and attention, which we know
are unreliable. Inevitably, a physician will sometimes specify the
wrong ldose or the wrong drug. Even when the prescription is written
correctly, there's a risk that it will be misread. (Computerized
ordering systems can almost eliminate errors of this kind, but only a
small minority of hospitals have adopted them.) Medical equipment,
which}manufacturers often build without human operators in mind,
is another area rife with latent errors: one reason physicians are
bound to have problems when they use cardiac defibrillators is that
the dclvices have no standard design. You can also make the case that
onerods workloads, chaotic environments, and inadequate team
communication all represent latent errors in the system.
ames Reason makes another important observation: disasters
do nof simply occur; they evolve. In complex systems, a single failure
rarelyi leads to harm. Human beings arc impressively good at
adjusting when an error becomes apparent, and systems often have
built-i'p defenses. For example, pharmacists and nurses routinely
check|and counter-check physicians' orders. But errors do not always
becomle apparent, and backup systems themselves often fail as a
result| of latent errors. A pharmacist forgets to check ome of a
thousind prescriptions. A machine's alarm bell malfunctions. The one
attending  trauma surgeon available gets stuck in the operating room.
. When| things go wrong, it is usually because a series of failures
conspjre to produce disaster.
The M. &M. takes none of this into account. For that reason,
many| experts see it as a rather shabby approach to analyzing error
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and im{proving performance in medicine. It isn't enough to ask what
a clini¢gian could or should have done differently so that he and
others imay learn for next time. The doctor is often only the final
actor ij a chain of events that set him or her up to fail. Error experts,
therefore, believe that it's the process, not the individuals in it, which
requires closer examination and correction. In a sense, they want to
industq'alize medicine. And they can already claim ome success story:

the spgcialty of anesthesiology, which has adopted their precepts and
seen gxtraordinary results,

|

|

IV-—NE}.ARLYPERFECT

AT tﬂe center of the emblem of the American Society of
Ancstﬁes:ologlsts is a single word: "Vigilance." When you put a
patxenu to sleep under general anesthesia, you assume almost
compl%te control of the patient's body. The body is paralyzed, the
brain rendered unconscious, and machines are hooked up to control
breathing heart rate, blood pressure—all the vital functions, Given
the co;mplexxty of the machinery and of the human body, there are a
seemxr’gly infinite number of ways in which things can go wrong,
even in minor surgery. And yet anesthesiologists have found that if
problctns are detected they can usually be solved. In the nineteen-
| forties, there was only one death resulting from anesthesia in every
twenty-five hundred operations, and between the nineteen sixties
and the nineteen-eighties the rate had stabilized at one or two in
every | ten thousand operations.

ut Ellison (Jeep) Pierce had always regarded even that rate as
unconhcmnable From the time he began practicing, in 1960, as a
youngI anesthesiologist out of North Carolina and the University of
Pennsylvania, he had maintained a case file of details from all the
deadly anesthetic accidents he had come across or participated in.
But if was one case in particular that galvanized him. Friends of his
had tpken their eighteen-year-old daughter to the hospital to have
her |wisdom teeth pulled, under general anesthesia. The
anesthesiologist inserted the breathing tube into her esophagus
insteqd of her trachea, which is a relatively common mishap, and

then [failed to spot the error, which is not. Deprived of oxygen, she
died !'within minutes. Pierce knew that a one-in-ten-thousand death
rate, {given that anesthesia was administered in the United States an
estimjated thirty-five million times each year, meant thirty-five
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hundred avoidable deaths like that ome.
In 1982, Pierce was elected vice-president of the American
Society; of Anesthesiologists and got an opportunity to do something
about {he death rate. The same year, ABC's "20/20" aired an expose
that capsed a considerable stir in his profession. The segment began,
"If you; are going to go into anesthesia, you are going on a long trip,
and yqu should not do it if you can avoid it in any way. General
anesthésia [is] safe most of the time, but there are dangers from
human! error, carelessness, and a critical shortage  of
anesthesiologists. This year, six thousand patients will die or suffer
brain damage." The program presented several terrifying cases from
around! the country. Between the small crisis that the show created
and th sharp increases in physicians' malpractice-insurance
premiums at that time, Pierce was able to mobilize the Society of
Anest}iclsiologists around the problem of error.

fe turned for ideas not to a physician but to an engineer
named! Jeffrey Cooper, the lead author of a groundbreaking 1978
paper lentitled "Preventable Anesthesia Mishaps: A Study of Human
Factors." An unassuming, fastidious man, Cooper had been hired in
1972, | when he was twenty-six years old, by the Massachusetts
GcncrAl Hospital bioengineering umit, to work on developing
machines for anesthesiology researchers. He gravitated toward the
operating room, however, and spent hours there observing the
anesthesiologists, and one of the first things he noticed was how
poorly the anesthesia machines were designed. For example, a
clockwise turn of a dial decreased the concentration of potent
anesth%etics in about half the machines but increased the
concentration in the other half. He decided to borrow a technique
called| "critical incident analysis"—which had been used since the
nineteen-fifties to analyze mishaps in aviation—in an effort to learn
how équipment might be contributing to errors in anesthesia. The
technilque is built around carefully conducted interviews, designed to
capture as much detail as possible about dangerous incidents: how
specift c accidents evolved and what factors contributed to them. This
inforntation is then used to look for patterns among different cases.
Getting open, honest reporting is crucial. The Federal Aviation
Admipistration has a formalized system for analyzing and reporting
danggrous aviation incidents, and its enormous success in improving
airline safety rests on two cornerstones. Pilots who report an incident
withifh ten days have automatic immunity from punishment, and the
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rcportsﬁ go to a neutral, outside agency, NASA, which has no interest
i
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n usin'F the information against individual pilots. For Jeffrey Cooper,

it was |probably an advantage that he was an engineer, and not a
physician, so that anesthesiologists regarded him as a discreet,
unthreétening interviewer.
- The result was the first in-depth, scientific look at errors in
medicine. His
I
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detailed| analysis of three hundred and fifty-nine errors provided a
liew of the profession unlike anything that had been seenm before.
Contrary to the prevailing assumption that the start of anesthesia
(“takeoff") was the most dangerous part, anesthesiologists learned
that infpidents tended to occur in the middle of anesthesia, when
vigilance waned. The most common kind of incident involved errors
in maintaining the patient's breathing, and these were usually the
result of an undetected disconnection or misconnection of the
breathii"ng tubing, mistakes in managing the airway, or mistakes in
using d:c anesthesia machine. Just as important, Cooper enumerated
a list iof contributory factors, including inadequate experience,
inadeqhate familiarity with equipment, poor communication among
team members, haste, inattention, and fatigue.

The  study provoked widespread debate among
anesthgsiologists, but there was no concerted effort to solve the
problems until Jeep Pierce came along. Through the anesthesiology
society at first, and then through a foundation that he started, Pierce
directedl funding into research on how to reduce the problems Cooper
had identified, sponsored an international conference to gather ideas
from 4round the world, and brought anmesthesia-machine designers
into sfety discussions. _

It all worked. Hours for anesthesiology residents were
shortened. Manufacturers began redesigning their machines with
fallible human beings in mind. Dials were standardized- to turn in a
unifort:n direction; locks were put in to prevent accidental
administration of more than one anesthetic gas; controls were
changed so that oxygen delivery could not be turned down to zero.
Where errors could not be eliminated directly, anesthesiologists
begané looking for reliable means of detecting them earlier. For
example, because the trachea and the esophagus are so close
together, it is almost inevitable that an anesthesiologist will
sometimes put the breathing tbe down the wrong pipe.
Anest'hcsiologists had always checked for this by listening with a
steth iscopc for breath sounds over both lungs. But Cooper had
turne} up a surprising number of mishaps—Ilike the one that befell
the daughter of Pierce's friends—involving undetected esophageal
intubations. Something more effective was needed. In fact, monitors
that qould detect this kind of error had been available for years, but,
in part because of their expense, relatively few anesthesiologists
used /them. One type of monitor could verify that the tube was in the
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trache_aliI by detecting carbon dioxide being exhaled from the lungs.
Another type, the pulse oximeter, tracked blood-oxygen Ilevels,
thereby providing an early warning that something was wrong with
the patient'’s breathing system. Prodded by Pierce and others, the
anesthesiology society made the use of both types of monitor for
every ! patient receiving general anesthesia an official standard.
Today, anesthesia deaths from misconnecting the breathing system
or intubating the esophagus rather than the trachea are virtually
unknown. In a decade, the over-all death rate dropped to just one in
more than two hundred thousand cases—Iless than a twentieth of
what it had been.

And the reformers have not stopped there. David Gaba, a
profcssor of anesthesiology at Stanford, has focussed on improving
humam performance. In aviation, he points out, pilot experience is
recogmzed to be invaluable but insufficient: pilots seldom have direct
experience with serious plane malfunction anymore. They are
therefore required to undergo yearly training in crisis simulators.
Why not doctors, toe? G

Gaba a physician with training in engineering, led in the design
of ani anesthesia-simulation system known as the Eagle Patient
Slmulator It is a lifesize, computer-driven mannequin that is capable
of amazmgly realistic behavior. It has a circulation, a heartbeat, and
lungs | ithat take in oxygen and expirc carbon dioxide. If you inject
drugs !into it or administer inhaled anesthetics, it will detect the type
and a,*mount and its heart rate, its blood pressure, and its oxygen
levcls! will respond appropriately. The "patient" can be made to
develop airway swelling, bleeding, and heart disturbances. The
mannéquin is laid on an operating table in a simulation room
equipf)ed exactly like the real thing. Here both residents and
expericnced attending physicians learn to perform effectively in all
kinds ! of dangerous, and sometimes freak, scenarios: an anesthesia-
machmc malfunction, a power outage, a patient who goes into cardiac
arrest! during surgery, and even a cesarean-section patient whose
airway shuts down and who requires an emergency tracheostomy.
Though anesthesiology has unquestionably taken the lead in
analyzing and trying to remedy “systems" failures, there are signs of
change in other quarters. The American Medical Association, for
example, set up its National Patient Safety Foundation in 1997 and
asked Cooper and Pierce to serve on the board of directors. The
foundation is funding research, sponsoring conferences, and
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ttemptlng to develop new standards for hospital drug-ordering
ystems that could substantially reduce medication mistakes—the
"ingle most common type of medical error.

Even in surgery there have ©been some encouraging
evelopments. For instance, operating on the wrong knee or foot or
ther bpdy part of a patient has been a recurrent, if rare, mistake. A
ypical | response has been to fire the surgeon. Recently, however,
ospitals and surgeons have begun to recognize that the body's
bilateral symmetry makes these errors predictable. Last year, the
Amerlchn Academy of Orthopedic Surgeons endorsed a simple way of
prevenung them: make it standard practice for surgeons to initial,
with aimarker, the body part to be cut before the patient comes to
surgcry.

