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Executive Summary and Actions

Doing What Counts for Patient Safety: Federal Actions
to Reduce Medical Errors and Their Impact

To Err is Human: Building a Safer Health System, areport released late last year by the
Ingtitute of Medicine (IOM), shocked the Nation by estimating that up to 98,000
Americans die each year as aresult of preventable medical errors. The report concludes
that the mgority of these errors are the result of systemic problems rather than poor
performance by individua providers, and outlined a four-pronged approach to prevent
medica mistakes and improve patient safety.

On December 7, President Clinton directed the Quality Interagency Coordination Task
Force (QuIC) to evauate the recommendationsin To Err is Human and to respond with a
drategy to identify prevaent threats to patient safety and reduce medica errors. This

report responds to the President’ s request and provides an action plan to implement
Adminigration initiatives designed to help prevent mistakes in the Nation's hedth care
delivery system.

A National Problem of Epidemic Proportion

It is clear that, dthough the United States provides some of the best hedth care in the
world, the numbers of errorsin health care are a unacceptably high levels. The Inditute
of Medicin€ sreport estimates that more than half of the adverse medica events
occurring each year are due to preventable medica errors, causing the death of tens of
thousands. The cost associated with these errorsin lost income, disability, and hedlth care
cogtsis as much as $29 billion annually. The consequences of medica mistakes are often
more severe than the consequences of mistakes in other industries—Ileading to death or
disability rather than inconvenience on the part of consumers—underscoring the need for
aggressive action in thisarea

A wide body of research, including many studies funded by AHRQ, supports the IOM
conclusions. The two semina studies on medica error (Brennan, 1991; Thomas, 1999)
have shown that adverse events occur to gpproximately 3—4 percent of patients. In
another study (Leape, 1994), the average intensive care unit (ICU) patient experienced
amogt two errors per day. Thistrandatesto aleve of proficiency of gpproximately 99
percent. One out of five of these errors were potentially serious or fatd. If performance
levels of 99.9 percent—subgtantiadly better than those found in the ICU—applied to the
arline and banking indudtries, it would equate to two dangerous landings per day at
O'Hare Internationd Airport and 32,000 checks deducted from the wrong account per
hour (Leape, 1994).



Many of these adverse events are associated with the use of pharmaceuticals, and are
potentidly preventable. The IOM estimates the number of liveslost to preventable
medication errors aone represents over 7,000 deaths annualy—more than the number of
Americansinjured in the workplace each year. In addition, preventable medication errors
are estimated to increase hospital costs by about $2 billion nationwide. A 1995 study
estimated that problems related to the use of pharmaceutical drugs account for nearly 10
percent of al hospitd admissons, and sgnificantly contribute to increased morbidity and
mortdity in the United States (Bates, 1995). A 1991 study of hospitalsin New Y ork State
indicated that drug complications represent 19 percent of al adverse events, and that 45
percent of these adverse events were caused by medicd errors. In this study, 30 percent
of theindividuaswith drug-related injuries died (Leape, 1991).

The Clinton-Gore Administration’s
Commitment to Improving Patient Safety

In early 1997, the President established the Advisory Commission on Consumer
Protection and Quality in the Hedlth Care Industry (Quaity Commission) and appointed
Health and Human Services Secretary Shdaaand Labor Secretary Herman as co-chairs.
The Qudity Commisson released two semind reports focusing on patient protections
and quality improvement. Subsequent to the Commission’s second report on patient
safety and quality improvement and congstent with its recommendations, the President
established the Quality Interagency Coordination Task Force (QuiC), aumbrdla
organization aso co-chaired by Secretary Shaldaand Secretary Herman, to coordinate
Adminigtration efforts to improve qudity. As he established the QuIC, the President
stated that “For al of its strengths, our hedlth care system il is plagued by avoidable
errors.”

Also conggtent with the Quaity Commisson’s recommendations, Vice President Gore
launched the National Forum for Health Care Quality Measurement and Reporting.
Known as the Quality Forum, it is a broad-based, widdly representative private body that
establishes standard quality measurement tools to help al purchasers, providers, and
consumers of hedlth care better evaluate and ensure the delivery of quadity services. In
addition to the work and significant potentid of the QuiC and Qudity Forum, other
Federa agencies have made significant efforts to reduce medica errors and increase
attention on patient safety.

In accordance with its recent reauthorization, the AHRQ is the lead agency for the
Federd government on qudity in hedth care. It sponsors research examining the
frequency and cause of medical errors and tests techniques designed to reduce these
migtakes. It dso examinesissues generaly related to hedth care qudlity, including
overuse and underuse of services.

The Department of Defense (DoD) and the Department of Veterans Affairs (VA), serving
over 11 million petients nationwide, have begun to implement computerized physician
order entry systems, proven effective in reducing medica errors. In addition, Veterans



Affairs has implemented a computerized medica record in dl their 172 hospitals, making
it possible to reduce errors by providing complete information about patients at the point
of care. Over the past 3 years, the VA created an error reporting system, established four
Centers of Inquiry for Petient Safety, and began to use barcode technology to reduce
medication errors.

The Hedth Care Financing Adminigtration (HCFA), through its Peer Review
Organizations (PROs), is working to reduce errors of omission for the 39 million
Medicare beneficiaries. Under their current performance-based contracts, the PROs are
working to prevent failures and delaysin delivering services for breast cancer, digbetes,
heart attack, heart failure, pneumonia, and stroke. These efforts have aready decreased
mortality for heart attack victims.

The Centers for Disease Control and Prevention (CDC) and the Food and Drug
Adminigtration (FDA) collect data on adverse events that are the result of treatment, such
as hospita-acquired infections and the unintended effects of drugs and medica devices.
CDC's Nationd Nosocomid Infections Surveillance (NNIS) system is a hospita- based
reporting system that monitors hospita- acquired infections that afflict more than two
million petients every year. Among participating hospitals, bloodstream infection rates
have decreased by more than 30 percent since 1990, and wound infections following
surgery have decreased by 60 percent among high-risk patients. FDA receives
approximately 100,000 reports per year of adverse events associated with medical
devices and over 250,000 reports associated with pharmaceuticals. FDA estimates that
over one-third of the adverse events associated with medica devices and pharmaceuticas
are preventable.

Indl of these efforts, the Adminigtration has worked closdy with the private sector and
the States. Many States and members of the private sector are moving ahead with actions
to reduce the number of medica errors. Currently, dmost 20 States have implemented
mandatory reporting systems to improve patient safety and hold health care organizations
responsible for the quaity of care they provide. The private sector has aso taken large
dtrides to address the issue of patient safety, most recently with the cregtion of the
Legpfrog Group by executives of some of the Nation's biggest companies, including
General Motors and Generd Electric. This group encourages al employers to make safe
medicine atop priority of the health insurance they provide and to steer workersto the
hospitals that make the fewest mistakes.

While both the public and private sectors have made notable contributions to reducing
preventable medica errors, additiond and aggressive efforts are needed in and outside of
the Federa government to further reduce these mistakes.



Institute of Medicine Recommendations

The IOM report recommends the establishment of a nationa god of reducing the number
of medica errors by 50 percent over 5 years. To that end, it outlined afour-tiered
gpproach to reduce medica mistakes nationwide, including actionsto:

Establish anationa focus to create leadership, research, tools, and protocols to
enhance the knowledge base about safety.

Identify and learn from medical errors through both mandatory and voluntary
reporting systems.

Raise standards and expectations for improvements in safety through the actions of
oversght organizations, group purchasers, and professona groups.

Implement safe practices at the ddivery levd.

A Road Map for Action: The Federal Response

The QuIC agenciesjoin the IOM’s call for action to reduce errors, implement a system of
public accountability, develop a robust knowledge base about medica errors, and change
the culture in hedlth care organizations to promote the recognition of errors and
improvement in patient safety. This report describes the actions that the QuiC agencies
will take to build on current programs and develop new initiatives to reduce errors.

The QuIC fully endorsesthe IOM’s god of reducing the number of medica mistakes by
50 percent over 5 years and has devel oped a strategy that builds on the IOM
recommendations and, in some cases, goes beyond them. This strategy is detailed below.

Creating a National Focus to Enhance the
Knowledge Base on Patient Safety

|OM Recommendation: Creating a Center for Patient Safety. The IOM recommends
that Congress fund a Center for Patient Safety within the Agency for Hedthcare Research
and Qudity (AHRQ) that will set nationa goals for patient safety, track progressin

meeting these goals, and issue an annua report to the President and Congress on patient
safety. The Center should aso enhance the current knowledge base on patient safety by
developing a research agenda, disseminating grants for research on patient safety,

funding Centers of Excdlence, evauating methods for identifying and preventing errors,

and funding dissemination and communication activities to improve petient safety.

Qul C Response. The Administration endorses the IOM recommendation and the
President has included $20 million in the Fiscal Year (FY) 2001 budget to support a
Center for Quality Improvement and Patient Safety at the AHRQ, as part of the Agency’s
broader qudity agenda. The Center will fund research on medicd errors, principaly
through extramura grants and contracts. It will work with private-sector entities and



public sector partners, including the Quaity Forum, to develop nationd gods for patient
safety; issue an annual report on the state of patient safety nationally; promote the
trandation of research findings into improved practices and policies, and educate
patients, consumers, and hedlth care providers about patient safety.

|OM Recommendation: Establishing reporting systems nationwide. The IOM
recommends that the Administration and the Congress move to establish a nationwide
system of error reporting that includes both mandatory and voluntary components.

Mandatory Reporting Systems. The IOM recommends the development of a nationwide
mandatory reporting system to provide for the collection of sandardized information by
date governments about adverse events that result in death or serious harm. The report
dates that adverse event reporting should initialy be required of hospitas and eventualy
be required of other ingtitutional and ambulatory care ddivery systems. It recommends
thet this system should be implemented nationwide, linked to systems of accountability,
and made available to the public. The IOM concludesthat if States choose not to
implement the mandatory reporting system, the Department of Hedlth and Human
Services (DHHS) should serve as the responsible entity.

Voluntary Reporting Systems. The IOM report does not propose the establishment of a
nationa voluntary reporting system; rather, it offers avariety of options for more limited
voluntary reporting systems that function in al 50 States and build on currently exigting
options, including the development of systems focused on sdlected areas, such as
medications, surgery, and pediatrics or usng a sampling technique to collect the full
range of information from alimited subset of hedlth care providers. The IOM
recommends that more research be conducted to determine the best way to develop
voluntary reporting systems that complement proposed mandatory reporting systems and
can identify potentia precursorsto errors, thus preventing patient harm. It dso
recommends that the Congress extend peer review protections to data related to patient
safety and quality improvement collected through voluntary reporting systems.

QuI C response. The Adminidtration agrees with the IOM that error reporting systems
should be established in dl 50 States, and that these systems should have both mandatory
and voluntary components. Such an effort should establish important complementary
approaches to both learning and accountability on errors. Well-designed patient safety
programs include reporting systems that both hold health systems accountable for
ddivering high qudity hedth care and provide important information to hedth care
decison-makers that improves patient safety.

The QuIC agrees with the IOM that individuas should have access to information

leading up to and including the occurrence of a preventable error that caused their serious
injury or the death of afamily member. However, we believe that subsequent “root-
cause’ andyses undertaken to determine the interna shortcomings of the hospital’s
ddivery system should not be subject to discovery in litigation and that gppropriate



legidation should be enacted in conjunction with or prior to the implementation of
mandatory or voluntary reporting systems.

It isimportant to note that the QuIC believes that any legidation or adminidrative
intervention in this area should not undermine individuds' rightsto redressfor crimind
activity, mapractice, or negligence. The Qul C does not support legidation that would
dlow safety reporting systems to serve as ashield for providers engaging inillegd or
negligent behavior.

Mandatory Reporting Systems. The QuiC supports the development of State-based
systems to require the collection of standardized information on preventable, adverse
events that result in deeth or serious harm, and believes that the development of these
systems are ultimately in the best interests of patients. We agree with the IOM that the
scope of events targeted by mandatory reporting systems that contain public disclosure
components should be limited to serious, preventable, and identifiable adverse events. By
limiting required reporting systems to the most serious of errors—those causing life-long
disahility or death—this gpproach will most effectively target egregious problems and
minimize the cost of operating such a system. The QuIC believes that, once mandatory
systems are fully implemented, such information for each hedth system should be
consolidated and made public, but that there should be no identification of patients or
individud hedth care professonds. The QuIC believes that mandatory reporting systems
that contain public disclosure components should not be used as atoal for punitive action
by State and locd authorities, but should be used as a mechanism to provide the public
with information about the safety of its hedth systlems and to highlight errors that can and
should be prevented.

The IOM has a st of specific recommendations for the structure of a nationwide
mandatory reporting system. The QuIC believes that there are a number of issues that
need to be addressad prior to determining the best mechanism to ensure the establishment
of State-based mandatory reporting systems. The Administration will work with the
Congress to outline the gppropriate Federd role in such a system. However, while these
issues are being resolved, the Adminigration will take the following actions to
demondtrate the importance of implementing mandatory reporting systems and to creste
an environment in which there is more widespread support for their use.

Implement a mandatory reporting systemin the over 500 hospitals and clinics
operated by the Department of Defense. Beginning this spring, the Department of
Defense will implement a new reporting system in its 500 hospitals and clinics

serving gpproximately 8 million patients. This confidentia reporting system will be
modeled on the system in operation at the Department of Veterans Affairs and will be
used to provide hedth care professonds and facilities with the information necessary
to protect patient safety. This system will begin to be pilot tested in August of 2000,
will collect information on adverse events, medication errors, close cdls, and other
patient safety issues. DoD providers will inform affected petients or their families
when serious medica errors occur.



Expand mandatory reporting requirements for blood banks and establishments that
deal with blood products nationwide. By the end of the year, the Food and Drug
Adminigration (FDA) will release regulaions to improve the safety of blood

transfusions by requiring the over 3,000 blood banks and establishments dedling with
blood products to report errors and accidents, such as mistyping blood products and
adverse events affecting donors, that affect patient safety. Currently, only 400 blood
banks are required to report such errors.

In addition to Federa action to integrate mandatory reporting systemsinto Federd
agencies ddivering care and strengthen the mandatory systemsthat currently exist, there
isacritica need for Federd leadership in the development of patient safety Sandards. To
that end, the Federd government will:

| dentify a set of patient safety measurements critical to the identification of medical
errors. The QuiC will ask the Qudity Forum to identify a set of patient safety
measurements that should be a basic component of any medica errors reporting

system. Devel oping standardized measures lays the foundation for a uniform system

of data collection and facilitates the development of these systems.

| dentify a set of patient safety practices critical to prevention of medical errors. The
QuIC will ask the Qudity Forum to identify, within 12 months, patient safety

practices that should be adopted by al hospitals and hedth systems, and will

undertake activities to encourage their widespread use. The QuiC suggests that
mandatory reporting systems include information on whether hospitals and hedlth

systems adopt these patient safety practices.

| dentify issues related to the implementation of mandatory reporting for error
reduction. Using the Qudity Forum’'s recommendations for medica error reporting,
HCFA will develop apilot project, through the PRO program, for up to 100 hospitas
that volunteer to implement penaty-free, confidential, mandatory reporting systems.
These pilot projects will assst hospitalsin changing their medicd ddlivery sysemsto
reduce or diminate errors. This pilot project will include a rigorous evauation
component and identify issues related to the implementation of medica error

reporting systems.

Determine the most effective way to present information on the incidence of medical
errorsto the public. HCFA, OPM, and AHRQ will lead a QuIC effort to work with

the Quality Forum and States that have mandatory reporting systems to determine

how data on medical errors can be collected, vaidated, and presented to the generd
public and locd palicy officas—and to determine the impact of providing such
information. Since informing the public about the safety of thelr hedlth care systems
isacriticad component of mandatory reporting systems, this pilot project will provide
indghts on presenting this information to the public.

Examine existing mandatory reporting systems. The Center for Quality Improvement
and Patient Safety, in collaboration with other QuiC agencies, will evauate the



effectiveness of currently existing mandatory reporting systems at the Federa and
State levels and develop recommendations to improve them. This information will be
presented to States and other organizations considering developing such systems or
that currently have exigting systems, to help them design effective reporting systems
likely to improve patient safety.

The QuIC believes that these actions will encourage States to begin implementing their
own mandatory reporting systems for preventable adverse events, with the god that al 50
States have mandatory reporting systems for preventable adverse events within 3 years.
Thistime frame will enable the Federad government, working with the Congress and

other private-sector stakeholders, to conclusively resolve outstanding implementation
issues. If dl states have not implemented mandatory reporting systems within three years,
the QuIC will deliver recommendations to the President that assure dl hedth care
ingtitutions are reporting serious, preventable adverse events.

Although currently the QuIC believes that moving towards a mandatory reporting system
isthe appropriate course of action, if research conducted by AHRQ and other agencies
indicates that the implementation of these systems does not enhance (or detracts from)
patient safety, these results will be reported to the QuiC. Specid emphasis will be placed
on efforts to determine whether making information public servesto hold hedth systems
accountable and reduce preventable errors, or whether it only gtifles reporting.

Voluntary Reporting Systems. The QuIC agrees with the IOM that voluntary reporting
systems are a critical component of anationd srategy to reduce errors. Information from
voluntary reporting sysemsis usualy gathered by an independent entity and is used to
identify patterns of errors. The QulC proposesto integrate existing Federd voluntary
reporting systems with data collection efforts by States and private organizations. The
QuIC agrees with the IOM that these programs should be confidentid to protect the
privacy of patients, ingtitutions, and providers reporting errors and close calls. Experience
in other industries demongtrates that confidentiaity encourages reporting. In order to
encourage the development of voluntary reporting systems, the Administration will:

Implement a voluntary reporting system nationwide for veterans hospitals. TheVA

currently operates a mandatory reporting system. By the end of the year, the VA will
implement a voluntary reporting system for both adverse events and close cdls
nationwide. Information will be collected by an independent externd entity, andyzed,
and disseminated to al VA hedth care networks to help prevent medica errors.
Implementing this system is likely to lead to aricher database of information, as
incidents are reported on a de-identified basis, and will alow researchers to compare
the effectiveness of identified systems to de-identified ones.

Examine existing voluntary systems. The Center for Quality Improvement and Petient
Safety, with its QuIC partners, will eva uate the effectiveness of existing voluntary

reporting systems at the Federa and State levels and devel op recommendations to
improve them. This study will demonstrate which entity or entities would be best to



collect, analyze, and disseminate information on frequently occurring errors and the
best interventions to prevent them.

Setting Performance Standards and Expectations for Safety

|OM Recommendation: Include patient safety in performance standards and
expectation for health care organizations. The |IOM recommends that regulators and
accreditors should require hedlth care organizations to implement meaningful patient
safety programs with defined executive responsbility. Public and private purchasers
should provide incentives to hedth care organizations to demongtrate continuous
improvement in patient safety.

QuI C response. The QuIC reviewed current Federa activities and proposed severd
ways to improve safety through current oversight activities. These include:

Assuring that all hospitals participating in the Medicare program implement patient
safety programs. The Hedth Care Financing Adminigtration intends to publish
regulations this year requiring the over 6000 hospitals participating in the Medicare
program to have ongoing medica error reduction programs that would include,

among other interventions, mechanisms to reduce medication errors. To comply with

this new regulation, most hospitals are likely to implement systems such as automated
pharmacy order-entry systems and automatic safeguards againgt harmful drug

interactions and other adverse events.

Requiring the almost 300 health plansin the Federal Employees Health Benefits
Program to implement patient safety programs. Initsannua cal letter, to be issued
this April, the Office of Personnd Management will announce thet, beginning in

2001, dl hedlth plans participating in the program will be required to implement

patient safety initiatives. OPM will encourage hedth plans to collaborate with their
providers to reduce errors and improve the quality of care.

Working with private-sector employers and employees to incor porate patient safety
into purchasing decisions. This year, the Department of Labor will include

information on medica errorsin the Hedth Benefits Education Campaign. This

nationa effort educates employees about issues of quality and safety under their
employer-provided headth benefits so that they can make informed hedth benefits
decisions and educates employersin order to facilitate the provison of high-qudlity,
affordable hedlth benefits to their employees.

|OM Recommendation: Performance standards and expectations for hedlth
professionas should focus greeter attention on patient safety. Periodic re-examination

and re-licensing of doctors, nurses, and other key providers should be conducted based on
both competence and knowledge of safety practices. Professiona societies should make a



visble commitment to patient safety by establishing a permanent committee dedicated to
safety improvement.

QuIC response. The QuIC is supportive of these goals, but recognizes and agrees with
the IOM that they appropriatdly fal under State jurisdiction and oversight. However, the
QuIC agencies will provide technica assstance to State or professona agencies seeking
to ensure abasc leve of knowledge for hedlth care providers on patient safety issues,
promote model patient safety programs that include evidence-based best patient safety
practices to provider organizations, or help agencies encourage the cultural change
necessary to make reporting systems a success.

IOM Recommendation: FDA should increase attention to the safe use of drugs. Both
pre- and postmarketing processes should be improved to maximize safe drug use. FDA
should develop and enforce standards for the design of drug packaging and labding that

will maximize safety in use and require pharmaceutica companies to test proposed drug
names to identify potentia sources of confuson with existing drug names. In addition,

the Agency should work with physcians, pharmacists, consumers, and othersto establish
appropriate responses to problems identified through post- marketing survelllance

activities.

