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EXECUTIVE SUMMARY

Medicd errors have been cited as the nation’ s fourth leading cause of degath, a atotal cost of $29
billion annually. States, which are respongble for protecting the public’ s hedth and safety, provide a
laboratory for innovation to make the hedthcare system safer. To do so requires state collaboration
with providers, consumers, and purchasers; leadership to establish clear god's;, understandable
benchmarks to measure progress, and coordination across al agencies and members of Sate
government to meet goas and drategies.

The Road Map

Many roads can lead to a safer healthcare system. To arrive there, however, al stakeholders need to
agree on the destination and the best route to follow. State governments can substantialy help chart the
course through the commitment of executive and legidative branch officids.

=

How can states estimate the size of the problem?

State data agencies and purchasers have hospital discharge, claims, and other sources of data that can

be used to help estimate how many reported deaths in the state are likely due to medicd errors. By

working with data agencies, hospitas and their associations, and researchers, states can identify

mechanisms to estimate the number of medicd errors. Although nearly one-third of the states now

administer mandatory reporting programs for hospital adverse events, the Ingtitute of Medicine
recommends that al states do so.

Who could be responsible for patient safety at the state level?

Many agencies within state governments have arole in patient safety. Departments of hedth are
charged with protecting public hedth; licensaing and certification agencies and boards conduct oversight;
Medicaid, state employee and retirement benefits plans, and others purchase hedlth care; public hedth
and menta health departments may directly provide care; data agencies collect information; and
insurance departments oversee heath insurance and hedlth plans. In generd, there is no vehicle around
which to organize state activities on patient safety athough at least one state has established a Center on
Patient Safety to coordinate fragmented state activities. Other states have created task forces and
commissions to craft coordinated strategies.



) ﬂD %
: 5 What can state governments do to improve patient safety?

This report provides a framework for state governments, in their various roles as purchasers, providers,
regulators, educators, conveners, and policymakers, to usein their efforts to address patient safety and
reduce medical errors. However, the report makesiit clear that states cannot meet their responsibility
to be accountable for public heath and improve the safety of the hedlthcare system without recognizing
the importance of collaboration with key stakeholders- providers, consumers, and purchasers-to
create an environment that enhances safety. This report can be used to help state policy leaders
establish plans throughout state government to meet that godl.
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WHY SHOULD STATES CARE ABOUT MEDICAL ERRORS?

Nationdly, medical errors cause as many as 98,000 degths in hospitals alone, at atotd cost of up to
$29 billion each year. Medicd errors are estimated to be the fourth leading cause of death inthe U.S,,
trandating to 39 deaths per 100,000 people. More people die as adirect result of medicd errorsina
given year than die from motor vehicle accidents, breast cancer, or AIDS. If it were possible to count
desths due to medica errors occurring in such settings as ambulatory, long term, home hedth, retail
pharmacy, and others, that number would likely be higher.

These shocking statistics, released last year by the I nstitute of Medicine initsreport To Err is
Human, provide acdl to action. But who should answer the cal? Responghility for hedthcare quaity
and patient safety is diffuse, oread across the federal government, state governments, and private and
public providers. Moreover, the oversight that exists tends to focus more on assigning blame and
punishment for individua behaviors and less on sysems improvements. The Ingtitute of Medicine
makesit clear that solving the problem of medical errors requires a comprehensive, systematic
gpproach, one that creates a culture of safety and continuous identification, understanding, and timely
responses to problemsin order to dleviate the conditions that creste the opportunity for error and
develop responses that improve patient safety. Finding fault and pointing fingers does nothing to solve
the problem.

Within days after the release of the loM report, President Clinton directed the Quality I nteragency
Coordination Task Force (QuIC) to “evauate the recommendationsin To Err is Human and
respond with a strategy to identify prevaent threets to patient safety and reduce medica errors.” A
comprehensive report on actions the federad government could take to address medica errors and
patient safety was written, Doing What Counts for Patient Safety: Federal Actions to Reduce
Medical Errorsand their Impact. The President accepted the report, and implementation of the
report’ s recommendations began.

However, the federal government aone cannot solve the problem, particularly since the ddlivery of
hedth careislargdy alocd issue. Through state licensure, states have more oversight authority over
healthcare facilities and providers than the federd government does. States regulate private health
insurance, purchase sgnificant amounts of hedth care, and assume responsbility for protecting the
public’'s hedlth and safety. However, most states have not yet fully embraced their responghbility to
reduce medica errors and improve patient safety.

Patient safety, defined as freedom from accidenta injury, isahot topic. Regulators want to ensure that
they have the information they need to monitor patient safety. Consumers want to know how to ensure
that the care they recelve, and where they recaiveit, issafe. Providers want information about best
practices and technica assstance to help address the heightened expectations of consumers.
Purchasers want information about the quality of care they purchase. The media wants information to
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educate the public. There are examples of state leadership, including task forces, commissons, and
centers for patient safety that have been formed to study and address the issue, and mandatory
reporting of adverse events exists in some states. A meeting of state leaders on patient safety and
medica errors suggested that states have a growing interest in patient safety, but thereis confusion
about how to proceed (Riley 2000).