The Northern New Bngland Cardiovascular Disease Study Group,
based ;at Dartmouth, is another success story. Though the group
docsn[, conduct the sort of in-depth investigation of mishaps that
Jeffrey. Cooper pioneered, it has shown what can be done simply
through statistical monitoring. Six hospitals belong to this consortium,
which | tracks deaths and complications (such as wound infections,
uncontrolled bleeding, and stroke) arising from heart surgery and
tries to identify various nisk factors. Its researchers found, for
example, that there were relatively high death rates among patients
who developed anemia after bypass surgery, and that anemia
developed most often in small patients. The fluid used to "prime" the
heart-Tung machine caused the anemia, because it diluted a patient's
blood,; so the smaller the patient (and his or her blood supply) the
greater the effect. Members of the consortium now have several
promising solutions to the problem. Another study found that a
group! at one hospital had made mistakes in “handoffs"—say, in
passing preoperative lab results to the people in the operating room.
The study group solved the problem by developing a pilot's checklist
for all patients coming to the OR. These efforts have introduced a
greatér degree of standardization, and so reduced the death rate in
those! six hospitals from four per cent to three per cent between
1991 | and 1996. That meant two hundred and ninety-three fewer
deaths. But the Northern New England cardiac group, even with its
narrow focus and techmiques, remains an exception; hard information
aboul how things go wrong is still . There is a hodgepodge of
evidence that latent errors and systemic factors may contribute to
surgical errors: the lack of standardized protocols, the surgeon's




inexperiencc. the hospital's inexperience, inadequately designed
.echnold;)gy and techniques, thin staffing, poor teamwork, time of
ay, the effects of managed care and corporate medicine, and so on

and so on But which are the major risk factors? We still don't know.
Surgery, like most of medicine, awaits its Jeff Cooper

V—GETTING IT RIGHT

IT was§ a routine gallbladder operation, on a routine day: on the
operating table was a mother in her forties, her body covered by
blue paper drapes except for her round, antiseptic-coated belly. The
gallbladder is a floppy, fingerlength sac of bile like a deflated olive-
green balloon tucked under the liver, and when gallstones form, as
this patient had learned, they can cause excruciating bouts of pain.
Once we removed her gallbladder, the pain would stop.

There are risks to this surgery, but they used to be much
greater. Just a decade ago, surgeons had to make a six-inch
abdomlnal incision that left patients in the hospital for the better
part o{ a week just recovering from the wound. Today, we've learned
to take out gallbladders with a minute camera and instruments that
we manipulate through tiny incisions. The operation, often done as
day s:urgery. 1s known as laparoscopic cholecystectomy, or "lap
chole.” Half a million Americans a year now have their gallbladders
removed this way; at my hospital alone, we do several hundred lap
cholcs annually.

When the attending gave me thc go-ahead, I cut a discreet
mch-long semicircle in the wink of skin just above the belly button. I
dissected through fat and fascia until I was inside the abdomen, and
dropped into place a "port," a half-inch-wide sheath for slipping
mstruinents in and out. We hooked gas tubing up to a side vent on
the port and carbon dioxide poured in, inflating the abdomen until it
was distended like a tire. I inserted the miniature camera. On a video
monitbr a few feet away, the woman's intestines blinked into view.
With ithe abdomen inflated, I had room to move the camera, and I
swung it around to look at the liver. The gallbladder could be seen
pokmlg out from under the edge. |

‘We put in three more ports through even tinier incisions,
spaced apart to complete the four corners of a square. Through the
ports|on his side, the attending put in two long "graspers," like small-




%cale versions of the device that a department:store clerk might use
to get 4 hat off the top shelf. Watching the screen as he maneuvered
them, he reached under the edge of the liver, clamped onto the
gallbladdcr and pulled it up into view. We were set to proceed.
Removmg the gallbladder is fairly straightforward. You sever it
from its stalk and from its blood supply, and pull the rubbery sac out
of the iabdomen through the incision near the belly button. You let
the carbon dioxide out of the belly, pull out the ports, put a few
stitches in the tiny incisions, slap some Band-Aids on top, and you're
done. :There's one looming danger, though: the stalk of the
gallbladder is a branch off the liver's only conduit for sending bile to
the intestines for the digestion of fats. And if you accidentally injure
this main bile duct, the bile backs up and starts to destroy the liver.
Between ten and twenty per cent of the patients to whom this
happens will die. Those who survive often have permanent liver
damage and can go on to require liver transplantation. According to a
standard textbook, "injuries to the main bile duct are nearly always
the result of misadventure during operation and are therefore a
serious reproach to the surgical profession.” It is a true surgical error,
and, like any surgical team doing a lap chole, we were intent on
avoidix:lg this mistake.

Psing a dissecting instrument, I carefully stripped off the
fibrous white tissue and yellow fat overlying and concealing the base
of the! gallbladder. Now we could see its broad neck and the short
stretch where it narrowed down to a duct—a tube no thicker than a
strand; of spaghetti pecking out from the surrounding tissue, but
magnified on the screen to the size of major plumbing, Then, just to
be abgolutely sure we were looking at the gallbladder duct and not
the miain bile duct, I stripped away some more of the surrounding
tissue. The attending and I stopped at this point, as we always do,
and discussed the anatomy. The neck of the gallbladder led straight
into the tube we were eying, So it had to be the right duct. We had
exposed a good length of it without a sign of the main bile duct.
Everything looked perfect, we agreed. "Go for it," the attending said.
II slipped in the clip applier, an instrument that squeezes V-
shaped metal clips onto whatever you put in its jaws. I got the jaws
aroun;d the duct and was about to fire when my eye caught, on the
screep, a little globule of fat lying on top of the duct. That wasn't
necessarily anything unusual, but somehow it didn't look right. With
the ti:p of the clip applier, I tried to flick it aside, but, instead of a
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little globule, a whole layer of thin unseen tissue came up, and,
underneath, we saw that the duct had a fork in it. My stomach
dropped. If not for that little extra fastidiousness, I would have
clipped: off the main bile duct.

Here was the paradox of error in medicine. With meticulous
technique and assiduous effort to insure that they have correctly
identified the anatomy, surgeons need never cut the duct, It is a
paradigm of an avoidable error. At the same time, studies show that
even highly experienced surgeons inflict this terrible injury

about once in every two hundred lap choles. To put it another way, I
may have averted disaster this time, but a statistician would say
that, no matter how hard [ tried, I was almost certain to make this
error at least once in the course of my career.

But the story doesn't have to end here, as the cognitive
psychologists and industrialerror experts have demonstrated. Given
the results they've achieved in anesthesiology, it's clear that we can
make :dramatic improvements by going after the process, not the
people, But there are distinct limitations to the industrial cure,
however necessary its emphasis on systems and structures. It would
be deddly for us, the individual actors, to give up our belief in human
perfectibility. The statistics may say that someday I will sever
someone's main bile duct, but each time I go into a gallbladder
operation I believe that with enough will and effort I can beat the
odds. ;This isn't just professional vanity. It's a necessary part of good
medicine, even in superbly “optimized" systems. Operations like that
lap chole have taught me how ecasily error can occur, but they've also
showed me somecthing eclse: effort does matter; diligence and
attention to the minutest details can save you. '
‘This may explain why many doctors take exception to talk of
"systems problems," "continuous quality improvement," and "process
reengineering." It is the dry language of structures, not people. I'm
no exception: something in me, too, demands an acknowledgment of
my alfltonomy. which is also to say my ultimate culpability. Go back
to that Friday night in the ER, to the moment when I stood, knife in
hand,! over Louise Williams, her lips blue, her throat a swollen,
bloody, and suddenly closed passage. A systems engineer might have
propdsed some useful ‘changes. Perhaps a backup suction device
shoul%i always be at hand, and better light more easily available.
Perhdps the institution could have trained me better for such crises,
could have required me to have operated on a few more goats,




Perhaps: emergency tracheostomies are so difficult under any
Circumstances that an automated device could have been designed to
o a beiter job. But the could-haves are infinite, aren't they? Maybe
Williams could have worn her seat belt, or had one less beer that
night. We could call any or all of these factors latent errors, accidents
waiting, to happen.

But although they put the odds agamst me, it wasn't as if I had
no chance of succeeding. Good doctoring is all about making the most
of the hand you're dealt, and I failed to do so. The indisputable fact
was that I hadn't called for help when I could have, and when I
plunged the knife into her neck and made my horizontal slash my
best was not good enough. It was just luck, hers and mine, that Dr.
O'Connor somehow got a breathing tube into her in time.

There are all sorts of reasons that it would be wrong to take
my licénse away or to take me to court. These reasons do not absolve
me. Whatever the limits of the M. &M, its fierce ethic of personal
responsibility for errors is a formidable virtue. No matter what
measures are taken, medicine will sometimes falter, and it isn't
reasonable to ask that it achieve perfection. What's reasonable is to
ask that medicine never cease to aim for it.
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Wnited States Senate

WASHINGTON, DC 20510

February 3, 2000

The Honorable Togo West
Secretary

U.S. Department of Veterans Affairs
810 Vermont Avenue, N.'W.
Washington DC 20420

Dear Secretary:

Late last year, the Institute of Medicine found that that preventable medical errors in
hospitals are a leading cause of death in our Nation. The Institute found that over half of the
adverse medical events that occur each year are preventable, causing the deaths of as many as
98,000 Americans annually and adding as much as $29 billion to our nation’s health care
spending.

The IOM stated that "health care is a decade or more behind other high-risk industries in
its attention to ensuring basic safety." For example, our health care system has not matched
commercial aviation’s efforts to ensure basic safety that resulted in eliminating all airline deaths

on domestic flights in 1998.

We are concerned that many of the deaths and serious injuries occur in federal programs
including Medicare, Medicaid, the Federal Employees Benefits program, Veterans’ Health, and
the Department of Defense’s health care program — Tricare.

In all, these programs account for almost half of the health care expenditures in the
United States and cover approximately 90 million beneficiaries. Total deaths in these programs
may number in the tens of thousands each year.

As a first step to reform, we are examining the recommendations 1dermﬁcd by the
Institute of Medicine as "a roadmap to ward a safer health system." -

On January 23, the New York Times reported that federal officials have already rejected

one of the recommendations in the IOM report -- requiring hospitals to report all deaths and
serious injuries. The basis for rejecting this recommendation in isolation from the other
recommendations and the status of deliberations on the other recommendations was not

described.

Would you please tell us:
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Anited States Senate

WASHINGTON, DC 20510

February 3, 2000

The Honorable William S. Cohen
Secretary of Defense

The Pentagon

Washington DC 20301

Dear Mr. Secretary:

Late last year, the Institute of Medicine found that preventable medical errors in hospitals are a
leading cause of death in our Nation. The Institute found that over half of the adverse medical
events that occur each year are preventable, causing the deaths of as many as 98,000 Americans
annually and adding as much as $29 billion to our nation's health care spending.

The IOM stated that "health care is a decade or more behind other high-risk industries in its
attention to ensuring basic safety." We are concerned that many of the deaths and serious
injuries occur in federal programs including Medicare, Medicaid, the Federal Employees
Benefits program, Veterans' Health, and the Department of Defense's health care program -
Tricare.

In total, these programs account for almost half of the health care expenditures in the United
States and cover approximately 90 million beneficiaries. Total deaths in these programs may
number in the tens of thousands each year.

As a first step to reform, we are examining the recommendations identified by the Institute of
Medicine as "a roadmap toward a safer health system."

On January 23, the New York Times reported that some federal officials bave already rejected
one of the recommendations in the IOM report -- requiring hospitals to report all deaths and
serious injuries. The basis for rejecting this recommendation in isolation from the other
recommendations and the status of deliberations on the other recommendations was not
described. However, we read that the Department of Defense will soon be requiring military
hospitals to report medical errors and that such reports will be kept confidential.

In light of these reports, would you please tell us:

1) How many preventable deaths occur each year in the Department of Defense, including how
many deaths you expect to occur this year.

2) Your plan for achieving the Institute of Medicine's goal of reducing preventable medical error
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by fifty percent over the next five years.

3) Your basis for deciding to keep reported medical errors confidential.

Congress and the Administration must take seriously the [OM's goal of reducing medical errors
by at least 50 percent over five years. We look forward to hearing from you as quickly as

possible.

Sincerely,
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Rnited States Senate

WASHINGTON, DC 20510

February 3, 2000

The Honorable Donna E. Shalala

Secretary of Health and Human Services

U.S. Department of Health and Human Services
200 Independence Avenue, S.W.

Washington DC 20201

Dear Madam Secretary:

Late last year, the Institute of Medicine found that that preventable medical errors in
hospitals are a leading cause of death in our Nation. The Institute found that over half of the
adverse medical events that occur each year are preventable, causing the deaths of as many as
98,000 Americans annually and adding as much as $29 billion to our nation’s health care
spending.