QuI C response. The QuiC endorses the IOM recommendation. FDA currently hasa
strong program of pre and post-market survelllance, and is pleased that the President is
committing $33 million, an increase of 65 percent over lagt year’ sfunding leve, in his
FY 2001 budget to prevent medical errors associated with drugs and medica devices.
Among cther things, it would:

Initiate new efforts to ensure that pharmaceuticals are packaged and marketed in a
manner that promotes patient safety. Within one year, FDA will develop new standards
to help prevent medical errors caused by proprietary drug names that sound smilar or
packaging that looks similar, making it easy for hedth care providersto confuse
medications. The Agency will dso develop new label standards by the end of the year

thet highlight common drug-drug interactions and dosage errors related to medications.

Implementing Safety Systems in Health Care Organizations

IOM Recommendation: Health care organizations should make continually
improved patient safety a declared and serious aim. Patient safety programs should
provide strong, clear, and visible attention to safety; implement nont punitive systems for
reporting and andyzing errors within their organizations, and incorporate well-
understood safety principles.

QuI C response. The QuIC supports this recommendation, and Federal agencies will take
the fallowing actions:
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The Department of Veterans Affairs. The VA is consdered one of the Nation’s leadersin
patient safety, having indituted petient safety programsin dl of its hedth care fadlities
serving 3.8 million patients nationwide. This year, the VA will invest over $47.6 million

to increase the requirement for patient safety training for staff from 15 to 20 hours ayeer,
provide “VA Qudity Scholars’ fdlowships for 10 physicians, implement a patient safety
awards program, and place “ patient safety checklists’ in operating roomsin every

hospital nationwide.

The Department of Defense. Beginning thisfal, the Department of Defense will invest
$64 million in FY 2001 to begin the implementation of a new computerized medica
record, including an automated entry order system for pharmaceuticas, that makes dl
relevant clinicad information on a patient available when and where it is needed. It will be
phesed in at dl DoD facilities over 3 years.

The QuIC Task Force. This summer, the QuiC member agencies, including DoD, VA,
AHRQ, and HCFA, will begin a collaborative project with the QulC Task Force and the
Indtitute for Healthcare Improvement to reduce errorsin “high hazard areas,” such as
emergency rooms, operating rooms, intensve care units, and labor and delivery units.

|OM Recommendation: Improve medication safety. Hedth care organizations should
implement proven medication safety practices.

Qul C Response. The QuIC endorses this recommendetion. This year, VA will invest
$75.1 million to complete the implementation of an automated order entry systemin al
of its hedlth care fadilities, dong with a barcoding system for blood transfusions and
medication adminigtration. A 1999 evauation of this system indicates that it has reduced
medication errors by 67 percent since its implementation. The Department of Defense
will invest $12 million to implement an integrated pharmacy system that crestesasingle
profile for dl the medications a patient takes, regardless of whether the prescriptions
were filled at military and private pharmacies serving DoD beneficiaries worldwide by
the end of 2000.

In addition, to comply with the new proposed requirement that hospitals participating in
the Medicare program have error reduction programs, hospitas are likely to implement
programs such as automated pharmacy order-entry systems. Furthermore, as highlighted
in the prescription drug provisons in the Presdent’ s Medicare reform initiative, any
outpatient drug benefit for Medicare beneficiaries should require private contractors
adminigtering the program to use the latest patient safety techniques, including drug
utilizetion review and patient counsding.

Additional Federal Actions to Improve Patient Safety
The President asked the QuIC to identify additiond Strategies to reduce medical errors

and ensure patient safety in Federd hedlth care programs. This report includes severd
additiona recommendetions, including an emphass on the gpplication of information
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systems and computer-based initiatives to improve patient safety. The President has
requested $20 million in his FY 2001 budget to develop a consistent structure for hedth
care information technology that incorporates strong privacy protections for patients and
providers. Investments in information technology are one of the most effective and
efficient waysto improve the qudity of hedth care. This Hedlth Informatics Initigtive
will address the problem of medical errors as a part of the Adminigration's efforts to
improve hedlth care quaity through enhanced information technology.

Conclusion

In this report, the QulC proposes to take strong action on each and every one of the IOM
recommendations to promote safer health care. While some of the IOM’ s recommenda
tions can be addressed individualy by specific agencies, the mgority of the proposed
actionsrequire joint effort. The QulC and its participating agencies are eager to partner
with abroad array of public, state, and private organizationsin anationa effort to reduce
medica errors and improve patient safety.

12



Compendium of Action Items

National Focus and Leadership

Center for Patient Safety

AHRQ will take immediate action to establish the Center for Quality Improvement
and Patient Safety (CQUIPS), which will replace and broaden the mission of AHRQ's
Center for Qudity Measurement and |mprovement.

CQuIPS will coordinate with and complement other public- and private- sector
initiatives to improve patient sfety.

QuIC will coordinate Federd activities on patient safety, as it does on the broader
quality agenda. Thiswill include both regular meetings of the QulC and use of its
current structure to redirect QulC working group efforts towards enhancing patient
sofety.

AHRQ will sponsor a program to educate personne of QulC member agencies about
patient safety, bringing them together with leading researchers on human factors
andyss, sysems design, error reporting, and qudity improvement. This curriculum
will serve asamodd and be expanded for future educationd activities with private-
sector partners.

QuIC agencies such as OPM, HCFA, DoD, and VA will demondrate their nationa
leadership as purchasers and providers of care, developing model programs that use
information on errors to improve patient safety.

Federd agencies and other bodies, including AHRQ, FDA, CDC, and HCFA, will
collaborate to provide nationd leadership in developing and testing systems of
mandatory reporting for public accountability.

Research Planning

Hold nationa summits on medica error and patient safety research: AHRQ will lead

the convening of conferences and expert meetings to review the information needs of

those who wish to improve safety, assess the current State of patient safety research,

set coordinated research agendas, and devel op adequate reporting mechanisms. VA

will leed a summit on lessons learned from its experiences in improving patient

safety, and the FDA will lead a summit on drug errors. These summits will take place

within 1 yeer

Edtablish joint research solicitations (including partnerships between AHRQ, CDC,

FDA, and VA) for:

— Fundamental Research on Errors: Investigate root causes analys's, informatics,
the role(s) of human factors, and legd/judicia issues.
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— Research on Reporting Systems: Identify critical components of successful
reporting systems used for learning, examine options for voluntary and mandatory
reporting systems, implement and eva uate demonstration programs for reporting,
evauate exising State mandatory reporting systems, and investigate techniques
and methods for andyzing and disseminating patient sfety data (including
integration into a Nationa Quality Report being prepared by DHHS under the
leadership of AHRQ and CDC).

— Applied Research on Patient Safety: Test the gpplication of human factors
knowledge to the design of hedlth care products, processes, and systems; identify
best practices in reducing errors, fund patient safety “ Centers of Research
Excdlence’; and support research and demondtrations on+Ste, aswell asleve-of-
care and cross-cutting research, such asin diagnostic accuracy, informatics
gpplications, and systems re-enginesring.

Develop tools for the public and private sector to support efforts to enhance patient

sdety, induding:

— Applications: Identify tools and gpproaches from other industries that could be
gpplied to the health care sector and develop community- based settings that can
serve as laboratories for error reduction through medical speciaty societies,
primary care networks, and integrated service ddivery networks.

— Measures: Develop and eva uate data specifications for reporting on patient safety
and work with the Qudity Forum and other private- and public-sector effortson
developing consensus around a core set of measures for patient safety.

Finalize a QulC Research Agenda on Working Conditions and Patient Safety. The

QuIC will findize aresearch agendato explore the relationship between hedth care

workers working conditions and the qudity of patient care, including patient safety.

CDC and AHRQ will coordinate this activity with VA and other agencies.

Identifying and Learning From Errors

Accountability
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The QuIC will ask the Quality Forum to define unambiguoudy, within 12 months, a
st of egregious errors that are preventable and should never occur. These measures
will serve as criteriafor a HCFA-sponsored mandatory reporting demongtration
project with a State that already has an existing mandatory reporting requiremen.
HCFA will publish the hospitd rates for these events without petient identifiers.

HCFA and its QuIC partners will evauate whether consumers found thisinformation
vauable and what they understood about it. Based on these results, HCFA will move
towards a nationad mandatory reporting system, with publication of findings, for al
hospitals participating in Medicare.

Federd agencies, in partnership with other organizations, will develop options for
mandatory reporting systems that provide the public and purchasers with publicly
available information about programs and proceduresin place to reduce errors. This



work will reguire the development of evidence-based, systems-level measuresin
collaboration with the Quaity Forum.

OPM will require that hedlth plans have error reduction plans and will report on its
web ste whether the hedlth plans have reliable patient safety initiativesin place.

QuIC will ask the Qudity Forum to identify, within 12 months, patient safety
practices that indtitutions should undertake and urges that information about whether
the measures are in place be made available to the public.

FDA will report to the public on the safety of drugs, devices, and biologic products.
QuIC proposes that State and Federal mandatory reporting systems, as well asthose
of private accrediting and other overdgght groups, be evauated to determine the ways
in which they are hdpful in assuring public accountability for patient safety, and that
these results be used to devel op future reporting systems.

AHRQ will include information on patient safety in the Nationd Quality Report it is
developing in collaboration with other agencies, in particular, the National Center for
Hedth Statidtics.

OPM will require that health plans describe their patient safety initiatives, will make
patient safety informetion available in both print and eectronic formats for the open
enrollment period in Fall, 2000, and will expand its web ste to include information
about programs designed to reduce errors and enhance patient safety.

OPM will encourage hedlth plans to annotate Preferred Provider Organization (PPO)
directories to indicate which hospitals and physicians offices use automated
information systems.

FDA will improve the safety of transfusons by expanding mandatory reporting
requirements for blood bank errors and accidents, so that they apply to al registered
blood establishments.

Learning from Errors

The new Center for Quaity Improvement and Patient Safety (CQUIPS) at AHRQ will
identify existing State and Federd reporting systems (both mandatory and voluntary),
evauate their suitability in heping to build a nationd system of errors reporting, and
evauate how their data collection or enforcement efforts can be enhanced to improve
the vaue of those systems.

QuIC will work with the Quality Forum to develop reporting criteriathat assure that
information can be pooled and shared as needed across organizations.

CQuIPS, working with the QuIC, will describe and disseminate information on
characterigtics of existing voluntary reporting programs associated with successful
error reduction and patient safety improvement efforts. FDA, CDC, and NASA will
provide expertise in the development of these nonpunitive sysems.

Within six months, HCFA, working with a Peer Review Organization (PRO)
program, will develop a pilot of a confidentia, pendty-free learning system with
severd hospitds on avoluntary bass.

Federd agencies, including the FDA, VA, DoD, CDC, HCFA, and AHRQ, will
integrate data from different sources and conduct and support andysisto identify
error prone procedures, products, and systems.
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By August 2000, the DoD will complete development of a patient safety
improvement program based on areporting system modeled on that of the VA.

VA will establish avoluntary reporting systemn to supplement its existing mandatory
sysem.

AHRQ, in collaboration with other Federal agencies, will investigate, develop and
test strategies to provide effective feedback to clinicians and ingtitutions on methods
for improving patient safety.

Federa agencies will assst hedlth care providers to develop the skills necessary for
andyzing adverse events and near misses (e.g., root cause anaysis, trending, search
tools). Federa agencies providing hedlth care will develop interna systemsto 1)
identify and report errorsto clinicians and other decision makers, and 2) learn from
those errors and near misses to prevent future events.

Outreach to Stakeholders: QuiC will develop programsto foster the dissemination of
research findings to end users through activities such as AHRQ' s User Liaison
Program; provide support to the Quality Forum to increase the national discussion on
errors, their reduction, and standardized measures of errors; and fund collaborative
agreements with hedlth care professond organizations that foster education, track
patient safety initiatives, provide input to the new patient safety research centers, and
trandate, disseminate, and promote adoption of research findings.

Patient Safety Clearinghouse: AHRQ will develop a clearinghouse in partnership with
other Federal agencies and private-sector organizations to provide an objective source
of state-of-the art information on patient safety.

AHRQ will initiate a“National Morbidity & Mortality Conference’ posting selected
cases (dripped of identifying information) in a public forum via Internet technology,
and establish a Web Ste where patients can report incidents that will be analyzed to
identify emerging problems.

Peer Review Protections

The QuIC supports the extension of peer review protections to facilitate reporting of
errorsin a blame-free environment, and will propose consderations of confidentiality
that will not undermine current mechanisms to address crimind activity or

negligence.

As part the development of the nationd reporting system, appropriate el ectronic
protections (i.e., firewalls and encryption) will be constructed to ensure that the
confidentidity of the patientsinvolved and the clinician or ingtitution providing the
information is maintained, and that the information gathered will not be used for
punitive purposes. Experience with reporting sysemsin other indusiries demondtrates
that this approach encourages reporting of errors.
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Setting Performance Standards and Expectations for Safety

Raising the Standards for Health Care Organizations

HCFA will useits power as a purchaser and regulator to promote the use of effective
error-reduction initiatives in the hedth care inditutions with which it dedls.

HCFA will publish regulaions this year requiring hospitas participating in the
Medicare Program to ongoing medica error reduction programs.

OPM will follow the lead of sdected private purchasers to raise the standard for
participation by requiring that dl hedlth plans with which it contracts seek
accreditation from an independent, nationa accrediting organization that includes
evauation of patient safety and programs to reduce errorsin health care.

Initscal letter for the 2001 contract year, OPM will ask hedth plans to encourage
their preferred hospita's to use automated prescription systems and other integrated
data systems. OPM will encourage hedlth plans to annotate PPO directories to
indicate which hospitals and physicians offices use such automated programs.

Raising the Standards for Health Care Professionals

The QuIC will:

- Develop and evauate programs introducing heslth professonasto errors andysis
and the challenges of practicing in atechnicaly complex environment, explore the
use and testing of smulators and automation as education tools, support training in
errors research and evaluation, and develop patient safety expertise a the State level
using the CDC’s Epidemic Intelligence Service as amode.

Convene ameeting of the accrediting, licensing, and certifying bodies of the hedth
professions to review information on medica errorsin the context of current practice
requirements and propose methods of strengthening hedth professons education in
the areas of medical error prevention and medica error evauation as a means of
improving patient safety.

Collaborate with the Federation of State Medical Boards and other entities to
encourage that error reduction and prevention education be a provison for relicensing
of hedlth professonds.

Collaborate in the planning, implementation, and evauation of a nationa summit
addressing patient safety and medical error reduction programs, and in producing
directives for the future.

Provide training within the QuI C agencies that provide care to encourage use of
patient safety information and encourage enhanced reporting in partnership with
private-sector accreditors, purchasers, and providers.

Provide technica assstance to State or professional agencies seeking to ensurea
basic level of knowledge for health care providers on patient safety issues.



Safe Use of Drugs and Devices

Within 1 year, the FDA will initiate programs to:

Develop additiona standards for proprietary drug names to avoid name confusion.
Develop standards for packaging to prevent dosing and drug mix-ups.

Develop new labd standards for drugs, highlight drug—drug interactions, potential
dosing errors, and address other common errors related to medications.
Implement the Phase 11 pilot study of the Congressionally mandated Medical Product
Surveillance Network (MedSUN).

Intengfy efforts to ensure manufacturers compliance with FDA programs,
gpecificaly naming, labding, and packaging.

Provide access to databases linked to hedlth care systems and other sources of
adverse-event and marketing data, and link these to existing registries of product
users.

Complete the on-line Adverse Event Reporting Systems (AERS) for drugs and
biologics.

Strengthen FDA's analytica and investigetive capacities.

Strengthen FDA outreach activities and collaboration with other Government
agencies and stakeholders.

Implementing Safety Systems in Health Care Organizations
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Under the leadership of the CQUIPS, the QuIC will promote, a the executive leve,
the development and dissemination of evidence-based, best patient-safety practices to
provider organizations.

QuIC participants, including HCFA, VA, DoD, AHRQ, CDC, and FDA, will explore
opportunities with private-sector accreditation, purchaser, and provider organizations
to develop organization-based, patient-safety models that could be evauated, and if
found effective, disseminated widely. In addition, these stakeholders will be engaged
in aregular didogue with QuIC participants to ensure that the

stakeholders organizationa needs are being met through Federad research and
reporting initiatives.

Through its exemplary patient safety program, VA will continue to scrutinize its care
provison for opportunities to improve safety, and develop and expand its reporting
sysem.

VA will invest $47.6 million this yeer to increase patient sefety training for Saff
(detailsin Chapter 3).

DoD will invest $64 million in FY 2001 to begin implementation of anew
computerized medica record system, including an automated order entry system for
pharmaceuticals (details in Chapter 3).

Other QuIC direct-care providers will initiate patient safety programs (eg., HRSA’s
community hedth care centers are investigating the most effective programs that can
be implemented in their hedlth care ddivery systems).



QuIC member agencies will begin a collaborative project this summer with the
Ingtitute for Healthcare Improvement to reduce errorsin high-hazard health care
deivery stings.

Building Public Awareness of Medical Errors

Through the QuIC's Enhancing Petient and Consumer Information Working Group,
led by OPM and HCFA, Federa agencies will develop and coordinate an information
campaign for their congtituencies and beneficiaries to increase their awareness of the
problem of medical errors and patient safety.

AHRQ will develop generic materid for the public on preventing medicd errors that
Federd agencies can disseminate, reprint, or adapt. This materia will enable patients
to become more involved in their care and to be more active participantsin the
decisonmaking surrounding their care.

The CQuUIPS will develop and test patient safety questions for inclusion in the patient
survey now being developed for provider-level assessment of hedth care.

HCFA will conduct research aimed at shaping programs to educate beneficiaries
about medical errors.

Within 1 year, FDA will increase collaborative programs with patient and consumer
groups regarding patient safety.

FDA will enhance its interactions with the public through meetings with consumer

and patient organizations, and through grass-roots informational meetings. The
meetings will focus on patient needs and the safe use of medica products, particularly
for home use. The meetings will aso discuss how to reach patients with important
information on safe use of medica products—induding through the use of locd
networks, the Internet, and dectronic and print media. Thiswill occur within 1 yesr.
Petient safety and reducing medica errors will be a featured topic at OPM’s Fall 2000
annua hedth plan conference.

Building Purchasers’ Awareness of the Problem

Building on exigting relationships with purchasers and business coditions, such
as the Nationd Business Codition on Hedth, and the Washington (DC) and
Midwest Business Coditions on Hedth, DOL, HCFA, OPM, and AHRQ will
spearhead the QuIC' s efforts to promote collaborative programs with other
public- and private-sector partners to increase purchasers and providers
awareness of medical errors as a hedlth care problem and of steps that each can
take to address this problem, such as addressing patients hedlth literacy skills.
At the Federd Benefits Conference (June 2000), OPM will shareinformation
about patient safety with representatives from Federd agencies throughout the
Nation.



Working with Providers to Improve Patient Safety

Through the QuIC, Federd agencies will take advantage of existing resources to
promote collaborative patient safety programs involving agency condtituents, the
hedlth professions community, the public, academia, and other stakeholders, such as
the American Medical Association, the American Nurses Association, NPSF, NPSP,
and the Qudity Forum.

VA will develop and run pilot patient safety education programs for medical residents
and students.

Using Decision-support Systems and Information Technologies

AHRQ and CDC will expand research efforts in the area of informatics to include
inititives amed a developing and evauating eectronic sysems to identify, track,
and address patient safety concerns.

CQUIPS a AHRQ, dong with VA, DaD, FDA and other QulC member agencies,
will evauate the effectiveness of automated physician order entry sysemsin
hospitds.

DoD, VA, and IHS will introduce eectronic patient records to offer structured
documentation and a common clinica lexicon for practitioners working throughout
those systems. The QuIC will encourage other potentiad Federa participantsto do
likewise.

Using Standardized Procedures, Checklists,
and the Results of Human Factors Research
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CDC and FDA will work with the DHHS Advisory Committee on Blood Safety and
Avallability to help ensure that the highest quality Sandards are met in blood
collection and transfusion.

Within 1 year, FDA will begin working with manufacturers of medica products to
explore incorporating sandards, including human factors standards, into guidance to
ensure that medical products are designed to minimize the chance of errors.

NASA will beinvited to become a participant in QulC activities and bring its
understanding and experience in redesigning processes and procedures to enhance
safety. Linkages between NASA and the CQuUIPS will be established through the
NASA Medica Policy Board.

The QuIC will sponsor an educationa program, noted in the section on research
above, to increase the awareness of Federa regulators and policymakers regarding
patient safety, human factors, and systems-based improvement.

VA will continue to work with private-sector organizations (e. g., the American
Hospital Association and JCAHO) to explore the utility of its comprehensive error
andysis and corrective action system.



Standards

The QuIC and its member agencies will ask independent accrediting
organizations to demondrate how they are coordinating and strengthening their
patient safety standards.
AHRQ's CQUIPS, through the research agenda articulated above, will develop
evidence- based measures that integrate human factors and lessons from other
industries.
As with the DQIP measurement set, the QuiIC will solicit forma adoption and
use by member agencies of common, vaidated, and standardized performance
measures in the area of error reduction. The QulC will work with certifying
boards for hedthcare professionas to incorporate these measures into
certification and recertification programs where gppropriate.
QuIC agencies will encourage their private-sector partner organizations to
support the implementation of more rigorous safety standards and will act to
facilitate the ability of private-sector partners to do so.
The QuIC will work through the Quality Forum, the NPSF, and the NPSP to
collaborate with private-sector organizations, industry representatives, academic
inditutions, and scientific and hedth care professonds to examine issues related
to standards, to test standards of performance measurement, and to establish a set
of core standards.