The IOM stated that "health care is a decade or more behind other high-risk industries in
its attention to ensuring basic safety." For example, our health care system has not matched
commercial aviation's efforts to ensure basic safety that resulted in eliminating all airline deaths
on domestic flights in 1998.

We are concerned that many of the deaths and serious injuries occur in federal programs
including Medicare, Medicaid, the Federal Employees Benefits program, Veierans’ Health, and
the Department of Defense’s health care program - Tricare.

In a.li, these programs account for almost half of the health care expenditures in the
United States and cover approximately 90 million beneficiaries. Total deaths in these programs
may number in the tens of thousands each year.

As a first step'to reform, we are examining the recommendations identified by the
Institute of Medicine as "a roadmap to ward a safer health system."

On January 23, the New York Times reported that federal officials have already rejected
one of the recommendations in the IOM report -- requiring hospitals to report all deaths and
serious injuries. The basis for rejecting this recommendation in isolation from the other
recommendations and the status of deliberations on the other recommendations was not

described.
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Would you please tell us:

1) How many preventable deaths occur each year in the federal health programs under
your supervision, including how many deaths you expect to occur this year.

2) Your basis for accepting or rejecting the Institute of Medicine’s recommendations
including mandatory reporting of deaths.

3) Your plan for achieving the Institute of Medicine’s goal of reducing preventable
medical error by fifty percent over the next five years.

Congress and the Administration must take seriously the IOM’s goal of reducing medical errors
by at least 50 percent over five years. We look forward to hearing from you as quickly as

possible.

Sincerely,

Nl Yk i,
L /A f
ﬁ(@ﬂ

wk TOTAL PAGE.B6 **
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Department of Veterans Affairs -
Veterans Health Administration
Office of the Under Secretary for Health
810 Vermont Avenue, N.W.
Washington, DC 20420
Fax: 202.273.7090
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Please call 202.273. 6787 if you have any questions.

This transmission is intended only for the use of the person or office to whom it is addressed and may contain
information that is privileged, confidential, or protected by law.

All others are hereby notified that receipt of this message doeg not waive any applicable privilegs or exemption
from disclosure and that any dissemination, distribution, or copying of this communication is prohibited.

If you have received this communication in error, please notify us immediately at the telephone number shown
above. Thank you.
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Thoughts on Patient Safety
Febrnary 2, 2000 '

The public has a need for:

= agafer system
= disclosure and compensation for injury
»  ability to chose a safe system for care

The development of a safer system requires:

=  ability of organizations to disclose error without threat of adverse publicity

»  ability of individuals in organizations to disclose errors without threat of punishment

s analysis and discussion of mistakes (broad disclosure increases the likelihood of creative
and effective solutions)

« implementation of new standards

Six part proposal:

1. Full disclosure of error to patient or family [full disclosure is simply the right thing to do;
provides an incentive for just compensation and honest admission as the risk of publicity
is dependent on the patient]

2. Mandatory reporting of errar to a state and national safety database - either protected by
statute from disclosure or reported in de-identified manner [cannot do rates of error as
identification is ultimarely voluntary and denominator is not measurable — thus, the most
honest are likely to appear most ertor prone; cannot fix problems if they are not identified
and shared; would need clear standards for what is to be rcported]

3. Scparate voluntary reporting system similar to Aviation Safety Reporting System
{mandatory and voluntary systems are complementary and in aviation have yielded
significantly different information]

4. Rigorous process of analysis of the safety database and formal adoption of new safery
standards [requires an open process to identify new standards which every system must
implement; might be best 1o start with a new standard setting body with representation
from healthcare organizations and patients; recent examples of such standards might
include the universal use of pulse oximetry in anesthesia, the removal of concentrated
KCI from medical wards, etc.]

5. Required implementation of safety standards [at a minimum, public disclosure of safety
standards so patients could ask and select providers based on adherence to those
standards; stronger statement might be making adherence 1o new safety standards a
condition of participation in Medicare]

6. Recurring audits [either by existing organizations such as Peer Review Organizations or
Joint Commission on Accreditation of Health Care Organizations; or new organizations]
with public disclosure of:

= adherence 10 policy to disclose errors to the patient or family
* adherence to mandatory database reporting

*  implementation of safcty standards

= implementation of an effective safety program

Thomas L. Garthwaite, MD

TOTAL P.B2
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TELEFAX TRANSMITTAL SHEET

FOOD AND DRUG ADMINISTRATION
Office of Policy, Planning and Legislation

Ok 5600 Fishers Lane

Parklawn Bldg. / Room 14-101
Rockville, MD 20850

TEL: (301) 827-3360

FAX:
R 52 SR S R 1 ) 5 ) ) ) 50 2 ) 2 B SR 5 0 s b S S S IS

PLEASE DELIVER THE FOLLOWING PAGES

TO: Ms. Devorra Adler DATE: 2/1/00
TELEPHONE #: FA 202-456-5557
#:

FROM: Bill Hubbard

COMMENTS: The attached graphics maybe helpful as a concept if you guys
say anything about Medical Errors.

NUMBER OF PAGES, INCLUDING L.
COVER:

IF YOU DO NOT RECEIVE THE NUMBER OF PAGES INDICATED ABOVE
PLEASE CALL IMMEDIATELY

‘This document is intended only for the use of the party to whom it is addressed and may contain information that is
privileged, confidential, and protected from disclosure under applicabie law. If you are not the addressee, or a person
authorized to deliver the document to the addressee, you are hereby notified that any review, disclosure, dissemination,
copying, or other action based on the content, of this communication is not authorized. If you have received this document in
errar, please immediately notify us by telephone and return it to us at the above address by mail. Thank you.
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‘Premium’ plasma

Isn’t ‘regular’ blood safe enough?

" ou've probably heard the horror
stories about people who go into
the hospital for minor surgery
and leave with AIDS or hepatitis from a
contaminated blood wansfusion. One
recent response to the frightening
prospect of blaod-borne illness: brand-
name blood.

The American Red Cross and V.I.
Technologies, a biotech firm better
known as Vitex, recently placed full-page
ads in major Sunday newspapers urging
people to “ask your physician for it by
name!” “It” is PLAS+SD, the first bload-
plasma product bearing a brand name
and backed by an ambitious marketing
campaign. The Red Cross, which sup-
plies roughly half the nation’s blood, has
an exclusive agreement to supply Vitex
with plasma—the liquid part of the
blood, rich in antibodies and clocting
compounds—then to distribute the fin-
ished product nadonwide. The new
plasma gets washed in chemicals that de-

; handlslnn

maoaaum o2l
Medicia, vol. 90, 7. 6 (banshusian risko); Lazaros, J. etal,

- The trénsfusmn risks s'how

from transfuslon
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stroy any viruses that cause AIDS (by far
the deadliest risk from blood) or hepatits
C (by far the most common transfusion
risk). The price of the Red Cross’
premium plasma: roughly 2%
times the price of regular.
Meanwhile America’s Blood

A new test

ally more important. The new test can de-
tect the virus itself, not just the tellale
signs of the virus, which can take weeks or
months to appear. So NAT should radi-
cally shrink the old testing
loophole—the chance of

missing a delayed sign of the
Centers, a group of nonprofit should slash the virus—that created the need

blood banks that supply the change of viral to retest the donors or de-
rest of the nation's blood, has . za stroy the viruses in the first
developed a competing prod- CONtAMINAUON. place. By the time this issue

uct: donor-retested plasma.
This plasma is quaranuned for several
months until the donor is retested for any
delayed signs of the worrisome viruses—
indicators that might have eluded the first
test. Donor-retested plasma costs about
60 percent more than regular. The
chance of getting the AIDS or hepatits C
virus from either premium plasma: virtu-
ally zero.

But despite all the hubbub about the
new plasmas, a third, quieter innavation
called nucleic-acid tesding (NAT) is actu-

'_qré'éhoui& '

unexpected

2o - : " auto _ dyg . . . ,
Infectionwith Infectionwith ~ * accident - 'eAmONm.
AIDS vinus from  hepatitls C vinis o '105,9'}3'____:-__-___

JAMA, wol. 279, no. 15(mmm) Lndnn.l. -
“Tho Book of Risis, " John Wiley, 1984,

of CONSUMER REPORTS is
published, virtually all blood in the U.S.
will be screened with the new test.

Mareover, washing and retesting are
technically feasible only for plasma. But
plasma accounts for only about one of
every seven units (pints) of blood trans-
fused in the U.S. (Most of the other units
contain either red cells, which transport
oxygen, or platelets, which help stop
bleeding.) In contrast, NAT can spot
viruses in gny component of the blood
and can thus help protect everyone who
gess a transfusion.

The new blood and the new test raise
two crucial questions: How safe i the
U.S. blood supply? And is either of the
premiwmn plasmas worth the price?

Dramatic improvement

In the 1970s high rates of hepatids
from transfusions wiggered a sweeping
te-examination of blaod banks’ proce-
dures. Most important, the banks stopped
collecting blood from paid donors, who
were more likely than unpaid donors to
be sick.

The advent of AIDS in the early 1980s
forced further reforms. The riskiest
donors—intravenous-drug abusers and
gay men—were asked aot to donate or
were screened out by questionnaires, in-
terviews, or physical exams. And new tests
were developed to detect the AIDS virus
in donor blood. The payoffs were huge.

In 1984, the year before blood banks
got an AIDS-virus test, 714 wansfusion
recipients were infected with the disease,
according to a 1997 government report.
Over the next 12 years, a total of just §
38 cases of AIDS were linked to transfu- &
sions of blood that had tested negative §

for the virus—and the vast majority ofg
dhusc cases ovecunied in die carly years, £

Tom
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National Patient Safety Partnership

For more information, contact:
VA Public Affairs, 202-273-5700

May 12, 1999

FOR IMMEDIATE RELEASE

HEALTHCARE LEADERS URGE ADOPTION OF METHODS TO REDUCE
ADVERSE DRUG EVENTS |

Washington, D.C. — A coalition of healthcare organizations today released
recommendations for reducing the occurrence of adverse drug events.

Stressing that this is a problem that neither government nor individual
healthcare organizations can solve working alone, Kenneth W. Kizer, M.D., M.P.H.,
U.S. Department of Veterans Affairs’ (VA) Under Secretary for Health, said the
public-private National Patient Safety Partnership' is urging consumers, healthcare
practitioners, healthcare provider organizations and healthcare purchasing
cooperatives to adopt successful methods of preventing adverse drug events.

"Treatment-related adverse drug events are a major problem in this country
that exact high costs in patient morbidity and mortality as well as dollars," said Dr.
Kizer. "The Partnership can make significant patient safety improvements through
advocacy of best practices to reduce errors associated with prescribing, purchasing,
dispensing and administering of medications."

The patient safety group encouraged healthcare practitioners and healthcare
provider organizations to commit to certain best, or model, practices and work
together to implement them, in partnership with consumers, patient advocacy
groups, and the pharmaceutical industry. Their recommendations follow.

- more -

‘The NPSP is a voluntary public-private parinership dedicated to reducing preventable adverse medical events. Its
members include American Hospital Association®, American Medical Association®, American Nurses Association®,
Association of American Medical Colleges®, Agency for Health Care Policy and Research, Food and Drug
Administration, Health Care Financing Administration, Joint Commission on Accreditation of Healthcare
Organizations®, Institute for Healthcare Improvement*, National Institute for Occupational Safety and Health,
National Patient Safety Foundahon at the AMA", Department of Defense — Health Affairs, and Department of
Veterans Affairs*, *Charter Organizations
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Adverse Drug Events -- Page 2

To reduce the occurrence of adverse drug events (events that can cause, or
lead to, inappropriate medication use and patient harm),
Patients can:
e Tell physicians about all medications they are taking
and responses/reactions to them
e Ask for information in terms they understand
before accepting medications
Providing Organizations and Practitioners can:
e Educate patients
e Put allergies and medications on patientl records
o Stress dose adjustment in children and older persons
» Limit access to high hazard drugs
e Use protocols for high hazard drugs
. Computeﬁze drug order entry
o Use pharmacy-based IV and drug mixing programs
» Avoid abbreviations
¢ Standardize drug packaging, labeling, storage
» Use “unit dose” drug systems (packaged and labeled in standard patient doses)
Purchasers can:
 Require machine-readable labeling (barcoding)
* Buy drugs with prominent display of name, strength, warnings
* Buy “unit of use” packaging (aka “unit dose”)
¢ Buy IV solutions with two sided labeling

-more-
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Adverse Drug Events -- Page 3

To reduce the potential for taking a medication that was not prescribed for them or

cannot be safely taken by them, patients should ask the following five sets of

questions before accepting prescription drugs.

e Is this the drug my doctor (or other health care provider) ordered? What is the
trade and generic name of the medication?

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

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

¢ What are the likely side effects? What do I do if they occur?

e Is this medication safe to take with other over-the-counter or prescription
medications, or dietary supplements, that I am already taking? What food,
drink, activities, dietary supplements or other medication should be avoided

while taking this medication?

# # #
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—— 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 fo be a significant cause of
hospitalization and, consequently, increased health care costs. Indeed, adverse drug events
are a cause of increased healthcare costs in all care ssttings.

For this initiative, a preventable adverse drug event (PDE)' is defined as an event that can be
anticipated and forestalled and that will cause or lead to inappropriate medication use or patient
harm while the medication is in the control of the healthcare professional, patient, or consumer,
Such events may be related to professional practice, healthcare products, procedures, and
systems, including prescribing; order communication; product labeling, packaging. and
nomenclature; compounding or dispensing; distribution; administration; education; monitoring;
and use.2 Overall, PDEs are a serious public health and medical care problem because of the
large number of drugs, doses, and drug treatment regimens currently available and the many
changes in the manner that healthcare is provided today.

The National Patient Safety Partnership is a public-private partnership dedicated to improving
healthcars in general and patient safety in particular by reducing adverse events and untoward
outcomes of healthcare or healthcare-related processes. The members of the Partnership
believe 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 Partnership believe that prevention of medication-
related adverse events will be maximized when the outcomes of specific actions for
improvement can be reliably predicted based on a strong body of evidence. It realizes that the
current evidence 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 occurrence of PDEs, and the
Partnership calls on healthcare consumers, patient advocacy groups, the pharmaceutical
industry, healthcare practitioners and healthcare organizations to make a commitment to adopt
the practices listed below and to work together to implement them, as well as to develop
additional ways to reduce PDEs.

' The differences between a PDE and the Food and Drug Administration's (FDA) broader statutory definition of an adverse drug
experlance or event should be recognized. The National Patient Safety Partnership's principal interest ls advancing practices that
- prevent adversa avents whereas the FDA's princlpal Interest is understanding drug/drug Interactions and the biologic activity of
drugs so they are fully labeled. At 21 CFR section 314.80 FDA defines an advérse drug experiance as any adverse event
assoclated with the use of a drug in humans, whether or not considered drug related, including tha fallowing: an adverse event
occurring in the coursa of tha use of a drug praduct in professional practice; an adversa event occurring from drug overdoss,
whether accidental or intentional; an advarsa avent occurring from drug abuse; an adverse event oceurring from drug withdrawal;
and any tailure of expected phammacological action.
2 adapted from the USP Quality Review — Definition of Medication Errors

1
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Model Practices to Prevent Adverse Drug Events®

Current Best Practices For Patients/Consumers

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

1. Patients (or their personal advocates) should always inform their physician or other
healthcare practitioner of all 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 shauld not assume that information previously
provided has been communicated or has been considered prior to a medication being
prescribed or administered.

2. Patients (or their personal advocates) should request information about medications in
terms that they can understand, both at the time 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 drug, 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 doctor (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 already taking? What food, drink,

activities, dietary supplements or other medication should be avoided while taking this
medication?

* L 4 L *>

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

? The ordering of these “Best Practices” is not intended to suggest relative importance. The “Best Practices” ara Identified on the
basis of eight techniques or critarla that hava been shown to be important in raducing errors In general and medication errors in
particular. Tha eight ¢riterla are 1) ensuring timely access to Information; 2) standardization; 3) simplification; 4) reduced reliance on
memoty; 5) reduced reliance on practitioner vigilance; 6) broad application; 7) cost effectivenass of ihe intervention; and 8)
established success of the intervention. The 16 practiees are used in the Institute for Healthcara Improvement Breakthrough Series.
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Current Best Practices For Providing Organizations and Practitioners

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

3. Educate patients, family members and other caregivers about all medications (both
prescription and over-the-counter, including 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 information
about all medications and dietary supplements, especially when new medications are
prescribed or changes in medications are made.

4. Prominently display critical patient information, such as drug allergies and medication
regimens, on every patient record. .

5. Emphasize the need for dose adjustment in children and elderly patients. In some elderly
patients, a reduction in dose may be required because of age-related changes in body mass
and organ function.

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

7. Insist on the development and use of protocols for highly toxic or hazardous drugs or those
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,)

8. Computerize drug order entry whenever possible. If computerized drug order entry is not
feasible, then use pre-printed order forms for drugs in inpatient settings and, where
appropriate, in ambulatory care settings.

9. Utilize pharmacy-based intravenous (IV) admixture programs.

10. Avoid the use of abbreviations whenever possible; if abbreviations are used, they should be
standardized throughout the organization and their use minimized.

11. Standardize approaches and processes for drug storage locations, internal packaging or
labeling 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
outpatient 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 implement, 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 pertinent
information such as lot number and expiration date.

14. Preferentially purchase products that have labels with name of drug, concentration and
warnings prominently displayed and that otherwise incorporate human factors evaiuation
into naming, labeling and packaging processes. (For example, the use of large type or
contrasting colors t0 avoid look-alike packaging or unheeded warnings.)

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
prominently displayed on both sides of the container.

Even Better Practices in the Future

Finally, the members of the National Patient Safety Partnership believe it is imperative 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 increased safsty 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 resuiting lessons learned and system changes aimed at
preventing future such events. To be truly successful these activities must be ongoing since no
solution that is found to any problem can be thought of as the “solution for all time”, 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 well.

TOTAL P.@28
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DRAFT: PRESIDENT CLINTON TAKES STRONG NEW STEPS TO IMPROVE
HEALTH CARE QUALITY AND ENSURE PATIENT SAFETY
December 7, 1999

Today, President Clinton will sign an executive memorandum directing the Federal Quality
Interagency Coordination (QulC) Task Force report back to him in 60 days with an action plan to
improve health care quality and ensure patient safety through the prevention of medical errors.
The President also directed the Office of Management and Budget, the Domestic Policy Council,
and the Department of Health and Human Services to develop health care quality and patient
safety initiatives for the FY 2001 budget; directed the Health Care Financing Administration to
integrate patient safety initiatives into the Medicare program; and announced a new, multi-
million dollar investment in research programs to improve health care quality. In addition, the
President praised the American Hospital Association for the strong new steps it is taking,
including issuing guidance on preventing medical errors to all 5,000 member hospitals, to
improve quality of care and protect patient safety. The new actions being taken by the President
today build upon the Clinton-Gore Administration’s longstanding commitment to improving
health care quality.

INCONSISTENCIES AND AVOIDABLE ERRORS IN MEDICAL PRACTICE COST
LIVES AND UNDERMINE HEALTH. Ensuring that patients are free from accidental injury
and preventing inappropriate or unsuccessful courses of treatment is are critically important to
both patients and providers. However, inappropriate utilization of services, unnecessary
variations in the delivery of health care services, and preventable medical errors at all stages are
responsible for tens of thousands of deaths, unnecessary illnesses, and instances of prolonged
disability annually.

e Preventable medical errors. Over half of the adverse medical events occurring each year
are due to preventable medical errors, placing at least 40,000 and as many as 98,000
Americans at unnecessary risk. More people die each year as a result of medical errors than
from motor vehicle accidents, breast cancer, or AIDS. A recent study by the Institute of
Medicine estimates that the cost associated with these unnecessary errors in lost income,
disability, and health care costs is as much as $29 billion annually. The financial impact of
these errors is compounded by the cost of patients’ loss of trust in the health care system and
the physical and psychological discomfort associated with longer hospital stays or permanent
disability.

e Under-utilization of services. Early detection and treatment for illnesses prevents
unnecessary complications, higher costs, and premature mortality. For instance, despite the
fact that early detection of breast cancer can prevent up to 30 percent of breast cancer deaths
annually, 30 percent of women aged 52 to 69 do not receive regular mammograms.

e Overuse of services. The excessive and unnecessary delivery of health care services can
increase costs without improving health and place patients at greater risk for injuries and
complications. For example, an analysis of hysterectomies provided by seven managed care
plans indicated that 16 percent were unnecessary. In another example, the overuse of



antibiotics imposes unnecessary health care costs and contributes to the emergence of
antibiotic-resistant pathogens, causing as much as $7.5 billion in unnecessary costs annually.

Variation in services. There is a continuing pattern of wide variation in health care practice
that cannot be accounted for by differences in the health status of patients, available
resources, patient preferences, or clinical uncertainty. For example, the percent of C-section
births in Washington state hospitals ranged from 0 to 43 percent. In another example,
hospital discharge rates and lengths of stay in the Northeast were over 40 percent higher than
in Western states. Such variation is a clear indicator that clinical practice does not ensure
evidence-based practice in the United States.

NEW ACTION TO IMPROVE HEALTH CARE QUALITY AND ENSURE PATIENT
SAFETY. Today, President Clinton will:

Issue an Executive Memorandum directing the Quality Interagency Coordination Task
Force to develop new strategies to improve health care quality and protect patient
safety. Today, President Clinton will sign an executive memorandum directing the Quality
Interagency Coordination Task Force (QulC) to report back to him in 60 days with an action
plan that: identifies medical errors that can be prevented through the use of decision support
systems; includes proposals to eliminate barriers preventing adoption of information
technology systems in different health care settings; proposes a strategy for the reduction of
medical errors in Federal health care programs; detail specific actions that the Federal
government can take with the private sector to reduce medical errors; provides a plan for
continued, coordinated, collaboration on health care quality issues with the QulC and the
Quality Forum; provides technical support to the Health Care Financing Administration in
the development of pilot projects implementing patient safety initiatives; and evaluate the
feasibility and advisability of implementing or supporting the recommendations of the
Institute of Medicine on patient safety.

Praise the American Hospital Association for launching a new medication safety
campaign. The President will praise the American Hospital Association for launching a new
initiative to prevent patient medication errors that includes: sharing a list of “best practices”
with every hospital and health system; developing a medication safety awareness test that
surveys hospitals’ medication error prevention systems; tracking implementation by the
hospital and health system field of the practices for reducing and preventing errors; and
working with national experts to develop a model medication error reporting process.

Announce a new, multi-million dollar investment in research programs to improve
health care quality. President Clinton will announce that he will sign legislation in the
coming days that will ensure that the Agency for Healthcare Quality and Research (AHQR),
will invest over $ million in FY 2000 in new research to prevent medical errors and promote
patient safety. The President also announced that AHQR will increase its current investment
in research focusing on the over and under utilization of services and geographic variation in
the delivery of services by _ percent over the next year.



e Direct the Health Care Financing Administration to initiate the development of patient
safety demonstration projects into the Medicare program. Today, President Clinton will
direct the Health Care Financing Administration (HCFA) to develop pilot projects that
promote patient safety and improve health care quality. These new programs will be
designed to reduce medical errors, prevent over and under-utilization of services, and assure
the use of the most recent treatment protocols in the Medicaid, Medicare, and CHIP
programs.

e Direct the Office of Management and Budget to invest in health care quality and patient
safety initiatives when developing the FY 2001 budget. Today, the President will direct
the Office of Management and Budget to work with the Domestic Policy Council and the
Department of Health and Human Services to develop initiatives within the context of the FY
2001 budget that build on our current error prevention, quality improvement, and patient
safety initiatives.