DOL will build on an exigting collaboration with the National Associgtion of
Insurance Commissioners (NAIC) to exchange information between DOL, the
States, employers, plans, and individud patients on medicd errors and safe, high-
quality hedth care.
OPM will participate with private- sector organizationsin the development of
standards and measures, will share Qul C-adopted standards and measures with
its hedlth plans, and advocate the use of such standards and measures throughout
plan networks.
OPM will dso begin callecting performance measurement data from its
participating plans, and will make performance information available to
beneficiaries of the Federd Employees Hedth Benefits Program.

Patient safety and reducing medicd errors will be afeatured topic & OPM’s Fal
2000 annua hedlth plan conference.

Data Integration

The QuIC memberswill work with and support the Quality Forumin its
identification of a core set of errors reporting data.

AHRQ, working with its QuIC partners, will identify existing data sets (such as
the State mandatory errors reporting data) that can be brought together to
enhance the Nation' s knowledge and understanding of errors. Based upon
experience with the HCUP and the CDC' s data integration efforts, AHRQ will
work with those entities that have the data, to determine the feasibility of pooling
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the data and using this resource to learn about opportunities to reduce errors and
enhance patient safety.

OPM will discuss with hedlth plans and preferred provider organizations the
development of strategies for focusing disease management programs and
integrated data systems on the god of avoiding medical errors and improving
patient outcomes.

HCFA, in collaboration with FDA and AHRQ, will develop a strategy for
incorporating initiatives to increase patient safety into the pharmacy benefit
managers program under an expanded Medicare drug benefit.



Introduction
Errors: Part of a Broader Quality Agenda

“Migtakes are afact of life. It's the response to the error that counts.”
—Nikki Giovanni (American post, 1943- )

For years, experts have recognized that medicd errors exist and compromise hedth care
qudity, but the response to the November 30, 1999, release of the Ingtitute of Medicine's
(IOM) report, To Err is Human: Building a Safer Health System, brought medica errors
to the forefront of public attention. The report’ s estimate that 44,000 to 98,000 Americans
die each year as aresult of adverse events has captured the public's concern and resulted
in asense of urgency about increased attention to safety in the hedlth care system. On
December 7, 1999, one week after the IOM report’ s release, the President directed the
Quality Interagency Coordination Task Force (QuIC) to evauate the recommendationsin
To Err is Human and report to him through the Vice Presdent within 60 days “with
recommendations to improve hedth care through the prevention of medica errors and
enhancements of patient safety.”

The QuIC was established by the President in the spring of 1998. Its gods are to ensure
that dl Federd agenciesinvolved in purchasing, providing, sudying, or regulating hedith
care sarvices are working in a coordinated way toward the common goa of improving the
quality of care; to provide beneficiaries with information to assist them in making choices
about their care; and to develop the infrastructure needed to improve the hedlth care
system, including knowledgeable and empowered workers, well-designed systems of
care, and useful information systems. The participating Federd agenciesinclude the
Departments of Hedlth and Human Services, Labor, Defense, Veterans Affairs, and
Commerce; the Office of Personne Management, the Office of Management and Budget,
the U.S. Coast Guard, the Federal Bureau of Prisons, the Nationa Highway
Trangportation and Safety Administration, and the Federal Trade Commission. The QuIC
is co-chaired by Secretary of Hedlth and Human Services Donna Shalda and Secretary of
Labor Alexis Herman. John Eisenberg, Director of the Agency for Healthcare Research
and Qudity, serves as Operating Chair of the QuIC.

The QuIC bdlievesthat the IOM report has performed an important service in drawing
national attention to the problems of patient safety, showing how preventable errors cause
an immense burden for patients and the Nation’ s health care system. The Federa
agencies that are members of the QuIC are working actively to reduce this burden
through their roles as purchasers (i.e., buyers of health care services through private
insurers or heath maintenance organizations), program funders, research agencies,
regulators, patient advocates, and providers of care. Some of the QuIC participants are
aready recognized as leadersin error recognition and prevention, and al are committed
to improving the hedlth care that Americans receive,
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The QuIC agencies are aware of severd chdlenges, many of which were dedt with in the
IOM report, that must be addressed if there isto be a substantial increase in patient

safety. This report addresses those issues, recognizing that the improvement of patient
safety will require coordinated actions from awide array of individuads and organizations
involved in hedth care, indluding public and private-sector purchasers, providers, and
oversight bodies, aswell as patients. This report discusses ways the Federd Government,
in collaboration with its partnersin the private sector and in State and locd government,
can uncover the root causes of errors, identify best practices to avoid them, accelerate the
widespread adoption of these best practices, and ensure that the public can be assured that
the hedlth care ddlivery systems on which their lives depend are operating safely.

The IOM emphasized that errors should not be studied in isolation from other hedlth care
issues. Rather, the IOM report To Err is Human is part of alarger project on quaity in
hedlth care that isinvestigating ways to redesign the ddivery system, redign financid
incentives to reward high qudity care, and use information technology as atool for
measuring and understanding quality. Because the QuIC aso has a broad quality

mandate, member agencies are dready working in these areas and believe that progressin
the broad domain of heslth care qudity is essentid to the more specific but compelling
need to reduce errors.

The IOM Report

In addition to documenting the need for attention to the issue of patient safety, the IOM
report makes specific recommendations for actions to gavanize the hedth care industry
into action to improve safety. In brief, the key recommendations of the IOM report
indude:

Establish a Center for Patient Safety at the Agency for Healthcare Resear ch
and Quality (AHRQ). The IOM recommends that a center be established within
AHRQ with responghility for promoting the development of knowledge about
errors and to encourage the sharing of strategies for reducing errors. The IOM
committee recommends substantia budget increases over the next severd years.

Promote voluntary and mandatory reporting of errors. First, the |lOM
recommends that voluntary reporting systems should focus on errors that result in
little or no harm to patients, and should be encouraged by AHRQ. Second, a
mandatory reporting system should be established to adlow State governmentsto
collect tandardized information on adverse events resulting in deeth or serious
harm.

Protect reporting systems from being used in litigation. The IOM urges
Congress to pass legidation extending peer review protections to data related to
patient safety and qudity improvement that are collected and analyzed by hedlth
care organizations for purposes of improving safety and qudlity.
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Make patient safety the focus of performance standardsfor health care
organizations and pr ofessionals. Regulators and accreditors should require
hedlth care organizations to have meaningful patient safety programs. Purchasers
are also encouraged to provide incentives for patient safety programs. The IOM
suggests that professond licensing organizations periodicaly reexamine and
relicense professonds based, in part, on their knowledge of patient safety.
Licendng organizations dso need to develop more effective means of identifying
unsafe practitioners and taking actions againgt them. It also suggests that
professona societies should promote patient safety education.

Increase FDA attention to safety in pre- and postmarket reviews of drugs.
The IOM specificaly suggests developing standards for safe packaging and
labeling; testing of drug names to prevent sound-aike and look-dike errors, and
working with doctors, pharmacists, and patients to identify and rectify problems
in the post-marketing phase.

Encour age health car e organizations to make a commitment to improving
patient safety and to implement safe medication practices. Hedlth care
organizations should develop a culture of safety and implement nonpunitive
systems for reporting and analyzing errors. These organizations should aso
follow recommendations for safe medication practices as published by
professiona and collaborative organizations interested in patient safety.

The President’s Directive

In response to the IOM report, the President directed the QuiC to prepare a set of
recommendations for pecific actions to improve hedth care outcomes and prevent
medicd errors. These recommendations were to include specific actions in both the
public and private sectors, and be consistent with the strong privacy protections proposed
by the Administration. Specificaly, the Presdent requested that the QuIC report:

Identify prevaent thrests to patient safety and medica errors that can be prevented
through the use of decision support systems, such as patient monitoring and reminder
systems.

Evauate the feasibility and advisability of the recommendations provided by the
Indtitute of Medicine's Qudity of Hedth Care in America Committee on Patient

Siety.

|dentify additional strategies to reduce medicd errors and ensure patient safety in
Federal hedlth care programs.
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Evduate the extent to which medicd errors are caused by misuse of medications and
medica devices, and consder steps to strengthen the Food and Drug Administration's
surveillance and response system to reduce their incidence and

Identify opportunities for the Federal Government to take specific action to improve
patient safety and health care quaity nationwide through collaboration with the
private sector, including through the National Forum for Health Care Qudlity
Measurement and Reporting (the Qudity Forum).

The President requested that the recommended actions serve as afoundation for a
nationa system that prevents adverse medical events.

The QuIC has prepared this response to the President’ s directive with severa principles
inmind. Frg, it agrees with the IOM and with private-sector experts that medica errors
are generdly due to systemic flaws in hedlth care rather than individua incompetence or
neglect. Bad care givers are sometimes a problem, but most errors are the result of
weaknesses in the organization of the hedth care system and its component services.
Thus, the QuIC agrees with the IOM emphasis on systemic solutions and avoidance of
the assgnment of blame.

Second, the QuIC agrees with the IOM and other experts that errors are one of a number
of problemsin the hedlth care system that compromise patient safety and qudity and
endanger large numbers of patients in ways that can be avoided. These include under-
treatment, excessive treatment, and widespread deviations in practice that cannot be
explained scientificaly.

Third, the QuIC sharesthe bdief of many experts that errors can be reduced and safety
enhanced in hedlth care by applying lessons from successful effortsin other American
industries to improve qudity. Now isthe time to use these lessonsiin hedlth care.

Fourth, the QuIC recognizes that errors occur in al sectors of hedth care, not just
hospitals, and in al types of care, including prevention, diagnos's, drug therapy,
anesthesia, surgery, and others.

Fifth, the Nation's response to errors should emphasize opportunities to learn from errors
in order to avoid future errors. The QuIC believes that Government can assst hedth care
indtitutions to develop gppropriate sysems for cgpturing such knowledge, which will
require some degree of confidentiality to operate effectively.

Sixth, Federa and State governments have the respongbility to ensure, through

mandatory public reporting, that the Nation can determine whether hedth care

ingtitutions have met an adequate sandard of patient safety. Public reporting of both
certain types of errors and the use of proven error-reduction techniques would provide the
Nation with information that is needed to make choices about where to seek hedlth care.
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Finaly, the QulC agrees with the IOM on the importance of launching patient safety
initiatives within the context of the roles of the Federal Government in heglth care

quality, as purchasers, program funders, research agencies, regulators, patient advocates,
and providers of care.

This report to the President focuses on the roles that the Federal Government can and
should play in the development and implementation of systemic solutions for avoiding
medicd errors. The Federd Government, in partnership with State and locd governments
and the private sector, can lead the way toward reaching this god.

The following chapters describe the steps that QuIC’'s member agencies are taking to
assure patient safety. These steps can serve as aframework for developing a national
strategy to reduce errors and variations in hedlth care practices so that Americans not
only get the best hedlth care in the world, but the best hedlth care possible.
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CHAPTER 1

Understanding Medical Errors

Growing Concerns About Medical Errors

The |IOM’srelease of To Err is Human brought medical errors and patient safety the
atention it has long needed but never had. The information presented in the report is not
new. Indeed, many studies, some as early as the 1960s, showed that patients were
frequently injured by the same medica care that was intended to help them (Schimme,
1964). While evidence of medica error has existed for some time, the report succeeded in
capturing the public’ s atention by reveding the magnitude of this pervasive problem and
presenting it in auniquely compelling fashion. The IOM estimates that medicd errors
cause between 44,000 and 98,000 deaths annually in the United States. Using the more
consarvative figure, medica errorsrank as the eighth leading cause of death, killing more
Americans than motor vehicle accidents, breast cancer, or AIDS. In addition to this
extraordinary human toll, medica errorsresult in annua costs of $17 to $29 hillion in the
United States (Ingtitute of Medicine, 1999). Additionaly, fear of becoming avictim of
medica error may lead patients to delay obtaining potentialy beneficia medicd care,
which may alow their illnesses to worsen.

Experiencing harm as aresult of recelving headlth care is a growing concern for the
American public. Front-page articles in newspapers, television exposes, and cover stories
in magazine have provided the stark details of the latest and most dramatic examples of
medica errors. Until recently, the perception of medica errors among hedth care
providers and the public has been shaped by these anecdotes, and remedies have focused
on fixing blame on individua providers, including hedth plans, hospitas, doctors,
pharmacists, nurses, and other caregivers. That approach, however, has proven
ineffective in addressing patient safety, as documented by the ongoing problems noted in
the IOM report. The IOM’ s recommended alternative approaches and other waysin
which the Federal agencies can work to reduce medica errors are described in this report.

Definitions and Context

The lack of standardized nomenclature and a universa taxonomy for medicd errors
complicates the development of a response to the issues outlined in the IOM report. A
number of definitions have been gpplied to medicd errors and patient safety. In To Err is
Human, the IOM adopted the following definition:

An error is defined as the failure of a planned action to be completed as intended
or the use of a wrong plan to achieve an aim.

In an effort to thoroughly congder dl of the relevant issues related to medical errors, the
QuIC expanded of the IOM definition, as follows:
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An error is defined as the failure of a planned action to be completed as intended
or the use of a wrong plan to achieve an aim. Errors can include problemsin
practice, products, procedures, and systems

The explicit acknowledgment of the broad scope of errors reflected in this definition
respects the respongbilities and capabilities of the Government agencies and departments
contributing to this report. The term “patient safety” as used here gppliesto initiatives
designed to prevent adverse outcomes from medical errors. The enhancement of patient
safety encompasses three complementary activities: preventing errors, making errors
visble, and mitigating the effects of errors.

It is critical to recognize that not al bad outcomes for patients are due to medica errors.
Petients may not be cured of their disease or disability despite the fact thet they are
provided the very best of care. Additiondly, not adl adverse events that are the result of
medical care are, in fact, errors. An adverse event is defined broadly as an injury that was
caused by medica management and that resulted in measurable disability (Leape, 1991).
Some adverse events, termed “ unpreventable adverse events,” result from acomplication
that cannot be prevented given the current state of knowledge. Many drugs, even when
used gppropriately, have a chance of side effects, such as nausea from an antibiotic. The
occurrence of nauseawould be an adverse event, but it would not be considered a
medical error to have given the antibiotic if the patient had an infection that was expected
to respond to the chosen antibiotic. Medical errors are adverse events that are preventable
with our current state of medical knowledge. Figure 1 shows this set of possble
outcomes of medical care.
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Figure 1: Framework for Identifying Errors

—» Good Outcome

—»No Error Made —)‘

Bad Outcome (Unpreventable adverse
event due to underlying disease)

Patient Receives
Treatment

A 4

—)» Caught —» Close Call

—» Minor

—>» Not Caught —» Minor or no injury
(Preventable
—»-Error Made —» adverse event)

—» Caught —) Close Call

—)» Serious —»

—» Not Caught —» Patient Injury
(Preventable adverse
event)

In this report, the consderation of errorsis broadened beyond preventable adverse events
that lead to actual patient harm to include “near misses” sometimes know as “close

cdls” A “near miss’ isan event or Stuation that could have resulted in an accident,

injury, or illness, but did not, either by chance or through timely intervention. Experience

in other indudtries, including aviation, manufacturing, and nuclear energy, demondtrates
that there isas much to learn from close cdlls as there is from incidents leading to actud
harm.

It is aso important to Stuate medica errors within the broader context of problemsin
hedlth care quality. These can be classified under three categories: overuse (the service is
unlikely to have net benefit), underuse (a potentialy beneficid service iswithhdd), and
misuse (a sarvice isingppropriately used) (Chassin, 1998). The mgority of medica errors
fdl into the category of misuse, but some problems with overuse (eg., when an
unnecessary therapy is prescribed, leading to harm) or underuse (e.g., when an error in
diagnosis leads to the failure to apply timely treatment) blur these distinctions. These are
related quality problems and may be addressed, in part, by usng some of the same
approaches. In some cases, however, distinct approaches may be required. That is why
the IOM has chosen to ded with the issue of errors separately in its report and plansto
issue future reports on underuse and overuse qudity problems. Our report will dso focus
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exclusvely on errors. Neverthdess, the QuIC participants recognize that the
improvements made in patient safety will lay the foundation for, and may encourage,
other quality improvements.

A Framework for Thinking About Errors

There are many possible ways to categorize medica errors, but no universaly accepted
taxonomy Classfications have included:
Type of hedth care service provided (e.g., classification of medication errors by the
Nationa Coordinating Council for Medication Error Reporting and Prevention).
Severity of the resulting injury (e.g., sentind everts, defined as “any unexpected
occurrence involving death or serious physica or psychologica injury” by the Joint
Commisson on Accreditation of Hedlthcare Organizations [JCAHO)).
Legd definition (eg., errors resulting from negligence [Inditute of Medicine, 1999]).
Type of setting (e.g., outpatient clinic, intengve care unit), and
Type of individud involved (eg., physician, nurse, patient).

Implicit in the current variety of dassficaionsis the undersanding that different types of
medica errors are likely to require different solutions and preventive measures. A single
gpproach to error reduction will fail because it does not account for important differences
intypes of errors. For example, for the Food and Drug Administration (FDA), product
risk category may be a crucid dimension for shaping regulatory policy, but a hedth care
provider may see this dimension as aminor condderation in shaping its error-control
methods.

An*“ided” classfication of errorswould need to be well suited to the purpose to which it
is being gpplied, but there is no single classfication system that could be successfully
gpplied to the full set of IOM recommendations being addressed by the QuIC. A
framework for reporting may include considerations of the leve of reporting (Federd
versus State versus organizationd), the reasons for which the reporting is being done
(learning versus accountability), or thelevel of injury (near-miss versus minor versus
severe). A framework for developing a research agendamay require more focus on the
populations involved, available data, and research tools that can be gpplied to the
problem. The experience with the Aviation Safety Reporting System (ASRS), which
relies on narrative reporting without aforma framework, demonstrates that rigorous
classfication may not be necessary at dl for some purposes.

The QuIC recommends that the framework for andyss of errors in health care include
consderations of how to measure and improve patient safety. As aresult, the framework
will evolve with each of theinitiatives outlined in this report, and the devel opment of
classfications to dedl with specific purposes will be part of the ongoing work of the
QuIC in addressing the IOM recommendations.
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Lessons From Other Industries

As noted in the IOM report, hedth care is*a decade or more behind other high-risk
indugtriesin its attention to ensuring basic safety” (Ingtitute of Medicine, 1999; p. 4).
Other sectors of the economy have made remarkable progressin error reduction and
safety assurance during the latter part of the 20" century, much of which is attributeble to
industry’ s atention to quality management and improvement. In 1986, Motorola
indtituted a gtrategy cdled “ Sx-Sigma Quality,” whose name refersto the Greek letter
used to represent standard deviation from the mean of any normaly distributed curve
(Chassin, 1998). A company which has six-sigma quality experiences only 3.4 defects or
errors per million products or events. Thisisthe equivaent of seeing only one mispdled
word in about six typica mystery novels or one fumble in 1,600 football games.

Through the Sx-ggma qudity strategy, Motorola, Generd Electric, and others have
subgtantially reduced their error rates. These companies have systems in place to monitor
and report errors and defects so that proper action can be taken, and it is no surprise that
these companies are the leaders in their respective indudtries. Although origindly devised
for reducing defects in manufacturing plants, the gpplication of the Sx-sgmaqudity
gpproach has provided benefits to service industries aswell (Chassin, 1998). Service
indugtries have used the Six-sigma strategy to analyze, for example, the number of
customer complaints that go unanswered after 2 days (per million complaints) or the
excess waiting time over 5 minutes a customer encounters before being served (per
million customers).

In another example, the aviation industry has adopted qudity improvement, safety
assurance, and error reduction asits core misson. Currently, airline safety is operating a
afive-dgmalevd (Chassn, 1998). The Federa Aviation Adminigtration (FAA) strategic
plan targets a further 80 percent reduction in the airline accident deeth rate, which would
placeit closeto the sx-sgmaleved. The cornerstone of the FAA’s safety initiative has
been the ASRS, which was established in 1975. Although the ASRS is funded by the
FAA, it isadministered by the Nationd Aeronautics and Space Adminigtration (NASA).
Many believe that this separation of control over the reporting function to improve safety
from the enforcement function is a critica factor in its success. It gives credibility and a
sense of safety to the system in the eyes of the many users, particularly those being asked
to report their errors and near misses. The ASRSisavitd link between those who
observe or experience errors and defects and investigators who have the ability to
research and disseminate information regarding these errors. In January 2000 the
President sgned an executive order providing further protections to reporters under the
aviation safety system to enhance information collection. The avigtion community (as
well as nuclear power and the military communities) has demongtrated the importance of
looking criticaly at human factors and interface design practices in preventing accidents
and increasing operating efficiency (Rouse, Kober, and Mavor, 1997).
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A review of the experience in non-hedth-care indugtries offers some lessons that may be

gpplicable to reducing medica errors. Characteristics of error-reducing industries

include:
- Not tolerating high error rates, and setting ambitious targets for error reduction

initiatives.

Devedoping tracking mechanisms that expose errors.

Relying on the abundant reports of errors and “near misses.”

Thoroughly investigating errors, including aroot causes andyss.