THE CLINTON-GORE ADMINISTRATION’S LONGSTANDING COMMITMENT TO
IMPROVING HEALTH CARE QUALITY. Assuring quality through providing patient
protections is a longstanding priority for the Clinton-Gore Administration. Over the past two
years resident Clinton and Vice President Gore have provided critical consumer protections to
the 85 million Americans enrolled in Federal health plans and set the stage for the Congress to
pass a strong, enforceable, Patients’ Bill of Rights. In March of 1998, the President established
the Quality Interagency Coordination Task Force, which has been instrumental in developing
disease management protocols that have been adopted nationwide. The Vice President launched
a public-private body known as the Quality Forum to coordinate Federal quality improvement
efforts with the private sector to provide consumers with a consistent set of standards in order to
base their health care choices on quality — not cost. In addition, the Departments of Defense and
Veterans Affairs have been leaders in employing information technology to enhance their ability
to provide higher quality of care to patients, including the use of electronic medical records for
many of their patients.
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DRAFT: PRESIDENT CLINTON TAKES STRONG NEW STEFPS TO IMPROVE
HEALTH CARE QUALITY AND ENSURE PATIENT SAFETY

\\ Deccmber 7, 1999
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Today, President Clinton #villsign an executive memorandum directing the

_Interagency Coordinatior, Task Force report back to him in 60 days with aff action plan to

improve health care quality and ensure patient safety through the prevefition of medi -
L} The Pre.sident also directed the Office of Manageruent and Budget 4§ i ealth care quality
M\m the FY 2001 budget; directed the Health Care

% Financing Administration to Integrate paticnt safety initiatives into the Medicare, Medieaid-and @W Ay
Yy <GP programs; and announced a new, multi-million dollar investment in research programs to —

improve health care quality. The new actions being taken by the President today build upon the
Clinton-Clore Administration’s longstanding commitment to improving health care quality.

INCONSISTENCIES AND AVOIDABLE ERRORS IN MEDICAL PRACTICE COST
LIVES AND UNDERMINE HEALTH. Inappropriate wilization of services, unnecessary '
vanations in the delivery of health care services, and preventable medical errors are responsible -(4"3 :

& Ioxtbousands of deaths, unnecessary illnesses, and instances of prolonged disability annually. pAS—
b & | S nclok
* Preventable medical errors. Over half of the adverse medical events occurring each year ’
are due to preventable medical errors, placing tens of thousands of Americans at unnccessary
risk. More people die each year as a result of medical errors than from motor veniete
accidents, breast cancer, or AIDS. A recent study by the Institute of Medicine estimates that
the cost associated with these unnecessary errors in lost income, disability, and health care
costs is as much as $29 billion annually. The financial impact of these errors is compounded
by the cost of patients’ loss of trust in the health care system, the pbysical and psychelogical
discomfort associated with longer hospital stays ot permanent disability

)Ee)gluced school
attenda.ﬂﬂand lower levels of population health status. ™ )" - @
—_—————— e —— T -.:

¢ Under-utilization of services. Barly detection and treatment for illnesses prevents
unnecessary complications, higher costs, and premature mortality. For instance, despite the
fact that early detection of breast cancer can prevent up to 30 percent of breast cancer deaths
apnually, 30 percent of women aged 52 to 69 do not receive regular mammograms.

e Overuse of services. The excessive and unnecessary delivery of health care services can
increase costs without improving health and place patients at greater risk for injuries and
complications. For example, an analysis of hysterectomies provided by seven managed care
plaps indicated that 16 percent werc unnccessary. In another example, the overuse of
antibiotics imposes unnecessary health care costs and contributes to the emergence of
antibiotic-resistant pathogens, causing as much as $7.5 billion in unnecessary costs annually.

-

Variation in services. There is a continuing pattern of wide vatietion in health care practice
that cannot be accounted for by differences in the healn status of patienta, availahle ‘
urces, patient preferences, or clinical uncertainty. For cxample, the percent of C-section
births in Washington state hospitals ranged from 0 to 43 percent. In another example,
bospital discharge rates and lengths of stay in the Northeast were over 40 percent higher than

Jf/;:}_ci /@‘{? V\/l"%é«
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in Western states. Such varfation is a clear indicator that clinical practice does not ensure
evidence-based practice in the Unitcd States.

NEW ACTION TO IMPROVE HEALTH CARE QUALITY AND ENSURE, PATIENT
SAFETY. Today, President Clinton: ;
P AU

> lssued an Executive Memorandym directing the Quality Intcragency Coordination
Task Force to develop new strategies to improve health carc quality and protect patient
safety. Today, President Clinton-signe#l-an executive meraotandum directing the Quality
Interagency Coordination Task Force (QulIC) to report back to him in 60 days with an action
plan that: identifies medical ervors that can be prevented tarough the use of decision support
3 A 5_5 systems; includes proposals to eliminate barriers preventing adoption of information
A - technology systems in different health care settings; proposes a strategy for tho reduction of
.~ medical errors in Federal health care programs; detail specific actions that the Federal
_ government can take with the private sector to reduce medical errors; provides a plan for
continued, coordinated, collaboration on health care quality issues with the QuIC and the
Quality Forum; provides tecbnical support to the Health Care Financing Administration in D h b
% the development of pilot projects implementing patient safety injtiatives; and i\(fY—u\a_nge LR

v+¥  recommendations of the Institute of Medicine on patient safety. . ‘/M}"L’L’
: of
* Announced 2 new, multi-million doliar investment in research programs to improve e

health care quality. President Clinton announced that the Agency for Healthcare Quality of

and Research (AHQR)AHQRWIN invest over $2 million in FY 2000 in pew research, to-be” o vaé “)
compreted during theromieg yea ¥, 10 prevent medioal errors and promote patient safety. :
The President also apnounced that AHQR will increase its current investment in research

focusing on the over and under utilization of services and geographic variation in the delivery

of services by ___ percent over the next year.

k\'l\\ J"‘\,L( L (J{,-(;(ﬂ//\ak 2 !

* Directed the Health Care Financing Administration to integrate patient safety O,QQ/*\V\J” o
initiatives into the Medicare, Medicaid, an rogramy Today, President Clinton
directed the Health Care Financing Admimistration (HCFA) to develop pilot projects that
promote patient safety and improve health care quality. These new programs will be
designed to reduce medical errors, prevent over and under-utilization of scrvices, and assure
the use of the most recent treatment protocols in the Medicaid, Medicare, and CHIP

pm% \r’\\\ ov X’\g A\M,\

e Announced he would sign legislation expanding the ability of the Agency for Health
Care Quality and Research to explore issues relatdd to patient safcty. Today, the
President apnounced that in the coming days, he would sign legislation that provides new
authority to AHQR to explore on issucs related to patiznt safety, including a specific
directive to conduct research on medical errors. The legiclation also eliminates the funding
limit for projects financed by the Center for Education and Research on Therapeutics,
allowing AHQR to increase its investment on research on the prevention of adverse medical
events related to the use of pharmaceuticals.
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s Directed the Office of Management and Budget to invest in health care quality and l-(
patient safety initiatives when developing the FY 2001 budget. Today, the President
directed the Office of Management and Budget to work with the Domestic Policy Council M
and the Department of Health and Human Services to develop initiatives within the context

of the FY 2001 budget tb.at bmld on and enhance the ongwngw

Al {H\]
THE CLINTON-GORE ADMINISTRATION’S LONGSTANDING COMMITMENT TO ﬁﬂ\
IMPROVING HEALTH CARE QUALITY. Assuring quality through providing patient /\,\/F
protections is a longstanding priority for the Clinton-Gore Administration. Over the past two
years resident Clinton and Vice President Gore have provided. critical consumer protections to
the 85 million Americans enrolled in Federal health plans anc. set the stage for the Congress to
pass a strong, cnforceable, Patients’ Bill of Rights. In March of 1998, the President established
the Quality Interagency Coordination Task Force, which has been instrumental in devcloping
disease management protocols that have been adopted nationwide. The Vice President launched
a public-private body known as the Quality Forum to coordinate Federal quality improvement
efforts with the private sector to provide consumers with a consistent set of standards in order to
base their health care choices on quality — not gost. In addition, the Departments of Defense,
Co e, and Veterans Affairs have been ledders in employing information technology to
& their ability to provide higher quality df care to patients. A
\ a0 A
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THE WHITE HOUSE

Office of the Press Secretary

For Immediate Release March 13, 1998

REMARKS BY THE PRESIDENT
ON HEALTH CARE QUALITY

The East Room
2:45 P.M. EST

THE PRESIDENT: Thank you very much. Mr. Vice President, thank
you for your work on this issue and your interest in it. I thank
Secretary Shalala, Secretary Herman, Secretary West, the members of
the White House staff who worked on this. But especially let me thank
the members of the commission and the Executive Director of the
commission, Janet Corrigan. They have done a remarkable citizen
service for the people of the United States of America and we're all
very grateful to them. (Applause.)

As we approach a new century with all its stunning advances in
science and technology, we know that many of them will come in medicine
and health. We must act now to spread these breakthroughs and improve
the quality of health care for every American. I accept the
commission's report. I endorse your recommendations.

For five years we have worked to expand access to quality health
care for the American people, step by step: health insurance coverage
for people who move between jobs; expanded health care coverage for
millions of children; strengthened Medicare with more preventive
benefits. Last year, as the Vice President said, this commission
recommended a Patient's Bill of Rights. Last month I acted to ensure
by executive order that one-third of all Americans -- those in Medicare,
Medicaid, veterans health care systems and other federal plans -- enjoy
the benefits of this Patient's Bill of Rights.

Now these protections must be extended to all Americans. And in
the remaining 68 days of this congressional session, Congress must take
the next step and make the Patient's Bill of Rights the law of the
land. (Applause.)

Now, as you have told America in this report, we must also seize
this moment of opportunity to improve the quality of health care for
all cur people. For all its strengths, our health care system still
is plagued by avoidable errors -- overused and underused procedures and
gaps in the quality of care. For example, when hundreds of thousands
of Americans are needlessly injured while in the hospital, when 18,000
Americans die of heart attacks that did not have to be fatal, when
80,000 women undergo unnecessary hysterectomies every year, surely we
can do better.

This commission has drawn a road map for higher quality
across American health care. Above all, our nation must develop
uniform national standards so that health plans can compete on
guality, not just cost; and so that health care consumers can judge
for themselves. This is the best way to assure quality health care
for all Americans.

We can take three steps to advance these high health care

12/1/1999 9:12 AM
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standards. First, health care quality standards should be set at a
forum bringing together providers, business and labor, consumers,
insurers and government. I've asked the Vice President to convene
this health care gquality forum this June.

Second, I'm ordering federal agencies to create a task force to
find ways to improve guality in the health care systems that we
operate. The federal government must lead the way in lifting health
care quality for all our people.

Third, I support this commission's recommendation to create a
permanent Health Care Quality Council to set new goals and track our
progress in meeting those goals. A council should be established by
any health care quality legislation enacted this year.

We can make this year a time of real achievement in our mission
to improve health care for every American. The American health care
system has been the best in the world in the 20th century. If we press
forward with medical research, enact a Patient's Bill of Rights, insist
on high quality everywhere in America, continue to expand quality
affordable coverage, protect and preserve Medicare and Medicaid, we can
make American health care the best in the world in the 21st century.

Now I intend to sign an executive order to all the relevant
agencies to make sure they work together to develop the standards you
recommend for quality health care, first for those whom we reach, and
hopefully as a model for all Americans.

Again, I thank this commission. I ask the people and the members
of the press here present to remember just the single instances I cited
from the commission's report of examples where we still have serious
guality changes. And I ask you all to rededicate yourself to this
purpose on this day.

Thank you very much. (Applause.)

END 2:52 P.M. EST

12/1/1999 9:12 AM
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EXECUTIVE MEMORANDUM FOR THE QUALITY INTERAGENCY COORDINATION
TASK FORCE

SURJECT: IMPROVING HEALTH CARE QUALITY AND ENSURING PATIENT
SAFETY

Assuring quality through patient protections is a longstanding priority for this Administration.
Over the past two years, with the invaluable assistance of the Vice President, Secretary Shalala
and Sceretary Herman, this Administration has provided critical consumer protections to the 85
maillion Americans enrolled in Federal health plans and set the stage for the Congress to pass a
strong, cnforceable, Patients’ Bill of Rights. Equally as impo:tant as assuring high quality health
care services, however, is improving the quality of the services. ]/

Aeas ¥

Inappropriate utilization of services, unnecessary variations jp('the delivery of health care
services, and preventablc medical erross are responsible foy thousands of deaths, unpecessary
illnesses, and instances of prolonged disability annually. Early detection and appropriate
treatment for illnesses such as diabetcs, breast and cervieal cancer, and heart attacks can reduce
mortality by over 40 percent. Millions of Americans receive health care services, such as
unnecessary or inappropriate prescriptions or surgeriesythat endanger health and increase costs.
In addition, there is a contipuing pattern of wide variation in health care practice, including
regional variations, clearly indicating that the practice of health care has nat caught up with the
science of health care.

Preventable medical errors present an extraordinary example of the importance of efforts to
ensure the safety of patients and the delivery of high quality health care services. A recent study
by the Institute of Medicinc indicates that over half of the adverse medical events occurring each
Lo year are due io preventabie medical crrors, placing tens-efthmrerrd o Americans at
upnecessary risk. More people dic each year as a result of medieal erors than from motor
vehicle accidents, breast cancer, or AIDS, The cost assooiated with these unnecessary errors in
lost income, disability, and health care costs is as much as $29 billion annually. The financial
impact of these errors is compounded by the cost of patients’ Joss of trust in the health care
system, the physical and psychological discomfort associated with longer hospital stays or
permanent disabjhity, reduced school attendance, and lower levels of population health status.

o \C'
Last year, in order to begin to address e issu;g:\t- establizhed the Quality Interagency
Coordination Task Force (QulC), which is responsible for tae dissemination of information on
evidence based medical research, and/has been instrumental in developing diseasc management
protocols that have

been adopted nationwide. The Vice President launched a public-private body
i known as the tgus 0o coordinate our guality improvement efforts with the private
,\0, scctor 1o provide congwmers with a consistent set of standards in order to base thelr health care
choices on quality outcomes — not just cost. Although they have only been in operation for a
\ ind—. short period of time, these entities are well on thejr way to making contributions to improving
the delivery of high quality health care. In addition, the Departments of Defense, €catierce;
4 l \ and Veterans Affairs have been leaders in employing inforrnation technology to enhance their
ability 1o provide higher quality of care to patients. However, ]n #\¢lear that more must be done,
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DRAFT: December 7, 1999

EXECUTIVE MEMORANDUM FOR THE QUALITY INTERAGENCY COORDINATION
TASK FORCE

SUBIECT: IMPROVING HEALTH CARE QUALITY AND ENSURING PATIENT
SAFETY '

Assuring quality through patient protections is a longstanding priority for this Admipistration.
Over the past two years, with the invaluable assistance of the Vice President, Secretary Shalala
and Secretary Herman, this Administration has provided critical consumer protections to the 85
million Americans enrolled in Federsl health plans and sex the stage for the Congress to pass a
strong, enforceable, Patients’ Bill of Rights. Equally as important as assuring high quality health
care services, however, is improving the quality of the services.

Inappropriate utilization of services, unnecessary variations in the delivery of health care
services, and preventable medical errors are responsible for thousands of deaths, unnecessary
illnesses, and instances of prolonged disability annually. Early detection and appropriate
treatment for illnesses such as disbetes, breast and cervieal cancer, and heart attacks can reduce
mortality by over 40 percent. Millions of Americans receive health care services, such as
unnecessary or inappropriate prescriptions ot surgeries that endanger health and increase costs.
Tn addition, there is a continuing pattem of wide varjation jn health care practice, including
regional variations, cleaxly indicating that the practice of health care has not caught up with the
science of health care.

Preventable medical errors present an extraordinary example of the importance of efforts to
ensure the safety of patients and the delivery of high quality health care services. A recent study
by the Institute of Medicine indicates that over half of the adverse medical events occurring each
year are due to preventable medical errors, placing tens of thousands of Americans at '
unmecessary risk. More people die each year as a result of medical errors than from motor
vehicle accidents, breast cancer, or AIDS. The cost associated with these unnecessary errors
lost income, disability, and health care costs is as much as $29 billion annually. The financial
impact of these errors is compounded by the cost of patients’ Jass of trust in the bealth care -
system, the physical and psychological discomfort associated with longer hospital stays or
permanent disability, reduced school attendance, and lower levels of population health status.

Last year, in order to begin to address these issues, I established the Quality Interagency
Coordination Task Force (QuIC), which is responsible for the dissemination of information on
evidence based medical research, and has been instrumental in developing disease management
protocols that have been adopted nationwide. The Vice President launched a public-private body
known as the Quality Forum to coordinate our quality improvement efforts with the private
sector to provide consumers with a consistent set of standards in order to base their health care
choices on quality outcomes — not ‘ust cost. Although they have only been In operation for 2
short period of time, these entities are well on their way to making contributions to improving
the delivery of high quality health care. In addition, the Departments of Defense, Commerce,
and Veterans Affsirs have been leaders in employing information technology to cnhance their
ability to provide higher quality of care to patients. However. it is clear that more must be done.
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- . Computerizing and streamlining heath cate processescan fmprove health care quality, climisate
dangerous medical errors, lower costs by improving communications between doctors,
eliminating redundant tests and procedwres, and building eutomatic safeguards against harmful
drug interactions and other adverse side effects into the treatment process. Despite this fact, very
few public and private health plans, hospitals, and employers nse these new techniques.

-

Therefore, I hereby direct the Quality Interagency Coordination Task Force, to report to me a set
of recommendations on specific actiops to improve health care outcomes and prevent medical
erroxs in both the public and private sectors in a mammer that does not unnecessarily and

inappropriately infringe upon patient privacy in any way. This report shall:

e Identify prevalent medical errors that can be prevented through the use of decision support
systems, such as patient monitoring and reminder systems;

» Propose steps to eliminate barriers preventing adoption of effective information technology
systems in different health care settings in both the public and private sectors;

s Propose a strategy to reduce medical ezrors in Federal health care programs that will reduce
medical errors and ensure patient safety;

= Detail specific actions that the Federal government can take with the private sector to reduce
medical errors and improve patiznt safety nationwide, including continued collaboration on
health care quality issues with the QUIC, the Quality Forum, and the National Center for
Vital Statistics; and

= Provide technical support to the Health Care Financing Administration in the development of
pilot projects implementing patiept safety injtiatives in Medicare, Medicaid, and CHIP.

» Evaluate the feasibility and advisability of the recommendations of the Institute of
Medicine’s Quality of Health Care in America Committee on patient safety, including the:

©  Creation of a Center for Patient Safety in the Agency for Healthcare Research and
Quality;
Establishment of a nationwide mandatory reporting system on adverse events that result
in death or serious harm to patients;
Encouragement of the development of voluntary reporting systems on medical errors;
° . Extension of peer review protections to data related to patient safety;
Inclusion of patient safety components in performance standards for health care
organizations and health care professionals; _

°  Requirement for the Food and Drug Administration to consider patient safety in pre an
- post-marketing processes for pharmaceuticals; and
Encouragement of private health care organizations to establish patient safety programs
with defiped executive responsibility and to implement proven medication safery

prectices.
and the be.p.wr‘\’w\e’h'\' of Lalmoe,
I direct the Department of Health end Humen Servicesgo serve as the coordinating agency to
assist in the development and integration of recommendations and to report back to me within 60

days. The recommepded actions should lay the foundation for a national system that prevents
adverse medical events before thev occur.
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Therefore, I hereby direct the Quality Interagency Coordination Task Force to report to me with
a set of recommendations relating to medical errors and patient safety. These recommendations
should include specific actions to improve health care outcomes and prevent medical errors in
both the public and private sectors in a manner consistent with the strong privacy protections that

we haye proposed. This report Shmﬂ%
@ & e TR T

dentifyLgdditional strategies to reduce medical errors in federal health care programs.
i se b b
@ Identify prevalent medical errorsthat can be prevented through the use of decision

support systems, such as patient monitoring, computerized information systems, and
reminder systcms.

% . Identify opportunities the Federal government can take to reduce medical errors and
@ S improve patient safety nationwide through collaborations with the private sector,
including the Quality Forum.

~ a
. Evaluate the feasibility and advisability ofﬁ; recommendations on patient safety issued
@ by the Institute of Medicine’s Quality of Hcalth Care in America Committee.

1 direct the Secretary of Health and Human Services to coordinate the development and
integration of the recommendations and to report back to me within 60 days.
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Sentinel Event Questionnaire Executive Summary

- During March of 1999, state relations conducted a survey of state agencies to identify state
requirements related to sentinel event reporting. The following represents significant
findings from this survey.

Methodology: _
A written survey was distributed to 50 states, Puerto Rico, and the District of
Columbia. Nonrespondants were contacted by phone.

+ Requirements for reporting of health care sentinel events to the state:

— 32 states, Puerto Rico, and the District of Columbia (67%) have responded either to
the written survey or foliow up phone survey.

— 16 states and D.C. (33%) responded that there is a law that requires reporting of
sentinel events: Alabama, Alaska, District of Columbia, Florida, Idaho, lowa,
Louisiana, Massachusetts, Minnesota, Nevada, New Jersey, New York,
Pennsylvania, Tennessee, Texas, Washington, and Wisconsin.

— 15 states and Puerto Rico (31%) responded there was no law currently in place that
requires reporting of sentinel events to the state - California, Hawaii, Kentucky,
Mississippi, Missouri, Montana, New Hampshire, New Mexico, North Dakota,
Oklahoma, Oregon, Utah, Vermont, West Virginia, and Wyoming.

» Categories of sentinel events required to be reported to states:

- report unexpected patient deaths (inciuding suicide and restraint deaths) - 13

states and D.C. (27%) - Alabama, District of Columbia, Florida, Hawaii, Idaho, lowa,
Louisiana, Massachusetts, Minnesota, New Jersey, New York, Pennsylvania,
Washington, and Wisconsin.

- report wrong site surgery - 5 states (10%) - Florida, Massachusetts, New Jersey,
New York, and Washington.

— report infant abduction and wrong infant discharge - 6 states and D.C. (13%) -

California, District of Columbia, Massachusetts, New Jersey, New York,
Pennsylvania, and Washington.

— report rape of a patient - 9 states and D.C. (19%) - Alabama, District of Columbia,

Idaho, Louisiana, Massachusetts, Minnesota, New Jersey, New York, Pennsylvania,
and Washington.

— report hemolytic transfusion reaction - 6 states and D.C. (13%) - District of

Columbia, Florida, Massachusetts, New Jersey, New York, Pennsylvania, and
Washington.

Page 1
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Sentinel Event Questionnaire Executive Summary

— report major loss function due to treatment or surgery - 5 states and D.C. (12%)

- District of Columbia, Florida, Massachusetts, New Jersey, New York, and
Washington.