Applying to error reduction a systems approach that embraces awide array of

human factors, technica, and organizationa remedies.

Focusing on systems solutions that do not seek to find individud fault and blame.

Changing the organizationd culture so that it enhances safety and error reduction.

Allocating adequate resources to error prevention initiatives and the devel opment

of the knowledge base to support them and

Recognizing that solutions often come from unexpected sources, “out of the box”

thinking, and new combinations of disciplines (e.g., human factors psychology

with aeronautical engineering).

The QuUIC, in reviewing the IOM report as well as these experiences in other industries,
has concluded that there isno single “magic bullet” approach to reducing errors, but there
is agenerdizable gpproach (that includes the strategies listed above) which, when applied
vigoroudy, islikely to yield favorable outcomes.

Unique Aspects of Health Care Errors

Research, much of it sponsored by AHRQ' s predecessor, the Agency for Hedth Care
Policy and Research, documents that the rate of health care errorsisfar higher than the
error rate in other industries. In one study of intensive care units, the correct action was
taken 99.0 percent of the time, trandating to 1.7 errors per day. One out of five of these
errors was serious and/or potentidly fatd. If performance levels even substantialy better
than those found in the ICU (for example, 99.9%, a 10-fold reduction in errors) were
gpplied to the airline and banking indudtries, it would still equate to two dangerous
landings per day at O’ Hare Internationa Airport and 32,000 checks deducted from the
wrong account per hour (Lespe, 1994). In these industries, such error rates would not be
tolerated.

Hesdlth care shares a number of characteristics with these other indudtries. They dl rdy
on systems which include the interaction of humans and technology to perform a number
of functions leading to an outcome (e.g., a safe transcontinenta flight, a check correctly
deducted from the right account, a patient’ s recovery from breast cancer). However,
hedth careis distinct in its complexity. For example, a patient in an intendve care unit is
the recipient of an average of 178 different activities performed per day thet rely on the
interaction of monitoring, trestment, and support systems (Leape, 1994). One observer
noted that many medica errors can be attributed to the smple fact that the knowledge



base to effectively and safely ddliver hedth care exceeds the storage capacity of the
human brain (Millenson, 1997).

The decentraized and fragmented nature of the American hedlth care industry contributes
to the problem of errors, and will make it a chdlenge to indtitute the kind of
comprehensive strategy to reduce errors and increase patient safety that the IOM
recommends in its report. The work of federaly-sponsored researchers such as Lucian
Leape and David Bates has illustrated the importance of focusing on the systems of

hedlth care ddivery in efforts to reduce medical errors. Prescription and delivery of

medi cations provides a dramatic example. It requires the successful completion of &t least
five interdependent steps. ordering, transcribing, dispensing, ddlivering, and
adminigtering. Inattention to system design leads to numerous opportunities for error in
any one of these steps. One study on adverse drug events showed that 78 percent of
adverse drug events were due to system failures (Legpe, 1995).

Organizationd factors are dso adistinct chalenge in addressng medicd errors. Within
many hospitals, departments are only loosdly linked, and communications between
primary care doctors and medica speciadists are notorioudy poor. As aresult,
information on problems, as well asimproved practices to reduce errors and enhance
safety, in one department or one facility do not migrate quickly to others. The variety of
settingsin which hedth careis provided (including hospitals, nurang homes, clinics,
ambulatory surgery centers, private offices, and patients homes) and the trangtions of
patients and providers among them provide additiona challenges.

Errors may be particularly difficult to recognize in hedlth care because variationsin an
individua’ s response to trestment is expected. In addition, medical professionals may not
recognize that a particular product or procedure may have contributed to or caused the
problem because the patient is aready ill, the product is not expected to work perfectly a
al times, or the event gppears unrelated to the product or procedure. Lack of recognition
of asarvice srole in adverse events reduces reporting of the association and the
opportunity to learn from previous experiences with the product. Because medica errors
usudly affect only asingle patient a atime, they are treated asisolated incidents, and
little public attention is drawn to these problems when compared with aviation or nuclear
power accidents. Hedlth care errors are also underreported due to liability and
confidentidity concerns. These factors explain, in part, the ongoing “invisibility” of
medica errors despite the existence of research which has documented their high
prevalence.

Impact of Organizational and Professional Culture

Although the complexity of hedth care ddivery sysemsis one of the factors
distinguishing hedlth care from other indudtries, the professond culture may pose an
even gregter chdlenge than does complexityto improving patient safety. The “naming,
blaming, and shaming” approach to dedling with errors has hindered medical error
reduction, yet it is the most commonly used approach to addressing errorsin hedth care.
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In fact, thistraditiona approach has proven counterproductive—it has driven the patient
safety problem underground, leading to an implicit “conspiracy of slence’” where
problems and close calls are not discussed due to fear of reprisal (Koop, 1999).

Adverse medicd events have existed since the beginning of organized medica practice,
but may not have been recognized at the time of their occurrence. Bloodletting and toxic
“therapies,” such as mercurids, led to premature deaths, but these desths were seen asa
reflection of the patient’ s underlying illness rather than of harmful practice. To some
extent, that culture Hill persstsin hedlth care. Although advancesin medica technology
and knowledge have eliminated these historic practices, errors and mistakes continue to
occur a an unacceptably high rate in the delivery of hedth care. Contrary to popular
expectations, doctors, nurses, and other hedlth care professonds are inherently falible—
asared| humans.

The IOM report notes that the majority of medica errors today are not produced by
negligence, lack of education, or lack of training. Rather, errors occur in our hedth care
systems due to poor systems design and organizationd factors, much asin any other
industry. Hedlth care workers are placed in systems and settings where errors are bound
to happen. That is, the systems are designed to achieve aparticular set of godss, but
inadvertently produce a certain level of errors. For example, hedth care workers are
sometimes expected to work 24-hour shifts to ensure patients are cared for and have some
continuity of care, dthough it is known that overwork and fatigue lead to decreased
mental concentration and dertness. These caregivers are expected to function in an
environment that is not ergonomically designed for optima work performance. They are
expected to rely on their memories and ddiver safe care without substantia investments
in information technology or even the smple gpplication of checklists. They often deliver
care through a set of complex processes, athough industry has shown that the probability
of performing atask perfectly decreases as the number of stepsin the processincreases.
Finaly, they are expected to work in a climate where one error, even if not preventable,
may mean a catastrophe or the end of a career. By not improving the syssemsin which
medicine is practiced, the health care industry as awhole has not advocated a culture of
safety and is not well organized to tackle the challenge of improving patient safety. Only
when the entire industry is able to make patient safety and the reduction of medicd errors
itsfirgt priority will errorsin medica practice be reduced.

A Global Challenge

The medicd errors epidemic isagloba problem. The United Kingdom, for example, has
had some well-publicized difficulties with pediatric surgery outcomesin Brigtal. British
authorities estimate that 40,000 hospitalized patients die annuadly as aresult of errors,
which trandatesto a 3.7 percent overdl rate of errors. The Austrdian Review of
Professiona Indemnity Arrangements for Health Care Professionas (Commonweslth
Department of Human Services and Health, 1995) also found error to be a serious cause
of morbidity and mortdity. Austrdia, the United Kingdom, and Sweden are among the
countries that have begun to address thisissue. The British Minidiry of Hedthisin the
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process of making funds available to researchersto investigate medica errors, and isre-
engineering its dinical governance programs to provide mechanisms to improve patient
safety. Audrdia hasincluded medica errors as part of its focus on quality, and is
initisting anationa system for error reduction with enhanced reporting mechanisms.
However, efforts to actudly trandate the limited research available into practice are il
at an early stage, at best. Approaches are likely to vary across nations because of
differences in health care organization, attitudes toward regulation, and views on patient
information and confidentidity. The evidence informing those gpproaches, however, is
likely to be more universa. Asaglobd leader, the United States has a responsibility to
the many countries that do not have the resources to devote to the study of thisissue.

Evidence of Errors

The Epidemiology of Medical Errors

Errors and other adverse events occur regularly in hedlth care settings, but the causes,
frequency, severity, preventability, and impact of these events on patient outcomes are
not completdy understood. A few studies have found an darmingly high prevaence of
adverse events and medica errorsin some hospitas. In two large sudies of hospita
admissons, onein New York using 1984 data and another in Colorado and Utah usng
1992 data, the proportions of admissions in which there were adverse events (defined as
injuries caused by medica management) were 2.9 and 3.7 percent, respectively (Leape,
1991; Gawande, 1999). In the New Y ork study, errors (defined as avoidable “mistakesin
performance or thought”) were determined to have caused more than hdf of the adverse
events. However, the absence of standardized definitions of medical error, the lack of
coordination and integration of systems to report and monitor errors, and the difficulty in
distinguishing preventable errors from currently unavoidable adverse events hamper our
understanding of this problem. It is unlikely that we can ever know the precise frequency
with which errors occur in hedlth care settings because we must rely on people to
recognize that errors were made, to distinguish them from bad outcomes of appropriate
treatment, and then to report them.

Adverse Events and Medical Products Use or Misuse

Preventable injuries and desths from pharmaceutica drugs are a growing problem that,
according to some studies, represents aleading cause of deeth and patient harm in the
United States (American Hospital Association, 1999; Centers for Disease Control and
Prevention, 1999; Leape, 1991). Although the methods used to measure the rate of errors
associated with the use of drugs have sgnificant limitations, researchers have estimated
that more than 50 percent of prescriptions are used incorrectly (Porter and Jick, 1977).
Problems related to the use of pharmaceutical drugs account for nearly 10 percert of dl
hospital admissions, and significantly contribute to increased morbidity and mortdity in

the United States (Bates, 1995).
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In the Harvard Medicd Practices Study of adverse medica events (Legpe, 1991), which
was based on 30,195 randomly selected records from 51 hospitalsin New York State, the
researchers found that drug complications represented 19 percent of al adverse events.
The researchers concluded that 58 percent of injuries and deaths due to drug reactions
were preventable, and 27.6 percent of such complications were due to negligence.
According to this study, antimicrobia drugs were the class of agents most commonly
associated with adverse drug events. Misuse of antimicrobia drugs not only exposes
individua patients to an increasad risk of a poor trestment outcome, but also leads to the
emergence and spread of drug-resistant microorganisms, which may place other patients
and hedlth care workers & risk of infection.

The specific problem of medication errors has drawn considerable public attention, since
al such errors are preventable. Medication errors—mistakes in writing prescriptions,
dispensing or administering drugs—are a subset of the larger category of errorsinvolving
drugs. In a case—control study covering a4-year period at asingle hospitd, it was
determined that there was an dmost 2-fold increase in therisk of degth attributable to
such errors. In the previoudy cited Harvard Medica Practice Study, 19.4 percent of dl
disabling adverse events were caused by drugs, of which 45 percent were due to
medication errors. In that sudy, 30 percent of those with drug-related injuries died.

In addition to drug-related injuries and deaths that occur in hospitals, information is
available indicating that preventable, drug-related injuries are so occur at ahigh
frequency among out- patients. In a study of 1,000 ambulatory patients drawn from a
community, office-based medical practice (Burman, 1976), the researchers noted side
effects from drugs in 42 patients (4.2 percent), including 23 who experienced preventable
sde effects. Wdll-understood drug—drug interactions are preventable, but thereis
evidence that physicians do not routingly screen for them, even when a patient’s
medication history is readily available. In astudy of 424 randomly selected viststo a
hospital emergency department (Beers, 1990), 47 percent of visits resulted in the patient
receiving a prescription for amedication. In 10 percent of these instances, the new
medication could potentidly harm the patient due to an avoidable drug-drug interaction.
Inal of these cases, amedication history had been recorded and available to the
prescribing physicians.

Thus, it can be seen that preventable and avoidable injuries due to drugs condtitute a
sgnificant public hedth concern. Theincreasing use of drugs, the growing fragmentation
of hedth care ddivery, and the competing demands of an overburdened hedlth care
delivery system will, undoubtedly, accentuate these problems.

Current Programs to Prevent Errors
L ocal Performance M easurement and Performance | mprovement Systems. In the

past decade, hedlth care facilities and hedlth plans have placed an increasing emphasison
improving hedlth care quality. The impetus has come, at least in part, from patients,
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purchasers, accreditation agencies, and regulators determined to obtain the best value for
the Nation’s hedth care dollars. Today, virtudly al hedth care organizations have
programs to measure and/or improve health care quality.

Many hospitals and hedlth plans collect and monitor data relevant to specific events (e.g.,
patient falls, failure to appropriately administer beta-blockers after myocardia infarction)
or hedlth outcomes (e.g., anesthesa mortdity, length of stay after total hip replacement),
which may or may not reflect medical errors. Hospitals commonly use these data for
performance measurement or continuous quality improvement. Decisions about what will
be monitored are usudly based on the nature, severity, and importance of perceived
problems at the local levd, the feagibility of ng data and formulating a response,
and related incentives (e.g., meeting standards required for accreditation, anticipated cost-
savings). Smilarly, some hospita departments (e.g., pharmacy, nursing) use performance
measurement to target treatment errors and other adverse events.

Performance measurement and quality improvement programs are less common and often
less extensve outside of acute-care hospitals. Programsin risk management aswell as
more recently developed programs in what has been cdled “disease management” or
“outcomes management,” athough aimed at improving hedth outcomes, generdly have
not specificaly included error reduction in their scope. Occupeationd hedth or employee
hedlth programs, in addressing risks to hedlth care workers, may aso impact patient
safety and quality of care. Overdl, the degree to which these loca programs address
medical errors or other preventable adverse events and, more importantly, the extent to
which they motivate changes that improve the overal heath status of patients, are not
known. Part of the research agendawill be to see if market forces favor those hedlth care
organizetions that improve patient safety.

Programs of infection prevention and control provide long-standing and successful
examples of hedlth care programs specificaly designed to prevent adverse hedth events.
These programs have been shown to reduce morbidity and mortality due to health care-
associated infections. For this reason, infection control programs are mandated as a
condition of accreditation for hedlth care facilities. In hospitds, accreditation standards
require aminimum number of trained infection control personnd and delineste pecific
program components. Such programs usualy include ongoing monitoring (surveillance)

of infection rates by trained infection control personnd using sandardized case
definitions, andlysis of data with adjustment for facility and patient characteristics known
to affect risk, comparison of loca rates to aggregate benchmark data, prompt feedback of
infection rates and trends to providers and decisonmakers, and targeted interventions that
address specificaly identified problems. This approach pardldsthat used in indudtrid
continuous quality improvement programs and in indudtrid qudity contral. In

nonhospital facilities, accreditation standards are less rigorous, and the composition and
quality of infection control program isvariable.

Regional and National Programs. Some regiond and nationd externa reporting
systems to monitor errors and adverse hedth events dready exist. FDA operates systems
monitoring adverse events associated with drugs, medica devices, vaccines (co-managed
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with CDC), and blood and blood products. CDC’'s NNIS monitors hedth care-associated
infections. Some State hedlth agencies (e.g., those of New Y ork, Massachusetts, Florida)
aso monitor targeted health events. Nongovernmenta agencies (e.g., JCAHO and the
U.S. Pharmacopeia, through their Sentinel Events and Medication Errors Reporting
Programs, respectively) aso operate error reporting systems.

Such externd programs motivate local efforts to recognize and address problems, provide
normsto which loca efforts can be compared, and identify emerging problems (e.g.,
adverse drug events or manufacturing errors) that may require governmenta or other
system-wide response. For example, reported errors related to medica products can lead
FDA to require changes in package inserts and promationa materias, modificationsin
product packaging, and widespread dissemination of information through letters to hedth
professonas and published derts.

Mogt reporting systems have little or no enforcement authority to assure that reporting of
errorsis occurring consistently and completely. A recent report from the Department of
Hedlth and Human Service's (DHHS) Ingpector General found that there is widespread
underreporting to FDA's drug adverse event reporting system, despite the fact that more
than 270,000 incidents are reported annudly. In addition, even though these programs—
some of which may be consdered mandatory—may promise the opportunity to report
errors and near-misses confidentialy, those who submit reports (e.g., dinidans and
hospitals) have expressed concern about their legd vulnerability in these reporting
systems. Another reason for low rates of reporting in some systemsiis that information on
how to prevent smilar errorsin the future is not fed back to the reporters. Therefore,
these reporters see little benefit in completing and submitting reports.

Accomplishments of Programs to Prevent Medical Errors

Despite the grikingly high incidence of medical errors documented in the IOM report,
and the difficulties in obtaining reports on errors and near misses, there are remarkable
examples of successful efforts to improve patient safety. Surgicad anesthesia, which once
had an error rate of 25 to 50 per million patients, reduced its error rate nearly 7-fold.
(Orkin, 1993). Thefirgt step in reducing surgica anesthesia error rates was the collection
of datathat permitted a systems andyss of errors, rather than a hunt for “respongble’
individuds. Through teamwork, practice guidelines, automation, procedure
amplification, and sandardization of many functions, anesthesiologists demonstrated

that a properly designed system can either prevent mistakes or prevent mistakes from
doing harm.

Another example of successis the advancesin patient safety that have been achieved in
the Department of Veterans Affairs (VA), through its Veterans Health Adminigtration.
For ingtance, a hand-held, wireless bar-coding system was introduced into VA and has
reduced medication errors by 70 percent at relatively low cost (Gebhart, 1999). It is
particularly interesting that this gpproach was adopted from a completely different
industry—from observation of how Avis checked in returned rentd cars. Smilar
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behavioral and culturd changes must occur in other segments of the hedlth care industry
in order to address the patient safety issue fully.

Many Federa agencies have learned that the creation of a comprehensive knowledge
base, rich in textua description of al aspects of errors occurrence, must be developed if
preventive efforts are to be targeted and effective. One hopeful sign has been the
development of private-sector organizations, such asthe Nationd Patient Safety
Foundation (NPSF), the Nationa Coordinating Council for Medication Error Reporting
and Prevention, and JCAHO, which are promoting research and improvement initiatives
focused on systems approaches to error reduction.

The occupationd hedth fidld has demongtrated that human factors engineering can
identify ergonomic concepts to prevent injuries to both patients and workers. Examples
include curving the design of halway corners to reduce the risk of injury from collisons,
using mechanicd liftsto prevent patient fdls and employee back injuries, and reducing
the number of scheduled work hoursin arotating shift to minimize the likelihood of
errors resulting from fatigue and deep deprivation.

Insufficiency of Existing Programs

Effective error prevention systems need to be built on afoundation of locally directed and
managed programs within health care organizations, complemented by coordinated,
externd support and guidance from Federd, State, and nongovernmenta agencies and
organizations. Within this framework, a comprehensive gpproach to error reduction
would require specificaly designated personnd working in or consulting with each

hedlth care setting to:

1) Identify and monitor the occurrence of errorsin targeted patient populations at
greatest risk, and understand their root causes, especialy those that are
preventable.

2) Andyze, interpret, and disseminate data to clinicians and other stakeholders.

3) Implement error reduction strategies based on reandysis and reworking of
hedlth care systems.

4) Asnecessary, cal upon experts with dlinica, epidemiologic, and management
training and experience for technica support and to conduct on-Ste
investigations.

5) Evauate theimpact of these programs on patient safety.

A number of factors reduce the effectiveness of existing programs to prevent medica
errors. Performance measurement and improvement programs within hedlth care
organizations do not directly address the problem of medica errors. Programs that have
been specificaly developed to prevert medicd errors often operate in isolation. In
addition, programs such as infection control and employee hedlth and safety typicaly
receive low priorities within hedth care centers.
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Efforts by externd organizations to monitor errors dso face limitations. A number of
different programs exist to detect adverse hedth events, dthough no one system is
designed to detect the full scope of medica errors.

Passive surveillance systems, such as the Nationa Notifiable Diseases Surveillance
System—in which health care providers and |aboratories report incident cases of diseases
(mostly infectious) to the State hedth department—while broad in scope and coverage,
are often hampered by collection of incomplete data. Each State determines the diseases
that are reportable, resulting in some differences across States. Furthermore, hedlth care
providers must remember which diseases are reportable, and take the time to report them.

Active survelllance, on the other hand, means soliciting case reports in atimey manner
directly from potentia reporting sources. Examples of this type of reporting include
HIV/AIDS reporting, in which CDC provides funding to State and local hedlth
departments to support the surveillance process. These active survelllance systems
provide more complete and accurate information, but are expensive to implement and
maintain. Systems designed to hold organization or individua accountable for bad
outcomes are commonly limited by underreporting of adverse events.

Although quality improvement programs within hedth care organizations could be
enhanced or adapted to address errors, obstacles remain. The more serious are:
1) Lack of awvarenessthat aproblem exists.
2) A traditiond medicd culture of individua responghility and blame
3) Thelack of protection from legd discovery and liability, which causes errors
to be concealed.
4) The primitive Sate of medica information systems, which hampers efficient
and timely information collection and andysis.
5) Inadequate dlocation of resources for quality improvement and error
prevention throughout the hedlth care system.
6) Inadequate knowledge about the frequency, cause and impact of errors, as
well as about evidence of effective methods for error prevention.
7) Lack of understanding of systems-based approaches to error reduction (such
asthose used in aviaion safety or manufacturing) and the perceived difficulty
of adapting those approaches to the health care sector.

There are even greater barriers to error reduction in nonhospital settings, where the
generd absence of organized surveillance systems and lack of adequate personnel hinder
loca data collection, feedback, and improvement.