~ Other sentinel events reported to states include abuse, neglect and exploitation.
» Categories of health care organizations that submit data to the state:

— general and acute care hospitals - 16 states and D.C. (33%) - Alaska, California,
District of Columbia, Hawaii, Idaho, Louisiana, Massachusetts, Minnesota, Nevada,

New Jersey, New Mexico, New York, Pennsylvania, Tennessee, Texas, Utah, and
Washington.

— psychiatric hospitals or residential psychiatric centers - 13 states and D.C.
(27%) - California, District of Columbia, Hawaii, ldaho, Louisiana, Minnesota,

Nevada, New Jersey, New Mexico, Oklahoma, Pennsylvania, Tennessee, Texas,
and Utah.

— ambulatory surgery clinics - 10 states (19%) - California, Minnesota, Nevada, New
Jersey, New Mexico, New York, Pennsylvania, Tennessee, Texas and Utah.

- outpatient mental health clinics - 3 states (6%) - New Mexico, Oklahoma, and
Texas.

- nursing homes - 16 states and D.C. (33%) - Alabama, Alaska, California, District of

Columbia, Hawaii, Idaho, Indiana, Louisiana, Massachusetts, Minnesota, Nevada,
New Jersey, New Mexico, Oklahoma, Pennsylvania, Tennessee, and Utah.

— home health agencies - 12 states and D.C. (25%) - Alaska; California, District of

Columbia, |daho, Louisiana, Minnesota, Nevada, New Jersey, New Mexico,
Oklahoma, Pennsylvania, Tennessee, and Utah.

— laboratories - 2 states (4%) - Massachusetts and Nevada.

— Ofther health care organizations include intermediate care faciliﬁes, developmentally
disabled, group homes, CD, birthing centers, ESRD and group homes for child care.

Other significant findings:

* Information is maintained in databases by 12 states (23%) - Alabama, Alaska, Florida,

Massachusetts, Minnesota, Nevada, New Hampshire, New York, Tennessee, Texas,
Utah and Wisconsin.

* 18 states and D.C. (37%) indicated that a follow up is done to assure corrective action -
Alabama, Alaska, District of Columbia, Fiorida, Hawaii, Ildaho, lowa, Louisiana,
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Sentinel Event Questionnaire Executive Summary

Massachusetts, Nevada, New Hampshire, New Jersey, New York, Pennsylvania,
Tennessee, Texas, Utah, Washington, and Wisconsin.

» Frequency of a state survey based on a reported event include:

- 5 states and D.C. (12%) responded that a state survey is done in all cases -
Alabama, Alaska, District of Columbia, Idaho, Nevada, and Texas.

— 13 states (25%) responded that a state survey is done in some cases - Florida,

Hawaii, Louisiana, Massachusetts, Minnesota, New Hampshire, New Jersey, New
York, Pennsylvania, Tennessee, Utah, Washington, and Wisconsin.

— 1 state (2%) requires a plan of correction - Florida.

— 4 states (8%) refer the facility to other agencies - California, Hawaii, Massachusetts,
and Minnesota.

— States actions after review of events:

» 2 states (4%) give fines - New Jersey and New York.
» 1 state (2%) revokes licenses - Tennessee.

» 12 states (23%) have sanctioned a facility - These sanctions range from an

average of 1-3 times a year for the following states: Florida, |daho, lowa and
Wisconsin.

» 15 states ( 29%) disclose information to the public, typically upon request.

— Types of information disclosed are complaint investigation findings, incident reports,
survey reports, statement of deficiencies and plans of correction.

* States indicated that a failure to submit data or report occurrences could trigger:

— Actual facility citation

— Deficiency citation

— Waming letters

- Fines

— Corrective action plans

States that require healthcare organizations to report other event data (not necessarily
similar to Joint Commission’s Sentinel Event definition) are Alabama, Alaska, Florida,

Hawaii, lowa, Louisiana, Massachusetts, Minnesota, Nevada, New Mexico, New York,
Tennessee, Texas and Wisconsin (14 states, 27%).

» Percentage of facilities in 6 states (12%) that report data:
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Sentinel Event Questionnaire Executive Summary

State Percentage |
Hawaii 91%
Massachusetts 100%
New Mexico 5%
New York 100%
Tennessee >5%
Wisconsin >5%

Number of adverse events reported in 10 states (19%) included:

State 1997 1998
Alaska 52 19
Florida ~5,000 ~5,000
lowa 6-12 6-12
Massachusetts ~350 ~425
Minnesota 3,873 3,394
New Mexico 50 50
New York ~15,000 ~15,000
Tennessee ~1,500 ~1,600
Texas 343 369
Wisconsin 65 79

+ 12 states (23%) responded that the reporting of adverse events has been useful.

- Benefits of reporting cited included:

» corrective measures are implemented as a result of reporting,

» legally required patient care quality standards are being met,

» provider awareness has increased that, in return, prevents occurrences,
» preventive action has been taken.
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Sentinel Event Questionnaire
Please reply via facsimile (630) 792-4269 by 3/11/99. or call us and we will take your answers over the phone.

The Joint Commission on Accreditation of Healthcare Organizations is asking that you please take a moment to
fill out a brief survey to determine the effectiveness of laws and regulations that address unexpected occurrences
involving death or serious physical or psychological injury (i.., sentinel events, adverse incidents). We would
like information about actual reporting, compliance levels, how information gets used, and access to the data.

1) Do you have a law that requires reporting of health care sentinel events to the state?
Yes 0 No [0 (By sentinel event we mean: unexpected patient deaths (including suicide and restraint
death), wrong site surgery, infant abduction or wrong infant discharge, rape of a patient, hemolytic
transfusion reaction, major loss of function due to treatment or surgery.)

2) What kinds of events are reported? (Check all that apply)

unexpected patient deaths (including suicide and restraint death)

wrong sile surgery

infant abduction or wrong infant discharge

rape of a patient

hemolytic transfusion reaction

major loss of function due to treatment or surgery

others

3) What categories of health care organizations must report? (Check all that apply)

general and acute care hospitals

psychiatric hospitals or residential psychiatric centers

ambulatory surgery centers

outpatient mental health centers

nursing homes

home health agencies

laboratories

pharmacies

others

4) What is done with the information reported?

Is information entered into a database? Yes(] No [

Number of cases currently in the database.

Do you follow up to assure corrective action? Yes (] No [

Is a state survey done? Inall cases[(0] Insomecases(J No O

ooooaoad

OoogOoocoBoagao

Other action by the state?

5) Is information disclosed to the public? YesO No [
Type of information

6) What do you do if organizations do not submit data or report occurrences?

7) How many times have you sanctioned a facility for failure to report each year?
{(approximate)

8) How many organizations have reported data?
What percent of facilities does this represent?

9) How many adverse events were reported in 1997 and 1998 ?
10)  Has the program been useful in improving care and reducing risks for errors? Yes [0 No [J
Why or why not?
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Sentinel Event Questionnaire Executive Summary

State: Name;

Title: Phone: Fax:

Thank you so much for participating. If you have any questions, please call (630) 792-5269 the Division
of Government Relations & External Affairs and ask to speak with Donna Nowakowski, Director; Kristin
Hellquist, Associate Director; Karen Eberspacher, Coordinator; or Rita Fernandez-Sturm, Intcrn.
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Sentinel Event Questionnaire Executive Summary

Sentinel Event Questionnaire Responses

1. Do you have a law that requires reporting of health care sentinel events to
the state?

StaTE [ Yes No Comments

Alabama v
Alaska v
Arizona v

Arkansas Wouldn’t share
information.

California v
Colorado
Connecticut
Delaware

District of v
Columbia
Florida v

Georgia
Hawaii v
idaho v
lllinois
Indiana
lowa v
Kansas
Kentucky v
Louisiana v
Maine
Maryland
Massachusetls v
Michigan
Minnesota v
Mississippi
Missouri
Montana
Nebraska
Nevada v
New Hampshire v
New Jersey v
New Mexico v
New York v
North Carolina
North Dakota v

NAVE
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Sentinel Event Questionnaire Executive Summary

StaTE Yes No Comments

Ohio
L_9k|ahc>ma
Oregon
Pennsylvania v
Rhode Island
South Carolina
South Dakota
Tennessee
Texas
Utah
Vermont
Virginia
Washington v
West Virginia v
Wisconsin v
Wyoming
Puerto Rico
Totals 18 17

ANIN

NS

AN

AN

Page 8



2. What Kkinds of events are reported?

00/.1/20

0608 ¢6L 0£9 XYvd ¢v:2T1

(Check all that apply)
pationt deaths nfant | Maor loss
including V}Irong abduction Rape of Hemolyt}c function
StaTE (mp . site or wrong pe transfusion | dueto Others
suicide and . a patient .
restraint surgery m_fant reaction treatment
deaths discharge or surgery
Alabama v v serious injuries, burns
Alaska abuse/neglect for vuinerable adults
Arizona
Arkansas
California v
Colorado
Connecticut
Delaware
District of v v v
Columbia
Florida v v wrong pt surg/surg repair
Georgia
Hawaii v allegations of abuse, neglect,
misappropriation of funds
Idaho v v patient abuse/ neglect/ exploitation
Illinois
Indiana
lowa v elopement
Kansas
Kentucky
Louisiana v v abuse, injuries of unknown origin
Maine
Maryland
Massachusetts v v v v v v * We have circular letters for hospitals
and nursing home reporting-call if you
want copies.”
Michigan _
Minnesota v v abuse, neglect exploitation (financial)
Mississippi

NOISSIKNOD INIOCr

0T0



00/L1/30

060¢ 26L 0€9 XVd €¥:21

U;gx;)te:le(tih Infant Major loss
P 'frc". €aths | wrong abduction | Hemolytic | function
STATE SS;:; ing site or wrong ape of transfusion | dueto Others
e and . a patient .
restraint surgery :r!fant reaction treatment
deaths discharge or surgery
Missouri
Montana
Nebraska
Nevada abuse, exploitation, neglect
New
Hampshire
New Jersey v v v v v v anesthesia related events,
disasters related to interruption of
service
New Mexico Abuse, neglect , exploitation
New York v v v v v v (serious occurrence warranting
DOH/DMH notification)
North Carolina
North Dakota
Ohio
Qklahoma
Oregon
Pennsylvania v v v v v serious compromise patient care
Rhode Island
South Carolina
South Dakota v v v Patlent elopement
Tennessee unusual occurrences or events (left to
org. discretion)
Texas abuse and neglect
Utah
Vermont
Virginia
Washington v v v v v v
West Virginia
Wisconsin v suicides, restraint, isolation and
psychotropic medication deaths
Wyoming
Totals 15 6 7 11 8 6