Lack of awareness. As dated earlier, the existence of medica errors has been known for
some time. However, the fact that there has been very little successin reducing errors
suggests that a generd lack of awareness or darm about errorsis afactor in thisfalure.
The awareness of the problem of medica errors and any subsequent solutions must be
improved, not only among physicians, nurses, pharmacists, dentists, and other health care
providers, but also among patients, policymakers, and the many other stakeholders of the
hedlth care community.
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Barriersto partnership. The punitive and pgorative connotations of “error” as the
object of investigation pose a potentia barrier to the unfettered cooperation and
collaboration of hedth care providers in establishing and managing effective error control
programs. A cultural change needs to occur that will enable hedlth care providers and
leaders, aswdl asthe public, to talk about errors and recognize that they are, in large
measure, aresult of faulty syssems and faulty system design, not of individud failures.

Legal barriers. A sysem which supports learning from errors is dependent upon
reporting, but fear of reprisa or legd action will dissuade many potentia reporters.
Assurances that the identity of reporters will be masked or never collected at dl have
been shown to enhance reporting in other indugtries (e.g., the ASRS). Disclosure of the
individuas or organizationsinvolved in an incident could aso discourage reporting.
There will remain ingtances, however, where crimind or negligent acts demand
appropriate disclosure. The legd issues surrounding patient safety will haveto be
examined carefully to determine the best mechanisms to promote learning from errors
while protecting the public.

I nformation systems and technical problems. To be precticd, error prevention will
need to rely on sophisticated management and dlinica information systems, both as
sources of data on adverse events and as a component of interventions to reduce errors,
such as through the adoption of computer-based decision-support for hedth care
providers. However, information systems in most health care organizations are neither
sufficiently integrated nor flexible enough to serve ether of these purposes. Technicd
support and research into information system design will be required to address this
problem.

Cost and structural concer ns. Although considerable cost savings could be redized by
effective reduction in medical errors, indtituting such programs will require a substantia
initid investment. In addition, the relaive autonomy of departments within some hedlth
careinditutionsis a potentia barrier to rapid organizationa change and the adoption of
new models and procedures needed to prevent errors.

Deficienciesin knowledge and under standing. The epidemiology of errorsis not well
understood. Standardized definitions of errors and adverse events need to be devel oped
and the methods of collecting meaningful data require further sudy. Research is needed
to help distinguish between adverse events due to errors, unavoidable consegquences of
treatment, and complications caused by a patient’s underlying disease. The current
paucity of fundamental and gpplied research on medica errorslimitsthe tool kit of
effective interventions that can enhance patient safety.

Lack of appropriate collaboration among disciplines. Because of the nature of medica
errors, an effective response requires an integration of efforts across traditiona
occupationa and scientific boundaries. The nature of the patient safety challenge requires
synergy among scientific and technica disciplines, from human factors psychology to
product design and ddlivery. This collaboration is needed &t al stages of the effort to
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reduce errors and enhance patient safety—from research on its causes and remedies to
implementation and partnership in its reduction and dimination. The response to medica
errors by the hedth care system is hindered by the traditiona focus of single disciplines
on individua providers or on products, and even by poorly coordinated efforts among
Government agencies and with the private sector.

Failureto apply a coherent strategy. The variety of medicad errors and the
multidimensiona nature of the patient safety chalenge demand a variety of gpproaches
for improvement. Experience from other industries demongtrates, however, that
successful interventions to address different types of errors can consisgtently result from
the gpplication of a coherent strategy that includes intolerance of high rates of error,
development of tracking mechanisms, root cause andyss, the gpplication of innovative
resources and relationships to address the problem, and an indtitutiona devotion to error
prevention.

The QuIC concludes that systems designed to facilitate qudity improvement through
error reduction can generate effective, useful reporting if those individuas who report are
assured of confidentidity, protected from legd liability resulting from the report,

provided with timely feedback on data from the system, and are not unduly burdened by
the effort involved in reporting.



CHAPTER 2

Federal Response to the IOM Report

In this chapter, the QuIC responds to recommendations from the IOM report and
describes how the Federad Government can act on the issues of medica error and patient
safety. Thisincludes responses by the QuiC, as an interagency coordinating organization,
aswell asresponses by individua agencies of the QuIC.

National Focus and Leadership

Center for Patient Safety

|OM Recommendation

Congress should create a Center for Patient Safety within the Agency for Health Care
Pollcy and Research. This Center should:
Set the national goals for patient safety, track progress in meeting these goals, and
issue an annual report to the President and Congress on patient safety.
Develop knowledge and understanding of errorsin health care by developing a
research agenda, funding Centers of Excellence, evaluating methods for identifying
and preventing errors, and funding dissemination and communication activities to
improve patient safety (IOM; 1999, page 6).

Qul C Response

The IOM’ s recommendations build upon AHRQ' s focus on health care qudity, its
expertise, and its track record in funding research, training, and dissemination activities.
AHRQ will take immediate action to expand the mission of the Center for Quality
Measurement and Improvement, creating the Center for Qudity Improvement and Patient
Safety (CQUIPS), which will provide leedership in reducing medica error and improving
patient safety. Integration of the patient safety agendawithin AHRQ' s existing qudity
improvement efforts reflects an approach smilar to that used by the IOM, in which its
work on patient safety was included within a broader “Quality in America’ framework.

The formation of CQUIPS explicitly recognizes that patient safety and qudity
improvement are complementary activities with greet potentia for synergy. Furthermore,
establishing the Center takes advantage of AHRQ' s current infrastructure, which includes
a center focusing on quaity improvement and atask force that advises the Director on
meatters related to patient safety and medica errors. The Center will develop initiativesin
these areas and facilitate communi cation between the Agency and externd organizations.
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In the Center’ sfirgt year, the President has proposed a budget of an additional $20
million to be spent on research.

The Center will:

1) Conduct and provide grants and contracts for extramura research on patient
safety and the causes of medica errors, and on the effectiveness of programs
to reduce them.

2) Include patient safety within the broader focus of quaity measurement and
improvement.

3) Bring together individuas and groups from the public and private sectors with
an interest in patient safety.

Because the Center’ s role will not include regulatory, payer, or provider functions, it is
well positioned to share information from both the private and public sectors (e.g.,
pooling and analyzing results of State mandatory error reporting systems). Additiondly,
patient safety will be integrated into the activities of other organizationa units within
AHRQ.

The Center’ s functions will be coordinated with and complementary to other private-
sector and Federd initiatives focused on error reduction and improved patient safety. For
example, VA, CDC, HCFA, FDA, DaD, the Nationa Patient Safety Foundation (NPSF),
the Nationa Patient Safety Partnership (NPSP), and professiona societies dl have
expertise rlevant to identifying and reducing medica errors and improving patient

safety. Their collaboration via the QulIC will enhance the Center’ s functions. One

example of such collaboration will be the Center's development of a curriculum for QuiC
participants on reducing medical errors that can be used as amodel and expanded by
other public- and private-sector organizations.

ACTIONS:

- AHRQ will take immediate action to establish the Center for Quality Improvement
and Patient Safety (CQUIPS), which will replace and broaden the misson of AHRQ's
Center for Qudity Measurement and I|mprovement.

CQuUIPS will coordinate with and complement other public- and private- sector
initiatives to improve patient sfety.

QuIC will coordinate Federd activities on patient safety, asit does on the broader
quality agenda. Thiswill include both regular meetings of the QuiC and use of its
current structure to redirect QulC working group efforts towards enhancing patient
sofety.

AHRQ will sponsor a program to educate personnd of QulC member agencies about
patient safety, bringing them together with leading researchers on human factors
andyss, sysems design, error reporting, and qudity improvement. This curriculum
will serve asamodd and be expanded for future educationa activities with private-
sector partners.
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QuIC agencies such as OPM, HCFA, DoD, and VA will demonstrate their nationa
leadership as purchasers and providers of care, developing model programs that use
information on errors to improve patient safety.

Federd agencies and other bodies, including AHRQ, FDA, CDC, and HCFA, will
collaborate to provide nationa leadership in developing and testing systems of
mandatory reporting for public accountability.

Research Planning

|OM Recommendation

Develop a research agenda, conduct and fund intramural and extramural research to

assess the magnitude of errors and the role of human factors, and test and evaluate
approaches for preventing errors.

Qul C Response

A subgtantid research program is centra to the overdl effort to improve patient safety
and reduce medical errors. Without the evidence base that research provides, effortsto
reduce errors and improve safety are unlikely to be fully productive, and may even be
harmful. An example of an evert with potentid for harm is the automation of hedlth care
processes without due condderation of system design and human-technology interfaces.
Automating aflawed sysem may invite errors and further mask their occurrence.

Research aso is needed on the role of patientsin helping to reduce errors. While much is
known about the power of patient participation in helping to improve overdl patient
outcomes and satisfaction, research is sparse regarding the patient’ srolein error
reduction (e.g., wrong-site surgery, medicetion errors). In generd, further research is
needed on how best to measure medical errors, explore options for reporting them,
understand why they occur, and test the success and cost-effectiveness of various
gpproaches to improving safety, including the patient’ srole in helping to prevent errors.

A number of research activities are currently underway in Federa agencies and
departments. In December 1999, AHRQ released arequest for grant applications to
research the effectiveness of the transfer and application of “best practices’ to reduce
medical errors that are frequent, serious, and preventable. AHRQ also is supporting a
project conducted by the NPSF that identifies and gathers information on public- and
private-sector agencies and organizations funding research on medica errors and patient
safety. Thisis effort helps to coordinate research initiatives, prevent overlaps, and
identify research gaps.

Other agencies and departments aso have research projects underway. VA is evauating
grant applications focused on mitigating adverse drug events and has established four
Petient Safety Centers of Inquiry to develop innovative solutionsto critica challengesin
patient safety. HCFA is funding the Study of Clinicaly Relevant Indicators for
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Pharmacologic Therapy (SCRIPT) to develop and test a core set of measures that can be
used to evaluate and improve medication use associated with sgnificant morbidity,
mortality, and unnecessary cost. The FDA is strengthening its understanding of the

impact of pre- and postmarket risk management decisions, which includes exploring the
association between errors and medica products, human factors and pharmaceutical
name confusion, patient communication, exposure to risk, and improved methods for
extracting information from both large reporting databases and patient medical records.

Federa agency collaborative efforts aso are underway. For example, in 1999 AHRQ
funded four Centers for Education and Research on Therapeutics (CERTS). Established
as part of the FDA Modernization Act of 1997 and administered by AHRQ in
collaboration with the FDA, the CERTs examine the benefits and risks of new drugs,
biologics, and medica devices. Under the aggis of the QuIC, severa agencies and
departments will implement a project in 2000 focused on identifying and reducing
medica errorsin high-hazard hedlth care environments.

While important and timely, however, these initiatives fal short of meeting the ambitious
research agenda described in the IOM report.

The QuIC proposes a broad research initiative aimed at devel oping evidence-based
gpproaches to reducing medica error and improving patient safety, but it will require
subgtantia additiond funding. With coordination, direction, and input through AHRQ's
new CQUIPS, thisinitiative will include setting a coordinated research agenda,
supporting research and demongtrations, evauating programs, developing tools and
training initiatives, and disseminating findings. Potential components of thisinitiative are
outlined below.

ACTIONS:

- Hold nationd summits on medica error and patient safety research: AHRQ will lead
the convening of conferences and expert meetings to review the information needs of
those who wish to improve safety, assess the current state of patient safety research,
st coordinated research agendas, and devel op adequate reporting mechanisms. VA
will lead a summit on lessons learned from its experiences in improving petient
safety, and the FDA will lead a summit on drug errors. These summits will take place
within 1 year
Egtablish joint research solicitations (including partnerships between AHRQ, CDC,
FDA, and VA) for:

— Fundamental Research on Errors: Investigate root causes andyss, informatics,
the role(s) of human factors, and legd/judicid issues.

— Research on Reporting Systems: Identify critical components of successful
reporting systems used for learning, examine options for voluntary and mandatory
reporting systems, implement and eva uate demondiration programs for reporting,
evauate existing State mandatory reporting systems, and investigate techniques
and methods for analyzing and disseminating patient safety data (including
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integration into a National Quality Report being prepared by DHHS under the
leadership of AHRQ and CDC).

— Applied Research on Patient Safety: Test the gpplication of human factors
knowledge to the design of hedlth care products, processes, and systems; identify
best practicesin reducing errors, fund patient safety “Centers of Research
Excellence’; and support research and demonstrations on-Site, as well as leve-of-
care and cross-cutting research, such asin diagnostic accuracy, informatics
goplications, and systems re-enginesring.

Develop tools for the public and private sector to support efforts to enhance patient

safety, induding:

— Applications: Identify tools and gpproaches from other industries that could be
gpplied to the health care sector and develop community- based settings that can
serve as laboratories for error reduction through medical specidty societies,
primary care networks, and integrated service delivery networks.

— Measures: Develop and eva uate data specifications for reporting on patient safety
and work with the Quaity Forum and other private- and public-sector effortson
deveoping consensus around a core set of measures for patient safety.

Finalize a QuIC Research Agenda on Working Conditions and Patient Safety. The

QuIC will finalize a research agenda to explore the relaionship between hedth care

workers working conditions and the quadlity of patient care, including patient safety.

CDC and AHRQ will coordinate this activity with VA and other agencies.

Identifying and Learning From Errors

|OM Recommendations

A nationwide mandatory reporting system should be established that provides for the

collection of standardized information by State gover nments about adver se events

that result in death or serious harm. Reporting should initially be required of

hospitals and eventually be required of other institutional and ambulatory care

delivery settings. Congress should:

¥, Designate the Forum for Health Care Quality Measurement and Reporting as the
entity responsible for promulgating and maintaining a core set of reporting
standards to be used by States. Reporting standards should include a
nomenclature and taxonomy.

¥ Require all health care organizations to report standardized information on a
defined list of adverse events.

¥ Provide funds and technical expertise for Sate gover nments to establish or adapt
their current error reporting systemsto collect the standardized information,
analyze it, and conduct followup action as needed with health care organizations.
Should a State choose not to implement the mandatory reporting system, the
Department of Health and Human Services should act as the body responsible for
data collection and analysis. Further, the Center for Patient Safety should be
designated to:
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(1) Convene Sates to share information and expertise, and evaluate
alternative approaches taken for implementing reporting programs,
identify best practices for implementation, and assess the impact of State
programs and

(2) Receive and analyze aggregate reports from States to identify persistent
safety issues that require more intensive analysis and/or a broader based
response (e.g., designing prototype systems or requesting a response by
agencies, manufacturers or others).

The devel opment of voluntary reporting efforts should be encouraged. The Center for
Patient Safety should:

- Describe and disseminate information on external voluntary reporting programs
to encourage greater participation in them and track the devel opment of new
reporting systems as they form.

Convene sponsors and users of external reporting systems to evaluate what works
and what does not work in the programs and ways to make them mor e effective.
Periodically assess whether additional efforts are needed to address gapsin
information to improve patient safety and to encourage health care organizations
to participate in voluntary reporting programs and

Fund and evaluate pilot projects for reporting systems, both within individual
health care organizations and within collaborative efforts among health care
organizations.

Qul C Response

The IOM report states that to decrease the incidence of errors in the hedlth care system, it
IS necessary to have and use information. The IOM’ s recommendations reflect two
important information needs that are vitd to efforts to improve safety. Firs, the public
expects and has aright to information that will demondtrate that the hedlth care ddlivery
system is as safe as possible. Second, thereis the need for data and information in support
of effortsto learn why errors occur and what changes are effective in preventing errors or
minimizing their effects. Both needs can be met only through the development of

effective data collection systems. Additiondly, accountability and learning will only be
achieved if the data are andyzed and information is fed back to the users.

Thekind of information thet is produced from these systems needs to be useful to those
who can act on it. Learning systems must be designed to produce information for
providers, drug and device manufacturers and others. Accountability systems must meset
the information needs of the public, public policymakers, and purchasers. The data needs
for accountability and those for learning are complementary but not identical.

The QuIC bedievesthat the IOM is correct in identifying these information needs, and
will take steps—in collaboration with a variety of other organizations—to begin to meet
them. As appropriate, the QulC supports the extension of peer review protectionsto
encourage reporting. Details of these extensions are given in “Peer Review Protections,”
below.
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Accountability

The Federd agencies are committed to providing the public with informetion about the
safety of the hedth care delivery system, in generd, and about the providers from which
they can choose. To that end, the QuIC proposes that the Quality Forum identify those
patient safety practices that health care organizations have adopted and that have been
proven through research to be effective in reducing errors. The QuiC anticipates that the
Qudity Forum will encourage hedlth care organizations to adopt these practices and
inform the public of their use.

Asadart, OPM will require that the provider organizations with which it does business
have patient safety programs in place and provide public information on what those
programs do. This information will be disseminated broadly on OPM’s Web site and
through other mechanisms available to it. Methods for insuring this reporting are further
described in "Raising the Standards for Hedlth Care Organizations' and "Raising the
Standards for Hedlth Care Professonas,” below.

While information on what programs are in place will be useful, it may not be sufficient
to ensure the public is able to make the decisons it wants to make about its hedth care.
Therefore, the QuIC proposes to look at how to provide useful information on errorsto
the public. This examination will consst of two separate parts.

Firg, AHRQ will leed a QuIC effort to examine the existing State reporting systems that
have been designed for public accountability, to learn what their common characterigtics
are, how effective they have been in providing information to the public, and what have
been the most successful dements of those programs. Thisinformation will be shared
with the States that currently operate error reporting systems and othersthat are
consdering developing such systems, as ameans of encouraging improvement and
expangon of State reporting. The goa would be for dl States to have areporting system
for errors within 3 years. If, a the end of 3 years, dl States have not implemented
reporting systems, the QuIC will recommend options to the President so that al hedth
care ingitutions are reporting Serious errors.

Second, HCFA will experiment with creating its own program for collecting and
reporting publicly on medica errors that result in sgnificant harm to patients and are
preventable, given the current state of knowledge. Examples of such events are: surgery
on the wrong body part, surgery on the wrong patient, and suicide while the patient is
being watched to prevent a suicide. HCFA proposes to conduct a pilot study of such a
mandatory reporting system for these eventsin collaboration with a State. It will work
with the Qudity Forum or smilar entity to develop afinite list of events to be reported,
and will ensure they have unambiguous definitions. In addition, HCFA will ask the
Quality Forum or other entity to advise it on how best to report the information to the
public to ensure it is understandable and useful.
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HCFA will work with the chosen State to require that such events are reported by al
hospitas in the State and published on a hospitd- by-hospital basis. The published data
will be gripped of dl information that might jeopardize patient confidentidity. In the
course of the pilot study, HCFA will refine any definitions and work out the operationd
issues of enforcement and reporting mechanics with the State Survey and Certification
agency. HCFA and its QuIC partners will evaluate whether consumers found this
information vauable and what they understood about it, and how they used it. Findly,
HCFA and its QuIC partners will evauate the impact of such a system on confidentia
reporting for learning from errors.

If successful, based on the results and evauation of the pilot study by HCFA and its
QuIC partners, HCFA will move towards a nationa mandatory reporting system for dl
hospitas participating in the Medicare program, with the intent of making the data
publicly available,

Serious errors and accidents aso occur during the collection, testing, and adminigiration
of human blood. On January 27, 2000, the DHHS Advisory Committee on Blood Safety
and Avallahility recommended, among other things, facilitating development of
technology to prevent misidentification of blood products and/or recipients. By the end of
the year, FDA will release regulations to improve the safety of blood transfusions by
requiring the over 3,000 blood banks and establishments dealing with blood products to
report errors and accidents, such as mistyping blood products and adverse events
affecting donors, that affect patient safety. Currently, only 400 blood banks are required
to report such errors.

In addition to broad public accountability, the IOM asserted that providers have the
respongbility to provide information to affected individuals and their families about
mistakes that cause seriousinjury or death. The QulC agrees with this recommendation.
However, subsequent investigations by the hedlth care organization into the causes of
error need not be shared.

ACTIONS:

- The QuIC will ask the Qudity Forum to define unambiguoudy, within 12 months, a
set of egregious errors that are preventable and should never occur. These measures
will serve as criteriafor a HCFA-sponsored mandatory reporting demongtration
project with a State that aready has an existing mandatory reporting requirement.
HCFA will publish the hospitd rates for these events without patient identifiers.
HCFA and its QuIC partners will evauate whether consumers found thisinformation
vauable and what they understood about it. Based on these results, HCFA will move
towards a nationd mandatory reporting system, with publication of findings, for all
hospitds participating in Medicare.

Federa agencies, in partnership with other organizations, will develop options for
mandatory reporting systems that provide the public and purchasers with publicly
available information about programs and procedures in place to reduce errors. This
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work will require the development of evidence-based, systems-level measuresin
collaboration with the Quaity Forum.

OPM will require that hedlth plans have error reduction plans, and will report on its
web ste whether the hedlth plans have reliable patient safety initiativesin place.

QuIC will ask the Qudlity Forum to identify, within 12 months, patient sfety
practices that indtitutions should undertake and urges that information about whether
the measures are in place be made available to the public.

FDA will report to the public on the safety of drugs, devices, and biologic products.
QuIC proposes that State and Federal mandatory reporting systems, as well asthose
of private accrediting and other overdgght groups, be evauated to determine the ways
in which they are hepful in assuring public accountability for patient safety, and that
these results be used to devel op future reporting systems.

AHRQ will include information on patient safety in the Nationd Quality Report it is
developing in collaboration with other agencies, in particular, the Nationa Center for
Hedth Statidtics.

OPM will require that health plans describe their patient safety initiatives, will make
patient safety informetion available in both print and eectronic formats for the open
enrollment period in Fal, 2000, and will expand its web site to include information
about programs designed to reduce errors and enhance patient safety.

OPM will encourage hedlth plans to annotate Preferred Provider Organization (PPO)
directories to indicate which hospitals and physicians’ offices use automated
information systems.

FDA will improve the safety of transfusons by expanding mandatory reporting
requirements for blood bank errors and accidents, so that they apply to al registered
blood establishments.

Learning from Errors

To learn from errors, the aviation industry experimented with different models, but found
it most useful to have alarge nationd database of information that can be andyzed for
patterns of underlying causes of mistakes. This ensures that data from eventsthat rarely
occur, but which have dire consequences, can be more readily identified. At the moment,
no comprehensive system of data collection exigts that will drive the Nation's efforts to
learn from medicd errors.

To inform its thinking about how such a system should be constructed, the QuiC
reviewed data collection systems that have been designed to support learning syslemsin
other industries. Successful reporting programs possess the following common
characteridtics:

Table. Characteristics of an Ideal Reporting System for Learning

The intent and god of the reporting system are clear to dl interested parties.
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Active leadership support isensured a dl levels.

Reports are accepted from dl interested parties.

Reports are confidentid and identifying information has been removed.

Reports are used for prevention, not punishment.

Reports are andyzed by technicaly expert peers, from multiple perspectives.
Reporting is easy to do and captures rich detail.

Reporters and larger interested communities receive timely feedback.

Rilot testing and prototyping of the system takes place before large scale roll-out
occurs.

Currently, severa databases exigt that collect information on specific types or errors, such
as CDC's hospita acquired infections reporting systems, FDA’s adverse drug and device
event reporting systems, and the JCAHO' s sentind event system. Others exist that collect
information on errors that occur in a particular health care system, such as VA’ s error
reporting system. As previoudy mentioned, some States have data collection sysems for
the facilities within their boundaries.

The QuIC believes that the fastest way to create a useful and andyzable data set would be
to integrate the data from these existing databases and from any others that exist. AHRQ
has experience in creating such harmony from disparate data collections. Within its
Hedthcare Cogt and Utilization Project (HCUP), AHRQ currently employs cooperative
agreements with 22 States to ensure the collection of a core set of adminidrative data
from hospita discharges that are then aggregated. These data are then made available for
research and andys's, in away that protects patient and provider identities. The QuIC
proposes that a smilar method should be used to create an errors database that can be
used to provide important ingghts into the causes and effective methods for prevention of
errors. AHRQ will lead an effort to gather information from those who run the exigting
error data-collection systems, including the Federd, State and private-sector systems.
This evduation of exiging sysems will be used to determine whether they can be
aggregated into a single database.

The aviation reporting system, which the IOM and others have suggested as amode! that
hedlth care should emulate, depends on the collection of as much information as possble
about close calls (which are sometimes called near misses) aswell as errorsthat actualy
resulted in harm. To encourage people to report errors and speed the availability of
information, the aviation system protects the identity of those who report and those who
are involved in the incident. The QuIC will encourage States and othersto include
sufficient protections on the information to ensure that providers will report errors. This
issue is discussed more fully below in the section on Peer Review Protections.

A common set of core measures is necessary to integrate a broad array of data collected
through different reporting systems. The Quality Forum can ably undertake the creation
of acommon set of core measures for anationa errors database. The QuIC agencies
would support such an effort by the Qudity Forum or other appropriate private-sector

body.
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Petients can reved information about their care experiences, including errors that
occurred during their care, that are not otherwise available. Systems will also be crested
that will enable patients to report errors and adverse events, using a standard reporting
format that will complement the error reporting and collection activities of hedth care
professonas and facilities. To collect such data, the QuIC will design a Web-based error
reporting mechanism.

Within sx months, HCFA, working with a Peer Review Organization (PRO) program,
will develop a pilot study of a confidentid, pendty-free learning system with severa
hospitds on avoluntary basis.

Firgt, the PRO will assemble routine hospital error reports to cregte ahighly confidentia
database of documented errors occurring in the participating hospitals. This database
would include both near misses and actud patient harm. The PRO will use the sandard
taxonomy of medica errors adopted by the Quality Forum, and use the collected data for
education and technica assstance, not for punitive actions. Thisis consstent with the
educationa strategy that PROs have adopted over the past decade.

Second, the PRO will provide support for provider and practitioner error reduction
programs through participating in local root cause andysis of near misses aswell asthe
episodic serious adverse events, to identify patterns of medica errors. The PRO will feed
back and interpret information from the database, convene workgroups of interested and
expert parties, and facilitate the exchange of best practices that could be shared between
participating hospitals. The PRO will dso provide the data, with al identifiers removed,
to AHRQ, HCFA, and other partners and investigators. With this informetion, the PRO
will work with hospitals and practitioners on systems interventions to reduce medica
errors.

Beginning this spring, the Department of Defense will implement anew reporting system
in its 500 hogpitals and dlinics, which serve gpproximately 8 million patients. This
reporting system will be modeled on the system in operation at the Department of
Veterans Affairs and will be used to provide hedlth care professonds and facilities with
the information necessary to protect patient safety. This system will begin to be pilot
tested in August of 2000, will collect information on adverse events, medication errors,
close cdls, and other patient safety issues. Under this system, patients or their families
are notified when a serious medical mistake has been made.

The VA currently operates a mandatory reporting system. By the end of the year, the VA
will implement avoluntary reporting system for both adverse events and close cdls
nationwide. Information will be collected by an independent externd entity, andyzed,

and disseminated to al VA hedth care networks to help prevent medical errors before
they occur. Implementing this system islikely to lead to aricher database of informetion,
asincidents are reported on a de-identified basis, and will allow researchers to compare
the effectiveness of identified systems to de-identified ones.
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While the aggregate database is being created, Federa agencies, such asthe VA, CDC,
and FDA will continue to examine their own data for critica information on why errors
occur and how to avoid them. Thisinformation will continue to be communicated to
appropriate hedlth care organizations, manufacturers, and others who need to act onit.
Once the database has been created, AHRQ will lead Federa efforts to expand both the
knowledge of errors and communication with providers and others who can act on this
information. Both information about methods shown to be effective in reducing errors
and particular hazards will be communicated to providers.

The information about what methods have been shown to be effective in reducing errors
will dso be shared with organizations that have hedth care oversght or purchasing
responghilities, so that they can choose to incorporate them into their efforts to ensure
accountability as gppropriate. Thisforms anaturd link between the learning systems and
the accountability systlems for error reduction. Health care provider organizations can be
held respongible for adopting methods shown to be effective in reducing errors, and the
public should be given information that demondirates such initiatives are in place and are
effective.

ACTIONS:

- The new Center for Quality Improvement and Patient Safety (CQUIPS) at AHRQ will
identify exiding State and Federa reporting systems (both mandatory and voluntary),
evduate their suitability in heping to build a nationd system of errors reporting, and
evauate how their data collection or enforcement efforts can be enhanced to improve
the vaue of those systems.

QuIC will work with the Quality Forum to develop reporting criteria that assure that
information can be pooled and shared as needed across organizations.

CQUIPS, working with the QuIC, will describe and disseminate information on
characterigtics of existing voluntary reporting programs associated with successful
error reduction and patient safety improvement efforts. FDA, CDC, and NASA will
provide expertise in the development of these nonpunitive systems.

Within ax months, HCFA, working with a Peer Review Organization (PRO)
program, will develop a pilot of aconfidential, penalty-free learning sysem with
severd hospitas on avoluntary bass.

Federd agencies, including the FDA, VA, DoD, CDC, HCFA, and AHRQ, will
integrate data from different sources and conduct and support analysisto identify
error prone procedures, products, and systems.

By August 2000, the DoD will complete development of a patient safety
improvement program based on a reporting system modeled on that of the VA.

VA will establish avoluntary reporting system to supplement its existing mandatory
sysem.

AHRQ, in collaboration with other Federal agencies, will investigate, develop and
test srategies to provide effective feedback to clinicians and inditutions on methods
for improving patient safety.
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Federd agencies will assst hedlth care providersto develop the skills necessary for
andyzing adverse events and near misses (e.g., root cause andys's, trending, search
tools). Federa agencies providing hedth care will develop internd systemsto 1)
identify and report errorsto clinicians and other decision makers, and 2) learn from
those errors and near misses to prevent future events.

Outreach to Stakeholders: QuiC will develop programs to foster the dissemination of
research findings to end users through activities such as AHRQ' s User Liaison
Program; provide support to the Quality Forum to increase the nationa discussion on
errors, their reduction, and standardized measures of errors; and fund collaborative
agreements with hedlth care professiona organizations that foster education, track
patient safety initiatives, provide input to the new patient safety research centers, and
trandate, disseminate, and promote adoption of research findings.

Patient Safety Clearinghouse: AHRQ will develop a cdlearinghouse in partnership with
other Federal agencies and private-sector organizations to provide an objective source
of state-of-the art information on petient safety.

AHRQ will initiate a“ Nationd Morbidity & Mortdity Conference” posting sdlected
cases (stripped of identifying information) in a public forum via Internet technology,
and establish a Web site where patients can report incidents that will be analyzed to
identify emerging problems.

Analysis and Feedback

On pages 85 and 86, the IOM report summarizes two important points. 1) caution must
be exercised when cdculating rates from any type of adverse event reporting system; and
2) the god of reporting systlemsis not to count the number of reports.

Successful error reporting systems are analysis and feedback systems. The key to their
success sarts with ahighly visible ability to properly andyze cases and recommend
changes to those who are empowered to implement them. Expertsin the field of patient
safety report that understanding the “root” of the problem and the * contributing” factors
are winning strategies, counting errors and comparing performance are not.

Feedback to key decision makers and those who report is the second part of al successful
error reporting systems. The CDC and FDA have found that lack of feedback was one of
two main reasons for failed “mandatory” systems. Other activities contributing to success
include: 1) training for those with reporting respongibilities; and 2) free software and
generic datato ad internd andysis.

Experience with other reporting systems for improving safety demondrates the
importance of closing the feedback loop. Timely and usable feedback is crucid in making
the system useful to those who report. Therefore, reporting formats should include both
free-text narrative and standardized information as well as indicate how those who report
can use the feedback.
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Peer Review Protections

|OM Recommendation

Congress should pass legislation to extend peer review protections to data related to
patient safety and quality improvement that are collected and analyzed by health care
organizations for internal use or shared with others solely for purposes of improving
safety and quality.

Qul C Response

As noted throughout the IOM report, solutions unique to oneindividua are essentidly
irrdlevant. It is the sysem-wide, generdizable approach that is the cornerstone to success.
The question “Who did it?’" is not important. However, it is criticd to find out what
happened, why it happened, and how it can be prevented in the future.

Badic tenets of a successful reporting system are that those who report must fed safein
doing s0 and that their confidentiality must be protected. Reporting systems in which
these factors are missing are generdly unsuccessful in obtaining data, inaccurate, and
incomplete. The experience of the aviation industry spesks to the importance of a
confidentia, blame-free reporting environment. The FAA and others have found mgor
increases in reporting by removing the identity of the ingtitution submitting the report.

On January 14, 2000, President Clinton acknowledged these characteristics of successful
safety reporting systems when he announced a program that will provide immunity from
punishment to airlines’ personnel when they report to the FAA operationd and
procedura errorsthat threaten passenger safety. The program’s goa, much like that of
patient safety systems, is to identify trends early and address them before they cause
harm or injury.

The program is committed to providing appropriate protections for data in the system, but
the protections will depend on the nature of the data and reporting systems. Such
statutory protections aready exist in the Medicare program for mandatory reporting to
the program’ s Peer Review Organizations (except when used in crimind investigations).
These protections should be extended to protect voluntary reporting to achieve the
greatest level of learning. The specific details of the appropriate legal protections must be
negotiated with Congress, the industry, and States.

Previous discusson has focused on developing reporting systems for learning that dedl
with systemwide, rather than individua, performance issues. It isimportant to
understand that individua performance issues are best addressed through credentiaing,
licensing, and other adminigtrative mechanisms. The QuIC expects that will continue to
be the case. However, it isimportant to note that safety reporting systems should never
become a shield from necessary actions to address crimind activity or ddiberately unsafe
acts. The obligation to report these activities fill exists, and mechanisms to address those
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issues should be maintained. For example, the Headlth Resources and Services
Adminigration (HRSA)-sponsored Nationd Practitioner Data Bank records disciplinary
actions taken againg providers. It is maintained, in part, to hep inditutions carry out
their respongibility for patient safety by searching for and reviewing records of gpplicants
who are seeking staff appointments.

ACTIONS:

- The QuIC supports the extension of peer review protections to facilitate reporting of
errorsin a blame-free environment, and will propose condderations of confidentidity
that will not undermine current mechanisms to address crimind activity or
negligence.

As part the development of the national reporting system, gppropriate eectronic
protections (i.e., firewalls and encryption) will be constructed to ensure that the
confidentidity of the patients involved and the clinician or indtitution providing the
information is maintained, and that the information gathered will not be used for
punitive purposes. Experience with reporting systems in other industries demondtrates
that this approach encourages reporting of errors.

Setting Performance Standards and Expectations for Safety

Raising the Standards for Health Care Organizations

|OM Recommendation

Performance standards and expectations for health care organizations should focus
greater attention on patient safety.

- Regulators and accreditors should require health care organizations to
implement meaningful patient safety programs with defined executive
responsibility.

Public and private purchasers should provide incentives to health care
organizations to demonstrate continuous improvement in patient safety.

Qul C Response

Severad QuiC member organizations are involved with regulation and accreditation.

Some are dso hedlth care purchasers. A mgjor purchaser of hedth care, HCFA, intends to
require hospitas in the Medicare program to have an effective internd error reporting
system and an effective evidence-based error reduction program for al patients as
necessary components for certification and accreditation. The State survey agencies,

acting as HCFA'’ s contractors, and the hospita accreditation organizations, will monitor
whether activities to reduce medica errors are occurring in Medicare participating
hospitals. Enforcement actions will be taken only if such activities are not occurring.




HCFA will conduct research and pilot studies or demongrations in nursing homes, where
experience with error measurement is more limited but the need may be equdly great.

The current Conditions of Participation (CoP) for hospitas participating in Medicare
require that the hospitals meet State lawss, which includes error reduction systems. Thus,
Medicare rules support existing State requirements for confidentia reporting, whether
voluntary or mandatory.

The Hedlth Care Financing Adminigtration will publish regulations this year requiring the
over 6,000 hospitals participating in the Medicare program to have ongoing medical error
reduction programs that would include, among other interventions, mechanisms to reduce
medication errors. In order to comply with this new regulation, hospitds may choose to
implement automated pharmacy order entry systems, include automatic safeguards
againg harmful drug interactions and other adverse sde effects built into the treatment
process, or ingtitute decision-support systems.

Purchasers, both public and private, have leverage to stress the importance of a safe
environment in which to deliver patient care. This leverage must put a premium on
medica error reduction through identification, systems gpproaches to resolution, and
assessment of overal effectiveness. Both through its own purchasing power and by
working closdy with private purchasers, HCFA will inditute financia and burden
reduction incentives to move providers to create a safer hedlth care environment. In
addition, HCFA, as a purchaser, will work with and support accreditation organizations
efforts to set standards for patient safety, to measure and report results, and to use these
gandardsin their purchasing decisions. The Office of Personnd Management (OPM) will
require that dl plans with which it contracts be accredited by organizations that include
evauation of patient safety programs in their accreditation process.

ACTIONS:

- HCFA will useits power as a purchaser and regulator to promote the use of effective
error-reduction initiatives in the hedth care inditutions with which it dedls.
HCFA will publish regulaions this year requiring hospitals participating in the
Medicare Program to ongoing medica error reduction programs.
OPM will follow the lead of sdlected private purchasers to raise the standard for
participation by requiring that al hedth plans with which it contracts seek
accreditation from an independent, nationa accrediting organization that includes
evauation of patient safety and programs to reduce errorsin hedth care.
Initscal letter for the 2001 contract year, OPM will ask hedth plans to encourage
their preferred hospital's to use automated prescription systems and other integrated
data systems. OPM will encourage hedlth plans to annotate PPO directoriesto
indicate which hospitds and physicians offices use such automated programs.
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Raising the Standards for Health Care Professionals

|OM Recommendation

Performance standards and expectations for health professionals should focus greater
attention on patient safety.

Health professional licensing bodies should:

¥ Implement periodic re-examination and relicensing of doctors, nurses, and
other key providers, based on both competence and knowledge of safety
practices and

¥, Work with certifying and credentialing organizations to develop more
effective methods to identify unsafe providers and take action.

Professional societies should make visible commitment to patient safety by
establishing a permanent committee dedicated to safety improvement. This
committee should

% Develop a curriculum on patient safety and encourage its adoption into
training and certification requirements and

¥ Disseminate on a regular basis information on patient safety to members
through special sessions at annual conferences, journal articles and
editorials, newsletters, publications, and Web sites;

Qul C Response

The QuIC proposes that the Federal Government take alead role in fostering patient
safety efforts through a concerted program in support of error reduction and improved
safety. HRSA, HCFA, VA, DoD, OPM, and dl other Federa agencies that provide or
sponsor hedth services will collaborate in afive-part program to foster areduction of
medical errors and to promote hedlth care qudity This program will include:

1. Programsthat directly impact health care quality in the community: HRSA,
HCFA, OPM, and VA, with other appropriate agencies will foster community and
professona programs that increase quality of health care (such as DQIP, the recently
devel oped Diabetes Quality Improvement Project) and decrease errors (for example,
pharmacy prescription surveillance programs). HRSA will usethe AreaHedth
Education Center (AHEC) Program and other programs that affect continuing
professond educetion in the community to increase such error reduction and quality
promotion programs.

2. Quality Infrastructure Development: Agencies such as DoD and VA, together with
other agencies as gppropriate, will develop studies and tools for error detection and
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reduction. These toolswill reflect both internd experience as well as other scientific
and evidence-based information.

Health Professonals Education and Training: HRSA, HCFA, and other
Government agencies will foster development of courses and training materias that
promote error reduction and patient safety by providing incentives through grants and
contracts for the development of new curriculaiin hedth care quality and error
reduction methodologies. These will explore dinicd training programs that could
incorporate the smulation models tested by VA, DoD, and others to reduce error in
clinica training programs and the use of CDC's Epidemic Intelligence Services (EIS)
asamodd.

Licensing and Certification: The QuIC will convene a meeting of accrediting,
licensing, and certifying bodies to propose, investigate, and eva uate educationd
methods to improve andysis, understanding, and prevention of medica errors. This
will aso include collaboration with the Federation of State Medica Boards and others
to encourage education in these areas as a component of relicensng. HRSA, in
coordination with State governments and other agencies involved with licensng and
certification bodies, will assist licensng bodies to assure continuing competence
among practitioners and to take appropriate actions to protect againgt unsafe
providers. Thiswill include provision for error-prevention education as part of the
relicensure process.

Technical Assistance: The QuIC will provide technica assstance to State or
professona agencies seeking to ensure abasic level of knowledge for headlth care
providers on patient safety issues, promote model patient safety programs that include
evidence based best patient safety practices to provider organizations, or help
agencies implement the culturd change necessary to make reporting systems a
SUCCess.

Priority components of such afour-part program include community quality measures,
infragtructure development, hedth professonal training, and licensang and certification
measures. These programs will be carried out cooperatively by involved public- and
private-sector inditutions.

ACTIONS:
The QuIC will:
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Develop and evauate programs introducing health professionas to errors andysis
and the chdlenges of practicing in atechnically complex environment, explore the
use and testing of Smulators and automation as educeation tools, support traning in
errors research and evaluation, and develop patient safety expertise at the State level
using the CDC’s Epidemic Intelligence Service as amodd.

Convene ameeting of the accrediting, licenaing, and certifying bodies of the hedth
professons to review information on medical errors in the context of current practice
requirements and propose methods of strengthening hedlth professions’ education in




the areas of medica error prevention and medical error evaluation as a means of
improving patient safety.

Collaborate with the Federation of State Medical Boards and other entitiesto
encourage that error reduction and prevention education be a provision for rdicensing
of hedth professionals.

Collaborate in the planning, implementation, and evauation of a nationa summit
addressing patient safety and medica error reduction programs, and in producing
directivesfor the future.

Provide training within the QuI C agencies that provide care to encourage use of
patient safety informeation and encourage enhanced reporting in partnership with
private-sector accreditors, purchasers, and providers.

Provide technica assstance to State or professiona agencies seeking to ensurea
basic levd of knowledge for hedth care providers on patient safety issues.

Safe Use of Drugs and Devices

|OM Recommendation

The Food and Drug Administration (FDA) should increase attention to the safe use of
drugsin both pre- and postmarketing processes through the following actions:

Develop and enforce standards for the design of drug packaging and labeling
that will maximize safe use.

Require pharmaceutical companiesto test (using FDA-approved methods)
proposed drug names to identify and remedy potential sound-alike and look-
alike confusion with existing drug names.

Work with physicians, pharmacists, consumers, and others to establish
appropriate responses to problems identified through postmarketing
surveillance, especially for concernsthat are perceived to require immediate
response to protect the safety of patients.