NOISSIKNOD INIOC

1103



3. What categories of health care organizations must report?
(Check all that apply)

STATE

General
and acute
care
hospitals

Psychiatric
hospitais or
residential
psychiatric
centers

ASC

CM
HCS

Nursing
homes

Home
health
agencies

Labora-
tories

Pharm-
cies

Others

Alabama

Alaska

v

SES

Arizona

Arkansas

00/2.1/20

060¢ 26L 0€9 XVd €v:21

California

ICF, DD, daycare CD

Colorado

Connecticut

Delaware

District of
Columbia

ICF

Florida

Georgia

Hawaii

ICF

Idaho

AN

AN

ICF

lllinois

Indiana

lowa

Kansas

Kentucky

Louisiana

Maine

Maryland

Massachusetts

Michigan

Minnesota

Group homes, MR/DD, CD

Mississippi

Missouri

Montana

Nebraska

NOISSTKHOD INIOr

ANV



STaTE

General
and acute
care
hospitals

Psychiatric
hospitals or
residential
psychiatric
centers

ASC

CM
HCS

Nursing
homes

Home
health
agencies

Labora-
tories

Pharm-
cies

Others

Nevada

v

v

v

All licensed facilities

New
Hampshire

00/2.1/20

New Jersey

New Mexico

v
v
v

v
v

ANIRANAN

AV

New York

North Carolina

North Dakota

Ohio

Oklahoma

centers DD, SA, group homes
child care

Oregon
Pennsylvania

AN

birth center

Rhode Island

South Carolina

South Dakota

Assisted Living, Chemical
Dependency Inpatient Centers

Tennessee

Texas

ESRD

Wtah

NN S

SINNS

ANANENEERN

Vermont

Virginia

Washington

AN

West Virginia

Wisconsin

Wyoming

060¢ 26L 0€9 Xvd tbt:2T

NOISSIKKOD INIOr

eT103
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. . Number of Do you follow
Is information | . coq upto assure | Is a state Other action
STaTe entered "]}0 2 | currently in corrective survey done? | by the state
database? database. action?
Alabama Yes 19 Yes In all cases
Alaska Keep log ? Yes In all cases
primarily,
nursing homes
Arizona
Arkansas
California Unusual
occurrences
are reported
by facilities to
L&C District
Offices.
Colorado
Connecticut
Delaware
District of Yes Yes
Columbia :
Florida Yes 5000 Yes In some cases | Plan of
approx/yr correction
Georgia
Hawaii No Yes In some cases | Referred to
other agencies
Idaho No Yes In all cases
INinois
Indiana
lowa No Yes
Kansas
Kentucky
Louisiana No ? Yes In some cases | Require
facility
investigation
and report
Maine
Maryland
Massachusetts | Yes Hospitals- Some In some cases | Referral to
2-3000 other agencies
incidents
(including
complaints)
Nursing
homes-About
10,000/year
Michigan
Minnesota Yes 20,000 past 5 In some cases | Refer reports
yrs to other
agencies
Mississippi
Missouri

Montana
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s information | Number of Do you follow 1 _
: cases up to assure Is a state Other action
State gn:e;ed ",‘;0 @ | currently in corrective survey done? | by the state
alabases database. action?
Nebraska
Nevada Yes Yes In ail cases
New Hampshire | Yes 100 Yes In some cases |
New Jersey No N/A Yes In some cases | Warning
lefters, fines
New Mexico
New York Yes 8,000 approx. | Yes In some cases | fines
355in
categories
noted above
Naorth Carolina
North Dakota No Yes In some cases
Ohio
Oklahoma
Oregon
Pennsylvania No Yes In some cases
Rhode Island
South Carolina
South Dakota
Tennessee File kept Yes In some cases | Revoke
' licenses,
summary
suspension
Texas Yes Standard Yes In all cases N/A
report not .
available
Utah Yes, Yes, review In some cases
substantiated only if
findings statement of
finding is
issued
Vermont
Virginia
Washington No 0 Yes In some cases
West Virginia
Wisconsin Yes 65-75 per year | Yes In some cases

Actions range
by severity.
The Care
Specialists
and
Committee
review deaths
quarterly.
Inpatient has
on site survey/
outpatient
varies

Wyoming
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5. Is information disclosed to the public?

STATE Yes, type of information No

Alabama Yes, HCFA 2567

Alaska

Arizona

Arkansas

California Aggregate data: complaint investigation
findings, number of complaints, and
categories are disclosed to the public
upon request.

Colorado

Connecticut

Delaware

District of Yes

Columbia

Florida On site survey; cited deficiencies.

Georgia

Hawaii No

ldaho survey reports / complaint letters

lllinois

Indiana

lowa No

Kansas

Kentucky

Louisiana

Maine

Maryland

Massachusetts | Yes, upon request (FOIA) - incidents
reports, complaints, reports of
investigations, statements of deficiency,

lans of comrection.

Michigan

Minnesota Yes

Mississippi

Missouri

Montana

Nebraska Yes

Nevada Yes, statement of deficiencies and plan
of correction.

New Hampshire

New Jersey Yes, report of incident and/or survey
repont, hospital fine are listed on internet

New Mexico Yes, if substantiated

New York Yes, findings, hospital specific
aggregate data

North Carolina

North Dakota

Ohio

Oklahoma

Oregon

Pennsylvania Nao

Rhode Island
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STATE

Yes, type of information

No

South Carolina

South Dakota

Yes, only on HCFA 2567

Tennessee

Texas Yes, as mandated by the open records
act

Utah Yes, substantiated complaints

Vermont

Virginia

Washington No

West Virginia

Wisconsin Yes, incident specific (awareness) &
yearly statistical report

Wyoming
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6. What do you do if organizations do not submit data or report occurrences?
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STaTE

Alabama

Write deficiencies related to not reporting

Alaska

Facility can be cited monetary or suspension depending on severity

Arizona

Arkansas

California

If facilities fail to report unusual occurrences to the Department the Department
can cite the facility

Colorado

Connecticut

Delaware

District of
Columbia

Write a deficiency

Florida

Cited, given opportunity to correct, subject to fines

Georgia

Hawaii

Providers survey for citations for state/federal program requirements

ldaho

Adverse action/ civil monetary penalties

Illinois

Indiana

lowa

Cite a deficiency

Kansas

Kentucky

Louisiana

Investigation as a complaint, cite deficiencies

Maine

Maryland

Massachusetts

citation of a deficiency

Michigan

Minnesota

State deficiencies may resort to fine

Mississippi

Missouri

Montana

Nebraska

Nevada

Facilities would be cited for deficiencies

New Hampshire

New Jersey

Paossible fine and/or warning letter

New Mexico

Cite them

New York

Follow-up surveys

North Carolina

North Dakota

Ohio

Oklahoma

Oregon

Pennsylvania

Has not happened; contact on citation

Rhode island

South Carolina

South Dakota

Technical assistance on reporting requirements, written warnings, deficiencies

Tennessee

Deficiency given

Texas

A deficiency is given when failure 1o report is discovered.

Utah

Vermont

VirgLinia
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STATE
Washington Cite-require corrective action plan
West Virginia
Wisconsin cited for violating statutory reporting laws

Wyoming
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7. How many times have you sanctioned a facility for failure to report each

year? (approximate)

STATE

Alabama

23in 1997 and 13 in 1998

Alaska

0

Arizona

Arkansas

Califomnia

Colorado

Connecticut

| Delaware

District of
Columbia

Florida

Georgia

Hawaii

ldaho

illinois

Indiana

lowa

1-2

Kansas

Kentucky

Louisiana

Maine

Maryland

Massachusetts

Michigan

Minnesaota

Approx. 5

Mississippi

Missouri

Montana

Nebraska

Nevada

Unknown

New Hampshire

New Jersey

Less than 5

New Mexico

New York

North Carolina

North Dakota

Ohio

Oklahoma

Oregon

Pennsylvania

Rhode Island

South Carolina

South Dakota

0

Tennessee

Less than 5%

Texas

N/A

Utah

Vermont

Virginia

Washington

N/A
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STATE

West Virginia

Wisconsin

1-2 per year

Wyoming
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8. ( This is a two part question)
How many organizations have What percent of facilities does this
STATE reported data? represent?
Alabama Numerous
Alaska
Arizona
Arkansas
California
Colorado
Connecticut
Delaware
District of
Columbia
Florida Collects data but gave no numbers ave no numbers
Georgia
Hawaii More than 40 91%
idaho Does not have database Does not have database
lllinois
Indiana
lowa 6-12
Kansas
Kentucky
Louisiana Most nursing homes and intermediate
care facilities
Maine
Maryland
Massachusetts | Approx. 75 hospitals, 500 nursing All
homes
Michigan
Minnesota Don’t have number Don't have number
Mississippi
Missouri
Montana
Nebraska
Nevada Numerous Numerous
New Hampshire
New Jersey Unknown, no database Unknown
New Mexico 50 5%
New York Approx. 260 hospitals

100% of hospitals

North Carolina

North Dakota

Ohio

Oklahoma

Oregon

Pennsylvania

Don't know, no database

Rhode Island

South Carolina

South Dakota

Stats not kept

Tennessee Less than 5%

Texas Information not available Information not available
Utah

Vermont

Virginia
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How many organizations have What percent of facilities does this
Stare reporied data? represent?
Washington N/A N/A
West Virginia .
Wisconsin same- mostly adult mental health under 5%
Wyoming_;
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9. How many adverse events were reported in

STATE 97’ 98’ Comments
}_Zﬁbama
Alaska 52 19
Arizona
Arkansas
California
Colorado
Connecticut
Delaware
District of
Columbia
Florida 5,000 5,000
Georgia

118 for two years

LHawaii
Idaho
Hlinois
Indiana
lowa 6-12 6-12
Kansas
Kentucky
| Louisiana
Maine
Maryland
Massachusetts | approx. 350 approx. 425 Hospitals only '
Michigan
Minnesota 3,873 3,394
Mississippi
Missouri
Montana
Nebraska

Nevada Unknown
New Hampshire

New Jersey Unknown Unknown
[ New Mexico 50 50

New York Approx. 15,000 Approx. 15,000
North Carolina
North Dakota
Ohio
Oklahoma
Oregon
Pennsylvania
Rhode Island
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STATE 97 98’ Comments
South Carolina

South Dakota Statistics not kept

Tennessee Approx. 1,500 Approx. 1,500
Texas 343 369

Utah

Vermont

Virginia

Washington N/A N/A

West Virginia

Wisconsin 65 79

Wyoming
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10. Has the program been useful in improving care and reducing risks for

errors?
l
STATE Yes No Why or why not?

Alabama v Facilities are reporting and corrective
measures are being implemented

Alaska v Organizations are accountable (staff,
administration) raises awareness of issue

Arizona

Arkansas

California v Requiring facilities to report unusual
occumrences to the Depariment is
important and has been useful. The
investigation of complaints/facility
reported unusual occurrences is a key
component of licensing and Certification's
regulatory and enforcement functions to
ensure that legally required patient care
quality standards are being met.

Colorado

Connecticut

Delaware

District of v Yes, when elopements from a group

Columbia " | home increased we insisted on the home
installing and alarm system then they
decreased

Florida Dont know; many obstacles especially
with politics

Georgia

Hawaii v Providers are more aware of incidents/
prevent situations and take preventive
action

Idaho v

lilinois

Indiana

lowa Unknown

Kansas

Kentucky

Louisiana

Maine

Maryland

Massachusetts v Identifying root causes/solutions much of
information has been useful for our
coalition for prevention of medication
eITors.

Michigan

Minnesota v Absolutely makes facilities accountable

Mississippi

Missouri

Montana

Nebraska

Nevada v Because citation has a possibility of
sanction with monetary and civil penalties
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| STATE : Yes No Why or why not?
|

New Hampshire

New Jersey

New Mexico v Not extensive enough

New York v Program was redesigned and

implemented statewide April 1, 1998 New
Yark Patient Occurrence Reporting and
Tracking System (NYPORTS)

North Carolina

North Dakota

Ohio

Oklahoma

Oregon

Pennsylvania

Too early to tell; came in effect since 6/98

Rhode Island

South Carolina

South Dakota

Statistics not kept.

Tennessee v

Texas

Statistical data not available

Utah

Vermont

Virginia

Washington

New rule-effective today for first time

West Virginia

Wisconsin v

Used for alerts, specific incidents

Wyoming

99survey_for_fax.le
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Shaping New Yurk's Health Care:
Information, Philanthrapy, Policy.
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350 Fifth /\\ an. 231\1 floor
New York, AY 10118-2399
212 494-070%

Fax 212 404-0800

Attached is a list of the Board of Directors of the Quality Forum, and a list of the
members of the Quality Forum Framework Board.

As you will recall, the Framework Board is the "expert group” which will take the lead in
developing a national strategy for quality information.

I have checked the Framework Board members who served on the IOM committee.

Note that Gail Warden, Chairman of the Board of Directors of the Quality Forum, also
served on the IOM commiittee. I'd suggest that you use him as the lead representative of
the Quality Forum in developing your plans. I've given him a heads-up on our

conversation.

QF
Misc122