Qul C Response

The FDA works to ensure the safety and effectiveness of medica products, including
drugs, medica devices, and biological products such as human blood. In May 1999 the
FDA published areport, Managing the Risks from Medical Product Use, that evaluated
itsrolein medica safety and discussed options for further improvements. The report
emphasized the systems nature of medica safety and the role of the many stakeholdersin
the safety chain.

FDA isresponsble, in conjunction with Institutional Review Boards, for oversight of
patient and volunteer sfety in dlinicd trids of investigational medicd products. To this
end, FDA reviews clinica protocols conducted under Investigationa New Drug
Applications and Investigationa Device Applications, monitors the adverse events
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occurring in trids—reporting adverse events is mandatory for investigators and trid
sponsors—and requires modification or cessation of trials when patient safety is an issue.

FDA has promulgated extensve safety criteriathat medical products must meet prior to
marketing. Drug, devices, and biologica products must undergo laboratory and clinica
testing and meet safety standards before gpprova. In addition to toxicologica and human
safety testing, these criteriainclude design controls and human factors testing for medica
devices, and requirements for naming, packaging, and labeling pharmaceuticas.
Strengthening criteriaamed at reducing name confusion, dosage errors, and device
misuse, or improving comprehension of the product information, would reduce product-
related errors. Improving product safety requirements will require additiona research and
collaboration with hedlth care delivery systems, hedlth care professiona's, Government
agencies, and manufacturers. Additiona work could be done to implement human factors
testing in the evauation of medica devices, and to indtitute such testing for
pharmaceuticals.

Threats to patient safety from medical products can arise from unsafe products or from
unsafe use of medica products. Despite extensve premarket safety evauation,
unanticipated errors do occur as medica products are used in the hedlth care system.
Although FDA is extensively involved in the detection and prevention of such errors,
many more steps can be taken to increase the safe use of these products. For example,
FDA has completed Phase | of implementing the Congressiondly mandated Medica
Product Surveillance Network (MedSuN), an active reporting network. FDA now wants
to implement alarge-scale Phase |1 study that will alow the dissemination of deata
regarding emerging device problemsto hedth care professonds and the public.

Although FDA engages in numerous outreach efforts, more safety informetion, in amore
useful form, needs to be provided to users of medica products. Smilar opportunities for
increased efforts exist in the areas of risk detection, dataandysis, risk management, and
risk communication. The FDA, as outlined in the action items below, will take Sepsto
increase its capacity to detect errors, investigate and understand them, and prevent further
occurrences. The knowledge gained in these investigations can also be incorporated into
premarket review activities, thus preventing repetition of errors with new medica
products.

ACTIONS:

Within 1 year, the FDA will initiate programs to:
Develop additiona standards for proprietary drug names to avoid name confusion.
Develop standards for packaging to prevent dosing and drug mix-ups.
Deveop new labd standards for drugs, highlight drug—drug interactions, potentia
dosing errors, and address other common errors related to medications.
Implement the Phase 11 pilot study of the Congressionally mandated Medical Product
Surveillance Network (MedSUN).
Intengfy efforts to ensure manufacturers: compliance with FDA programs,

gpecificaly naming, labding, and packaging.




Provide access to databases linked to hedth care systems and other sources of
adverse-event and marketing data, and link these to existing registries of product
users.

Complete the on-line Adverse Event Reporting Systems (AERS) for drugs and
biologics.

Strengthen FDA's andlyticd and investigetive capacities.

Strengthen FDA outreach activities and collaboration with other Government
agencies and stakeholders.

Implementing Safety Systems in Health Care Organizations

|OM Recommendations

Health care organizations and the professional s affiliated with them should make
continual improvement in patient safety a declared and serious aim by establishing
patient safety programs with defined executive responsibility. Patient safety programs
should:

- Provide strong, clear, and visible attention to safety.
I mplement nonpunitive systems for reporting and analyzing errors within their
organizations.
Incor porate well-under stood safety principles, such as standardization and
simplification of equipment, supplies, and processes.
Establish interdisciplinary team-training programs for providers that
incor porate proven methods of team training, such as simulation.

Health care institutions should implement proven medication safety practices.

Qul C Response

Extengve “hands-on” communication is criticd in building trust in the population from
whom reports are expected. Systems perceived as punitive or exposng individuas or
inditutions to legd liability have proven to be much less effective than desired. For
example, JCAHO has experienced sgnificant difficulty in securing hospitas
participation in its “sentind events’ reporting system because of worries surrounding
legd vulnerabilities or punitive actions.

Another factor influencing the success of safety programsisthe leve a which
organizationd responsbility is established. Experts suggest that safety programs within
individua organizations or ingtitutions are most effective when reporting is a the leve of
the chief executive officer. Responsbility and reporting e the level of the CEO makes
the issue of organizationd accountability clear. It ensuresthat patient safety has the
attention of the highest levels of the organization. It sends a clear message throughout the
organization that safety isa priority, and it helps remove the inherent conflicts of interest
that may occur if the reporting occurs at lower levels.
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Severd Federd agencies have dready undertaken the task of creating meaningful patient
safety sysemswithin their hedth care ddlivery organizations. VA has an exemplary
patient safety program, and the DoD is developing one that is modeled after that of VA.
The Nationd Indtitutes of Hedlth’s Clinica Center has along standing “ Occurrence
Reporting System” to report unanticipated patient care events. Further refinements of
each system will be made,

This summer, the QuIC will be working with the Ingtitute for Hedlthcare Improvement
(IHI) to create an initiative that will test severa dtrategies for rapidly reducing the
number of errors committed. Our effort will be targeted specificaly at hedth care
ddivery settings where patients are in need of urgent assistance and decisions have to be
meade rgpidly, which we are cdling "high-hazard environments." These would include
emergency departments, operating rooms, intensve care units, and on-Site rescue
operations. Thisisthe first such initiative targeted at error reduction in these high hazard
environments. Based on the results of previous IHI initiatives, it is hoped that some Sites
will be able to achieve reductions of 25-30 percent in the number of errorswithin 12 to
15 months. The findings from this Federa effort will be shared broadly to help other
organizations reduce errors in their own hedlth care ddivery settings.

Information technology offers other opportunities for the reduction of medica errors and
is discussed in Chapter 3.

ACTIONS:

- Under the leadership of the CQUIPS, the QuIC will promote, at the executive leve,
the development and dissemination of evidence-based, best patient-safety practices to
provider organizations.

QuIC participants, including HCFA, VA, DoD, AHRQ, CDC, and FDA, will explore
opportunities with private-sector accreditation, purchaser, and provider organizations
to devel op organizationbased, patient-safety models that could be evauated, and if
found effective, disseminated widdy. In addition, these stakeholders will be engaged
in aregular didogue with QuIC participants to ensure that the

stakeholders organizationa needs are being met through Federd research and
reporting initiatives.

Through its exemplary patient safety program, VA will continue to scrutinize its care
provison for opportunities to improve safety, and develop and expand its reporting
sysem.

VA will invest $47.6 million this year to increase patient sefety training for Saff
(detailsin Chapter 3).

DaoD will invest $64 millionin FY 2001 to begin implementation of anew
computerized medica record system, including an automated order entry system for
pharmaceuticals (details in Chapter 3).
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Other QuIC direct-care providers will initiate patient safety programs (e.g., HRSA's
community heglth care centers are investigating the most effective programs that can
be implemented in their hedth care ddivery systems).

QuIC member agencies will begin a collaborative project this summer with the
Ingtitute for Healthcare Improvement to reduce errorsin high-hazard health care
deivery stings.
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APPENDIX

FRAMEWORK FOR REPORTING SYSTEMS

A. Purpose
Data collected for one

purpose are not easily used

B. Reporting:

Need clear definitions, easy mechanisms for reporting,
system capable of using data for intended purpose.

for another.
Mandatory Voluntary

Learning Need incentive (eg., Reporter must seeitin
return of vauable sdf-interest to report.
informetion) to ensure Completeness of
reporting. database contingent
Data need to be upon willingnessto
protected from report.
discovery. Could include near
Could include near misses likely to lead to
misses likely to leed to major adverse event.
magjor adverse event.

Accountability Accountability aspect Not applicable because

could bethe review no one would agree that
(i.e., audit) of the safety something truly
and error andysis voluntary isabasisfor
process. accountability.
Many systems dready
exig for high
interest/high profile
adverse events.
Works best for events
that are difficult to
overlook.

! Any criminal act identified through reporting systems will be handled with appropriate

mechaniams.
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CHAPTER 3

Beyond the IOM Report: Identifying and Implementing
Additional Strategies

While the IOM report offered many useful recommendations for improving the safety of
the health care system, additional actions can and should be taken to reduce errors.
Federa agencies have been working on avariety of projects designed to reduce medica
errors and, in many ingtances, are the nationa leadersin experimenting with programs
intended to promote safety. A brief description is provided below of some of the current
activities, aswdl as recommendations for additiond activities to reduce errorsthrough
increased awareness of medical errors; commitment of substantial resources to further
research; the use of information systems, and the redesign of systems, procedures, and
medical products.

Building Public Awareness of Medical Errors

Widl-informed patients are key participants in the effort to enhance the qudity and safety
of American hedlth care. The right question from a patient & the right time may be the
intervention that averts an error. Asthe IOM report recognizes, the public largely
believesthat it is protected from errors and safety problems. For instance, the public
assumes that licensure and accreditation confer a“Good Housekeeping Seal of Approva”
on practitioners and indtitutions (Ingtitute of Medicine, 1999). Thus, the public assumes
that they can implicitly trust those professonas and facilities to do the right thing in the
right way. Despite hedlth professonas best attempts to make patients assumptions a
redlity, the available evidence about medica errors suggests that redity fals short. In that
respect, patients understanding of the medica errors situation is not substantialy
different from their understanding of other confusing aspects of the hedth care system.
For example, the Employee Benefit Research Indtitute (EBRI) reports that only 21
percent of managed care participants know they are in thistype of plan. Indituting a
nationd patient safety electronic bulletin board, as indicated in “Learning from Errors’ in
Chapter 2, will not only enable patients to report errors that they see or experience, but
will dso ad in improving the public' s genera understanding of petient safety.

Although some members of the public are aware that the health care environment itsdlf is
less safe than previoudy assumed, they have made few demands for improvement of the
system. A 1997 survey by the Nationd Patient Safety Foundation found that many people
view errors as a problem that can be fixed by getting rid of bad providers, rather than as
the consequence of ddivering care within acomplex ddlivery sysem.
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Clearly, an ongoing, aggressive public information and education effort is needed to
increase dl Americans understanding of both how medical errors occur and what steps
they can take to prevent such errors. This campaign must carefully address the tension
between the need for increasing generd awareness with the competing need of ensuring
that patients are not afraid of receiving necessary care.

The QuIC agencies, working in close collaboration with private-sector organizations, can
develop consstent patient safety messages and themes that can be used by Federd
agencies and private-sector employers, hedlth care purchasers, and others to disseminate
a powerful and cons stent message to individuas about their role in ensuring the qudity

of their own health care. The QuIC has established the Enhancing Patient and Consumer
Information working group with the specific intent of providing the public with clearer

and more congstent information about health care quality—and patient safety isakey
part of that information. The QulC agencies see thiswork group as a foundation for
srengthening the effectiveness of the actions that agencies might have otherwise taken

independently.

In particular, Federa agencies that provide or purchase hedlth care have a respongbility
to work with their constituencies to increase awareness of patient safety issues and the
role their condtituents can play in improving safety. For instance, part of HCFA’s and
OPM’s misson in purchasing hedth care isto provide information to enrollees that will
help them choose their hedth coverage. These agencies are exploring how to educate
enrollees so that they can understand and evauate issues related to medica errors and
take appropriate actions. HCFA and OPM aso lead the QuilC working group on patient
and consumer information, which provides a naturd vehicle for extending the messages
to other Federd beneficiaries and the public.

A number of other mechanisms exist to extend the work of this work group to more
people. It is possible to use public—private partnerships to communicate the patient safety
message to avariety of audiences through recently developed mechanisms. These
partnerships include the NPSF, NPSP, and the Qudity Forum, and are summarized in the
“Actions’ section that follows.

ACTIONS:

- Through the QuIC’s Enhancing Patient and Consumer Information Working Group,
led by OPM and HCFA, Federa agencieswill develop and coordinate an information
campaign for their condtituencies and beneficiaries to increase their awareness of the
problem of medica errors and patient safety.

AHRQ will develop generic materid for the public on preventing medicd errors that
Federd agencies can disseminate, reprint, or adapt. This materia will enable patients
to become more involved in their care and to be more active participantsin the
decisonmaking surrounding their care.

The CQUIPS will develop and test patient safety questions for inclusion in the patient
survey now being developed for provider-level assessment of hedth care.
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HCFA will conduct research aimed at shaping programs to educate beneficiaries
about medical errors.

Within 1 year, FDA will increase collaborative programs with patient and consumer
groups regarding patient safety.

FDA will enhance its interactions with the public through meetings with consumer

and patient organizations, and through grass-roots informational meetings. The
mestings will focus on patient needs and the safe use of medical products, particularly
for home use. The meetings will aso discuss how to reach patients with important
information on safe use of medica products—induding through the use of locd
networks, the Internet, and eectronic and print media. Thiswill occur within 1 year.
Petient safety and reducing medica errors will be afeatured topic at OPM’s Fal 2000
annua hedth plan conference.

Building Purchasers’ Awareness of the Problem

Just as with Federa purchasers of hedth care, it is criticd that employers who sponsor
group hedth plans understand that qudity, not just cost, isafactor to be consdered in
sdecting hedlth care providersfor their employees. In 1998, the DOL’s Pension and
Wdfare Benefits Adminigtration (PWBA) issued aletter making clear that, where the
section involves the disposition of employee benefit plan assats, taking quality into
account is part of a plan decisonmaker=s responsbility under the Employee Retirement
Income Security Act (ERISA).

To assgt employersin meeting this obligation, the DOL launched the Hedlth Benefits
Education Campaign in December 1998. One of the gods of the Campaign, a codition of
the DOL with both public- and private-sector partners, is to inform employees about
issues of quaity and safety under their employer-provided hedlth benefits so that they can
make informed hedlth benefits decisons. The Campaign further seeksto inform
employers of the vaue of providing qudity and affordable hedth benefitsto ther
employees. It provides aforum for sharing with the private sector the information learned
from other QuIC agencies on quality care, setting and implementing standards,
developing and implementing deta integration techniques, and effectively communicating
with consumers.

A number of employers and employer hedth care coditions are dready taking the
initiative of making safe medica practice an important criterion in selecting the hedth
insurance they provide to their workers. For example, the Nationa Business Codlition on
Hedth (NBCH), a Campaign partner, is developing a set of sandards that employers can
voluntarily use to evauate safety and qudity in hedth plans. The Business Roundtable,
another Campaign partner, has allocated funds for the Leapfrog Group, an organization of
eight executives of some of the Nation’s biggest companies and hedth care purchasers,
including OPM, to encourage dl employers to make safety and qudlity in hedth care a
top priority. DOL will, through the Campaign, work with plans, employers, and
participants to advance the provision of safe, high-quality hedlth benefits. Some of the
work that is being done is summarized in the “Actions’ section that follows.
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ACTIONS:

- Building on exigting relationships with purchasers and business coditions, such
as the Nationd Business Codlition on Hedlth, and the Washington (DC) and
Midwest Business Coditions on Hedth, DOL, HCFA, OPM, and AHRQ will
spearhead the QuIC' s efforts to promote collaborative programs with other
public- and private-sector partners to increase purchasers and providers
awareness of medica errors as a health care problem and of stepsthat each can
take to address this problem, such as addressing patients hedlth literacy skills.
At the Federd Benefits Conference (June 2000), OPM will share information
about patient safety with representatives from Federd agencies throughout the
Nation.

Working With Providers to Improve Patient Safety

In addition to information for patients and purchasers, information is needed for hedth
professonds, facilities, and systems of care to ensure that they understand the scope of
the medical errors problem and its impact. Results from surveys and focus groups
conducted by VA, involving both VA and private-sector facilities, have shown that a
substantia portion of doctors, nurses, and others working in health care facilities do not
believe that medica errors present a significant threat to patients. If they believe that
medica errors and issues of patient safety are isolated, random events, efforts to reduce
the current incidence of preventable errors will not be successful.

The public’s perception is that the hedth professond credentiading and ingtitutiona
accreditation processes provide meaningful assurances of the qudity of care. It iscrucid
that professond societies, accrediting bodies, and licensure organizations use their roles
to promote patient safety by ensuring that those whom they credentia and accredit are
knowledgeable about issues of safety and implement procedura changes that have been
shown to reduce the likelihood of error. Help by these organizationsis paramount in
fostering awareness and understanding of issues about medical errors and patient safety.

The QuIC agencies will work collaboratively with professona societies to promote
awareness of the medica errors problems and to identify ways to improve the education,
credentiaing and accrediting processes to rigoroudy examine safety knowledge and
practices. AHRQ will work with private-sector groups, such as NPSF, NPSP, and the
Quality Forum to educate providers and purchasers about improving patient safety.
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ACTIONS:

- Through the QuIC, Federd agencies will take advantage of existing resourcesto
promote collaborative patient safety programs involving agency condituents, the
hedlth professions community, the public, academia, and other stakeholders, such as
the American Medica Association, the American Nurses Association, NPSF, NPSP,
and the Qudity Forum.

VA will develop and run pilot patient safety education programs for medica resdents
and students.

Using Decision-Support Systems and Information Technologies

The Federd Government has played a pivota role in the goplication of information
technology to health care. The predecessor of AHRQ funded some of the earliest research
on computerized patient records, sudies evauating the impact of computer reminder
systems on laboratory testing errors, and research on the effect of computers on drug
ordering. VA and DoD are recognized nationd leaders in the implementation of
electronic medica records and decision-support tools. They have recently joined in
partnership with the Indian Health Service (IHS) to develop a prototype for a
computerized medica record system. In addition, many private-sector leadersin hedth
care informatics, such as Intermountain Healthcare and the Brigham and Women's
Hospital, have used Federd grants to develop and test their systems. The President has
a0 requested $20 million in the FY 2001 Budget for the Hedlth Informatics Initiative,
which includes support for strategies to address the problem of medical errors through
enhanced information technology.

Although the success of hedlth care informatics moddsiswell documented and their
goplicability to patient safety is clear, they have not been widely adopted. A Federd
effort to further knowledge about the application and effectiveness of these technologies
to patient safety improvement and to promote the appropriate adoption of these tools
would build on astrong foundation of prior work and put health care technologies to use
in improving the quality of care for Americans.

One example of where the QuIC could have an impact through its participants activities
isin the area of eectronic records and order entry. Most health care providers currently
work with handwritten patient notes, which are often difficult to read, not readily
available, incomplete, and prone to ateration, destruction, and loss. Electronic medica
records and interactive decision-support tools have the potentid to dlow hedth care
providers timely knowledge of a patient’s health history and improve clinica care.
Electronic accessto a patient's chart removes uncertainties regarding the patient's health
history. Further, well-designed dectronic systems can give physicians, nurses, and other
providers essentia access to the most current results of consultations, laboratory tests, x-
rays and other studies, and to previous test results. Structured, electronic order entry
systems that require complete data entry remove ambiguities that arise from incomplete
informetion or illegible writing.
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Moreover, red-time decision support congtitutes a powerful technology that can help
address the significant problem of medication errors. Decisionsupport systems can
intercept errors, such as interactions between incompetible medications and the
precription of drugs to which the patient's eectronic medical record notes an dlergy.
Petient factors rlevant to the dosing of particular medications can o be evauated
electronicaly; drug overdosing or underdosing can be corrected by accounting for a
patient’ s age, weight, and kidney function. Taken further, better choices of medications
for aparticular condition can be recommended, such as the most diagnosis-appropriate
antibiotic. Findly, bar-coding of medications and use of robaticsin dispensing
medications can ensure that the appropriate medication is provided to the appropriate
patient at the appropriate time.

Hedth care organizations can more easily and reliably aggregate their eectronic records
to look for trends and provide data for research on patient safety issues without relying on
cogily chart reviews. Provider profiles can be used to provide helpful feedback to
clinicians and to identify needsfor training and system changes. Hedlth care organization
profiles can be developed for any leve of the organization to look for systemic problems
and evaluate interventions.

However, thereisared need to involve clinicians and other usersin the design of
gysems at an early stage to optimize usability. Increased emphasis on design controls for
manufacturers is needed to ensure that usability testing occurs throughout devel opment,
especidly in the premarket design phase of medica device development. Continued
development, taking into account knowledge of human factors and results of usability
testing, is needed. Use of human factors standards, such as nationaly or internationaly
accepted standards for products and the human factors standards used by NASA and
DoD, could ad in that process.

Information technology has tremendous potential to reduce errorsin health care by
providing information when it is needed, providing clinica feedback, and derting
providersto potentia problems. But, as noted earlier, information technology dso hasthe
potential to cause errors. Therefore, attention to human factors and other aspects of
system design isvital. Additional research is needed to explore the safety and
effectiveness of, for example, decisonsupport systems embedded in software and other
technical aspects of medical products.

ACTIONS:

- AHRQ and CDC will expand research effortsin the area of informatics to include
initiatives amed at developing and evauating eectronic syssems to identify, track,
and address patient safety concerns.

CQUIPS a AHRQ, dong with VA, DaD, FDA and other QulC member agencies,
will evaluate the effectiveness of automated physician order-entry sysemsin
hospitas.
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DoD, VA, and IHS will introduce eectronic patient records to offer structured
documentation and a common clinica lexicon for practitioners working throughout
those systems. The QuIC will encourage other potentiad Federa participantsto do
likewise.

Using Standardized Procedures, Checklists, and the Results of
Human Factors Research

Embedding checklists and standardized proceduresin medica devices (as has been done
with anesthesia gas machines) needs to be expanded to many more medica devicesto
protect patient safety. The American National Standards Ingtitute (ANS!) isleading an
effort to develop U.S. nationd standards for medica device darms and human factors-
based engineering designs of medica devices. The Association for the Advancement of
Medicd Instrumentation is developing human factors standards for medica devices. The
development of standard operating procedures can aso help. For example, the
Occupationd Safety and Hedth Adminigtration’s (OSHA’s) Bloodborne Pathogens
Standard requiring proper disposa of contaminated sharps and needles ensures a safer
environment for both workers and patients. The DHHS Advisory Committee on Blood
Safety and Availability hasissued recommendations to prevent errors and accidents in the
collection and administration of blood.

FDA's Quality Systems Regulation, which governs the design process for medica

devices, provides manufacturers with guidance on human factors design principles and
information on how to conduct arisk assessment to qualify their design, and servesasa
model for other programs. The internationally recognized expertise in human factors
research of NASA, DoD, and FAA could be applied to the improvement of patient safety
with the establishment of appropriate links to the QuIC participants.

Additiondly, recognizing that many problems are not detected until after a product has
been marketed, FDA believes that Strengthening its premarket activities, including those
related to human factors, will ad in reducing problems that users may encounter with
medica productsin clinica use. For example, premarket testing of standardized
procedures for operation and maintenance of products, user ingtructions, and labels would
ad in detecting and preventing errors associated with the use of medicd products. FDA
proposes to encourage manufacturers to explore human factors issues through the use of
premarket focus groups as well as through user testing of the product in its intended
environmen.

Hedlth care organizations need to develop staff awareness of the need for continuous
improvement of quality, processes, and performance as another critica component of
error reduction. The Federd hedth care ddivery systems have been providing
meaningful quaity improvement training to personnd at their ddlivery stesfor severd
years. Error reduction has been a strong focus for some programs, such asthose at VA.
For example, quality improvement training led to concentrated potassum chloride
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containers being removed from patient care settings. This kind of information can be
shared broadly with other hedlth care providers to emulate VA’ s success.

ACTIONS:

- CDC and FDA will work with the DHHS Advisory Committee on Blood Safety and
Avallability to help ensure that the highest quaity Sandards are met in blood
collection and transfusion.

Within 1 year, FDA will begin working with manufacturers of medica products to
explore incorporating sandards, including human factors standards, into guidance to
ensure that medical products are designed to minimize the chance of errors.

NASA will be invited to become a participant in QulC activities and bring its
understanding and experience in redesigning processes and procedures to enhance
safety. Linkages between NASA and the CQuUIPS will be established through the
NASA Medica Policy Board.

The QuIC will sponsor an educationa program, noted in the section on research
above, to increase the awareness of Federa regulators and policymakersregarding
patient safety, human factors, and systems-based improvement.

VA will continue to work with private-sector organizations (e. g., the American
Hospitd Association and JCAHO) to explore the utility of its comprehensive error
andyss and corrective action system.
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CHAPTER 4

Working With the Private Sector and State Governments

The agencies that condtitute the QulC have longstanding rel ationships with the private
sector, including professiona organizations, purchasers and purchaser coditions,
business groups, independent accrediting entities, quality measurement and consumer
information experts, researchers, medica product manufacturers, hospita's, group
practices, hedth sysems and hedlth plans. Working collaboratively, the QulC agencies
can make use of these relationships to help reduce medicd errors and increase patient
sdfety, thereby improving the qudity of carefor dl Americans.

Federa agencies working with the private sector can use a systems approach to help
brlng alevd of organization to the Nation's systems of hedlth care. They can:
Develop, articulate, and encourage clear lines of accountability through messures
and standards.
Improve reporting and identification of errors through data integration.
Provide clear, consstent information and educate patients to be more responsible for
their own care and safety.
Reach out to othersin the hedlth care industry and increase support for efforts to
reduce medica errors and improve patient safety.
Together, Federd agencies and the private sector can bring patient safety to the forefront
of the nationa agenda and help the Nation achieve greater safety and qudity in its hedth
care system.

The QuIC member agencies represent hedth care purchasers, providers, policymakers,
regulators, researchers, and patient advocates. These agencies—working together with
their private-sector counterparts—can define, demand, recognize, and reward quality.
Specificaly, they can capitdize on the current consensus for action in the aress of
standards and data integration, improve the knowledge base about errors, learn from
errors, and encourage the dissemination of information on patient safety to the public—
issues that were addressed earlier in this report.

State government plays a critical role in anumber of patient-safety related activities, such
as the authority for licensure of health care providers. Importantly, over 20 States have
existing mandatory reporting programs related to patient safety. State and loca
governments can aso have a sgnificant impact on patient safety in their roles as hedth
care purchasers, providers, and regulators. These activities could be enhanced by
partnership with both Federd agencies and the private sector. For example, the collection
of protected State reporting data—that has also been stripped of identifying
information—through the coordination of the CQuIPS a AHRQ will provide anationa
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resource for learning more about the occurrence of errors and developing Strategies to
reduce them. The CDC has programs, including the Epidemic Intelligence Service, that
could serve asamodd for coordinated Federa- State efforts to improve patient safety.
The Department of Labor’'s PWBA has dso developed a va uable collaborative
relationship with the National Association of Insurance Commissioners (NAIC) and
individua State insurance regulators to foster a better understanding of ERISA=shedth
benefits provisions among the public and the regulated community. Many of the actions
proposed by the QuIC will benefit from building upon existing Federd- State Government
partnerships.

Despite these encouraging and productive collaborations between the Federd
Government’' s agencies involved in hedlth care qudity and both the private sector and
State governments, the IOM report emphasi zes how much more can be done to reduce
the rate of medica errors and to enhance patient safety. The QuIC and its member
agencies are committed to implementing additiona cooperative and collaborative
programs, especidly in the areas of standards and data integration.

Standards

In the hedlth care industry, standards, broadly defined, are reflected in two aress:
accreditation programs and performance measures (or measurement sets). Accreditation
programs for hedth plans offer a powerful vehicle to enhance qudity and safety. Such
programs not only assess the structural capacity of organizations to meet critical
standards, but also increasingly incorporate performance measures into the accreditation
process. By working with independent accrediting organizations, such as JCAHO, the
American Accreditation Health Care Commisson/URAC, and the Nationd Committee
for Quality Assurance (NCQA), and by encouraging or requiring accreditation of hedth
plans, QuIC agencies that purchase or provide hedth care can raise the bar for quality
across the industry.

The QuIC will send a clear and consistent message about the desirability of gppropriate
measures and standards by encouraging its member agenciesto participatein

development efforts, disseminate information, adopt or encourage adoption of measures
and standards related to patient safety, and require reports and performance improvement,
as appropriate. The QuIC will assure that individua agency efforts are communicated,
coordinated, and cohesive in terms of what is being asked of the hedlth care industry and
its providers. By doing o, the QuIC will directly impact the quality of care avalable to
Americans.

For example, under HCFA' s leadership, a group of public- and private-sector partners
devel oped the DQIP measurement set. The measures were developed based on research
sponsored by QuIC agencies and trandated into performance measures by collaborating
Federa agencies. QulC agencies have endorsed and will use the DQIP measurement set.
Similarly, NCQA, one of the DQIP partners, has adopted the measurement set for testing
in 2000. The result of these DQIP-rdated activities will be better care for Americans with
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diabetes. QuIC agencies, in partnership with accreditation organizations and others, will
undertake smilar collaborative effortsin other areas to improve standards and measures
related to patient safety and the reduction of medicdl errors.

In another effort, Federd agencies have launched a public- private sector initiative with
over 50 participating organizations or agencies to reduce medication errorsin the
outpatient setting. The Study of Clinically Relevant Indicators for Pharmacologic
Therapy (SCRIPT) project will result in development and field testing of performance
measures for medication management and error reduction in several common and costly
diseases or conditions (diabetes, coronary artery disease, congestive heart failure,
hypertension, hyperlipidemia, and atrid fibrillation) and should be completed this year.

Few hedlth care purchasers, either private or Federa, dedl directly with providers.
However, purchasers can encourage their health plans to endorse and facilitate sound
provider practices. They can require that health plans encourage their networks to
implement accountability systems and ensure that sound practices are noted and
rewarded. For instance, Federal agencies, such as HCFA, that contract with health plans
will provide oversight of hedlth plan arrangements for hospital and practitioner services
to help cregte a patient-safe hospital environment (i.e., requirements for medica error
reduction systems, including approaches to producing appropriate results over a specified
period of time). In addition, health plans can encourage their network providersto
participate in nonpunitive error reporting that facilitates the identification and correction

of systemic problems. Hedlth plans can make amgor contribution to patient safety and
qudity of carein response to clearly articulated and achievable purchaser expectations.

Federa agencies aso can work with other hedlth care purchasers to support the
development and implementation of provider-level programsfor accrediting
organizations and encourage the incorporation of more rigorous safety sandards into
exiging programs. While much good work has aready been completed, much more
needs to be done to establish and enforce adequate credentialing standards for physicians,
hospitas, and preferred provider organizations. Under the auspices of the QuUIC, VA is
leading an effort to identify a core set of credentiding eements across different agencies
and departments. This effort will establish amodd for interorganizationa collaboration
that the private sector may choose to adopt. As part of its research effort on medical
errors, the QuiC will collaborate with certifying boards for hedlth care professonasto
develop measures of patient safety gppropriate for incluson in certification and
recertification programs.

As mentioned earlier, the hedlth care industry has much to learn from other industries that
have more impressive safety records. The CQUIPS in AHRQ will identify successful
safety programs, assessing the evidence that they are, indeed, “best practices,” and
sharing information on their techniques and their adaptability to hedlth care. QuIC
agencies can use their influence to incorporate those strategies and encourage private-
sector purchasers to do likewise. For example, there is considerable potentia for error
reduction through the use of automated systems to enter and process prescription orders
and to monitor for risks of adverse drug events. The use of and advocacy for such
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systems by Federd purchasers and providers could accelerate their use. Smilarly,

Federa agencies could creste demand for the use of eectronic prescription ordering
systems a physicians offices by encouraging their colleaguesin the pharmaceutica
industry, indluding phermacy benefits managers and others, to support and facilitate the
use of such systems by hedth care providers. Adherence to recommended protocols (e.g.,
beta-blockers following heart attack) is another aspect of care that can be monitored to
reduce errors. QulC agencies and their partners should indtitute programs of qudity
assurance and quality improvement focused on error reduction.

Finaly, Federa agencies have been involved in the creetion of performance standards
used in development of medica products for many years. The FDA plays acentrd rolein
collaborating with the private sector by helping to develop industry standards for medical
products. For example, FDA works with representatives from the medica industry, hedlth
and technical professonds, and consumer and peatient organizations to identify and
develop new standards for medica products that use emerging and complex technologies.
In addition, the QulC recommends that Federd agencies should, in partnership with the
Quality Forum, establish a consortium of private- sector organizations, industry
representatives, academic inditutions, and scientific and hedlth care professondsto
examine issues related to medical product standards, such as addressing human factors
early in the development of new medicd products.

ACTIONS:

- The QulC and its member agencies will ask independent accrediting
organizations to demongtrate how they are coordinating and strengthening their
patient safety standards.

AHRQ's CQuIPS, through the research agenda articulated above, will develop
evidence- based measures that integrate human factors and lessons from other
industries.

Aswith the DQIP measurement s&t, the QulC will solicit formal adoption and
use by member agencies of common, vaidated, and standardized performance
measures in the area of error reduction. The QulC will work with certifying
boards for health care professionas to incorporate these measures into
certification and recertification programs where gppropriate.

QuIC agencies will encourage their private-sector partner organizations to
support the implementation of more rigorous safety standards and will act to
facilitate the ability of private-sector partnersto do so.

The QuIC will work through the Quality Forum, the NPSF, and the NPSP to
collaborate with private-sector organizations, industry representatives, academic
indtitutions, and scientific and hedth care professonds to examine issues related
to standards, to test standards of performance measurement, and to establish a set
of core standards.

DOL will build on an exigting collaboration with the National Association of
Insurance Commissioners to exchange information between DOL, the States,
employers, plans, and individud patients on medica errors and safe, high-quality
hedlth care.
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OPM will participate with private-sector organizationsin the development of
standards and measures, share Qul C-adopted standards and measures with its
hedlth plans, and advocate the use of such standards and measures throughout
plan networks.

OPM will aso begin collecting performance messurement data from its
participating plans and will make performance informeation available to
beneficiaries of the Federd Employees Hedth Benefits Program.

Petient safety and reducing medical errors will be a featured topic at OPM’ s Fll
2000 annua hedlth plan conference.

Data Integration

At present, the chalenge of improving patient safety with an inadequate evidence base is
compounded by the fragmentation of information regarding errors. The QuIC can play an
important role in bringing together information from disparate sources to create
comprehendve information resources that could further the development of research and
practice related to patient safety. For example, FDA could use the databases devel oped
by pharmaceutical benefits managers to learn about frequent errors and near misses.
QuIC members can play an important role by ingsting on data integration among
providers such as pharmacy benefits managers, physcians, hospitas, and laboratories.

The CQUIPS, working with the QulC and its member agencies (e.g., CDC, DaoD, FDA,
OPM, VA), State and local governments, providers, and health plans, should develop and
maintain anationa program to collect information abstracted from reports on errors and
incidents, to share the lessons learned from these error-reporting systems, and to promote
action to reduce errors and near misses. AHRQ's existing Healthcare Cost and Utilization
Project (HCUP) provides arelevant model for this task. HCUP pools hospital discharge
data (that has been dripped of identifying patient information) from the States, and
integrates that data into a single resource for researchers and decisonmakers. The HCUP
database thus provides an opportunity for States to compare themselves to other States.
The CDC ds0 has relevant experience in integrating data from the States for learning
purposes that will help guide this effort.

An additiona opportunity for QulC agencies (especidly HCFA, FDA, and AHRQ) to
work together through data integration would be provided by the development of an
expanded drug benefit program for Medicare beneficiaries. Combining data stripped of
patient identifiers from the PBM's (pharmaceutica benefits managers) into asingle
resource could provide a vauable tool for enhancing patient safety. This could build on
work being done by AHRQ's CERTs and the work of the FDA, as well as on modds
dready being used by VA and DoD. Through collaborations with the private sector, the
QuIC agencies could develop a plan for reducing medication errors in an expanded
Medicare drug benefit program. OPM can aso useiits relationship with hedlth plans and
preferred provider organizations to encourage the adoption of data integration by those
providers as well.
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This effort, as envisioned by the IOM, requires that a coordinated set of core information
on errors be collected across dl of the participating reporting systems. The IOM
suggested that the Quaity Forum be given the task of identifying that core set of
information. Given the misson of the Quality Forum and its existence as a public- private
partnership, the QulC believes that this recommendation is entirely gppropriate, and
QuIC agencies are committed to working with the Quaity Forum on the development of
this set of data requirements. Methods for integrating, andyzing, and disseminating
patient safety datawill dso be developed as part of the Nationd Hedthcare Quality
Report effort being led by AHRQ and the CDC.

Actions:
The QuIC members will work with and support the Quality Forum inits
identification of a core set of errors reporting data.
AHRQ, working with its QuIC partners, will identify existing data sets (such as
the State mandatory errors reporting data) that can be brought together to
enhance the Nation’s knowledge and understanding of errors. Based upon
experience with the HCUP and the CDC' s data integration efforts, AHRQ will
work with those entities that have the data to determine the feasibility of pooling
the data and using this resource to learn about opportunities to reduce errors and
enhance patient safety.
OPM will discuss with hedlth plans and preferred provider organizations the
development of drategies for focusing disease management programs and
integrated data systems on the god of avoiding medical errors and improving
patient outcomes.
HCFA, in collaboration with FDA and AHRQ, will develop a strategy for
incorporating initiatives to increase patient safety into the pharmaceutica
benefits managers program under an expanded Medicare drug benefit.
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Glossary

Organization and Acronym Guide

Agency for Health Care Policy and Research ..........ccccevveeiienne. AHCPR
Agency for Healthcare Research and Quality .......cccccevvecvneeciecnenee. AHRQ
American National Standards INStitute ..........coceveriinieninie s ANSI
Area Health Education Center Program...........cccceeevenerenesesenieennns AHEC
American Hospital ASSOCIAtION.........cccveveeieereeeeseere e AHA
American Medical ASSOCIALION.......cccovvrererereeieeere e AMA
American NUrseS ASSOCIALION........cceeruererneerienee e ANA
Association for the Advancement of Medical Instrumentation.......... AAMI
Aviation Safety Reporting SyStem .......ccceveeeeveeveece e ASRS
Centers for Disease Control and Prevention ..........cccccevcvveeveeieneennns CDC
Centers for Education and Research on Therapeutics ..........ccce...... CERTs
Center for Quality Improvement and Patient Safety ..........cccceeueee. CQUIPS
Conditions Of PartiCipation ............ccoeoerenereneeeeeeseesese s CoP
Department of DEfENSE .......cocvieiiicieccecces e DoD
Department of Health and Human Services .........ccceveeieneeneneee. DHHS
Department Of LaDOr .......ccooiiiiiiinieeeeeese s DOL
Department of Veterans Affairs ......cccccvvecececce e VA
Diabetes Quality Improvement Project ..........cccocceveeveniensenieneeneenen, DQIP
Employee Benefit Research INSHtULe ........ccceeceeeieeiecce e EBRI
Employee Retirement Income Security ACt ......cceecveeveeviieeciecieeniens ERISA
Epidemic INtelligence SErViCe ... EIS
Federal Aviation ADMINISIration ........ccocevevineneneneneeeee e FAA
Federation of State Medical Boards .........c.ccooeeveeiiieeneninneeneeee e FSMB
FISCAl YEAE .ottt s FY
Food and Drug AdmiNiStration ...........ccceeveeeesieeiesee e FDA
Hedlth Benefits Education Campaign

Healthcare Cost and Utilization Project .........ccccoevvvceeveececeeseceee HCUP
Health Care Financing AdMIiNiStration ...........ccccceeceevenvieeiiescieesiens HCFA
Health Resources and Services Administration .........ccoccecveeeeneeeenne. HRSA
INdian Health SEIVICE .....ocoveiieieeeee e IHS
INStitute Of MEAICING ......ocveeieieeee s IOM
[INEENSIVE CANE UNIT ..ot nne s ICU
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Joint Commission on Accreditation of Healthcare Organizations ...JCAHO

National Aeronautics and Space ADMINISration ..........c.ccoeeveeeeeenens NASA
National Association of Insurance COMMISSIONEN'S ........ccooerereenieneens NAIC
National Business Coalition on Health ..........ccccoeiiviiiniinnieee NBCH
National Committee for Quality ASSUraNCe ..........ccveeevveeereerensneenns NCQA
Nationa Coordinating Council for Medication Error Reporting

AN PreVentioN .......ccoooiiiiieeesee e NCCMERP
The Nationd Forum for Hedlth Care Qudity Measurement

AN REPOMING ...veeveeeeeeieeeeseete et eee e sae e eae e sae e Quality Forum
National Health Care SUrVey .........cccoceeveeeceeceee e NHCS
National Nosocomial Infections Surveillance ..........cccoccveiennnenen. NNIS
National Patient Safety FOUuNdation ...........ccccoevininienieienese e NPSF
National Patient Safety Partnership ........ccccceeevvceeseeievie e NPSP
National Practitioner DataBank ..........ccccoovieiiininninneeeseeeeee e NPDB
Occupational Safety and Health Administration ...........cccccveceveennee. OSHA
Office of Personnel Management ..........ccccccevieeiieciecvee e esee e OPM
OPEratiNg FOOM ...ttt re e b b e s e s ne b sresnenneas OR
Pension and Welfare Benefits Administration ..........cccceeeveieviennene PWBA
Quality Assessment/Performance Improvement ..........cccceveevvereernnne. QAPI
Quality Interagency Coordination Task FOrce ........cccooevvevverieesinseene. QuiC
Study of Clinicaly Reevant Indicators for

Pharmacol0giC TREraDY .....ccceeveeeeereeie e SCRIPT
Veterans Health ADMINISIration .........ccoceveeienenenie e VHA
Washington (DC) Business Group on Health ..., WBGH
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Glossary of Terms

Adver se event: aninjury that was caused by medicd management and that resultsin
measurable disbility.

Error: thefailure of a planned action to be completed as intended or the use of awrong
plan to achieve an aim. Errors can include problemsin practice, products, procedures,
and systems.

Unpreventable adver se event: an adverse event resulting from a complication thet
cannot be prevented given the current state of knowledge.

Medical error: an adverse event or near miss that is preventable with the current state of
medica knowledge.

Near miss; an event or Stuation that could have resulted in an accident, injury or illness,
but did not, either by chance or through timely intervention.

System: aregularly interacting or interdependent group of items forming a unified
whole.

Systemserror: an eror that is not the result of an individud’ s actions, but the
predictable outcome of a series of actions and factors that comprise a diagnostic or
trestment process.
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