This report provides sate executive and legidative branch officids with aframework for consdering
how they might address medicd errors and patient safety in their states. Modeled after the federa
QuIC report, state officias can useit to develop their own state “QuIC-like’” documents. Although
errors that occur in ambulatory care settings will likely receive increased attention in the future, the
examplesthat are included in this report focus on hospita's because more information is available for
that setting; much of the information could be applied to other settings as well.

Each section of this report includes a narrative of the issues and aboxed list of questions and potentia
actions that might be helpful in your gate. The boxes aso include relevant resource materids. The
potentid actions suggested reflect both industry experience and recommendations from the Indtitute of
Medicine. They are included as suggestions for states' consideration and are not offered as best
practices.

Throughout the body of the report, references are bolded. More information about these referencesis
included in the resources ligt a the end of each section and in Appendices A and B.

1 Institute of Medicine, To Err is Human: Building a Safer
Resources Health Care System (Washington, DC: National Academy
Press, 1999).

1 Quality Interagency Coordination Task Force, Doing What
Counts for Patient Safety: Federal Actions to Reduce
Medical Errors and their Impact (Washington, DC: 2000).

1 Trish Riley, Improving Patient Safety: What States Can Do

About Medical Errors (Portland, ME: National Academy for
State Health Policy, 2000).
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THE BAsIcs: WHAT, WHO, AND HoOw?

What are errors and adverse events and why do they happen?

Medicd errors may result in no harm, limited harm, seriousinjury, or degeth. The following terms are
used in the Indtitute of Medicine report and throughout this paper:

1 adverse event: an injury or death resulting from medical management, not the underlying
condition of the patient.

1 medicd error: the failure of aplanned action to be completed as intended, or use of the wrong

plan to achieveanam.

preventable adverse event: an adverse event attributable to error.

patient safety: freedom from accidentd injury.

Some adverse events are unavoidable and others are the result of errors. Using an example from the
Ingtitute of Medicine report, if a patient has surgery and dies from post-operative pneumonia, an
adverse event has occurred. Whether an error occurred during the event is often unknown until after
theincident isinvestigated. If it is discovered that the patient devel oped pneumonia due to poor hand
washing or poor instrument cleaning techniques by staff, the adverse event was preventable, and is
classfied asamedicd eror. If it isdetermined that the patient smply had a difficult surgery and
recovery, but no error was committed, then the adverse event was unavoidable and not the result of
error.

Not dl medicd errorsresult in harm. In the example above, if the staff used improper instrument
cleaning techniques but caught the error before coming into contact with the patient, an error occurred,
but since no injury resulted, the error did not lead to an adverse event. A medica error that causes no
harm is sometimes referred to as a“near miss.”

The Indtitute of Medicine contends that most errors are not the result of bad or negligent providers but
ingtead are aresult of complex systems. However, the complexity of the problem cannot be used to
excuse or ignoreit. The Inditute of Medicine proposed a solution that requires building safety into the
hedlthcare system by focusng on ways to prevent errors rather than blaming individuas for past errors,
while smultaneoudy holding individuas and fadilities accountable for their actions,

Who should be at the table when states address medical errors and
patient safety?

Asreferenced in the Indtitute of Medicine report, patient safety can be improved through interna
changes within the hedlthcare system as well as through externa changes, such as regulation and
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legidative action, and through economic and other incentives or disncentives. Regulation and legidative
action can serve as a cdl to action to healthcare organizations to improve quaity and can provide public
information about safety. Purchasers and consumers can use economic and other incentives to direct
their business to organizations with the best safety records. Professiona groups and providers set and
follow norms and standards of practice. Thus, each party has a sake in patient safety and aroleto
play, and it will be helpful for State governments to recognize that.

State governments

State governments have a responsbility to protect public hedth and insure public safety. Thereare
nuMmerous actions state governments can take independently, as public agencies, and in partnership with
providers, consumers, and purchasers.

Different strategies can be used to address different types of medicd errors, and therefore, awide array
of state stakeholders should be involved. Thereis often no foca point for Sate efforts to address
medica errors and patient safety. State responsbility for patient safety tends to be spread across an
aray of professond licensing boards, licensing and certification agencies, and other departments, often
leading to afragmented approach to the issue. Like the federal government response, afirst siep might
be to convene dl the state agenciesthat play arole in patient safety in order to develop a unified Sate
gpproach. Table 1 lists some of the key state government players and primary respongbilitiesin
addressing medica errors and patient safety. State governments are structured differently, but this
matrix provides one way to initiate State-based discusson and examine which organizations play what
rolesin patient safety.
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Table 1: Key state government players with arole in medical errors and

patient safety

Entity

Regulator

Provider

Purchaser

Educator/
Data
Provider

Convener

Policy
Maker

Licensure and certification
agency

Professional licensing boards

Insurance department

Medicaid agency

Public employee/retiree health
plan purchasers

Corrections department

Mental health agency

Aging department

State health data agency

Rural and community health
service agencies

State health official’s office

Governor’s office

Legislature

Medical examiner’s office

State universities/health
professions schools

Attorney general’s office

Private partners

States done cannot fix medica errors and improve patient safety; hedthcare facilities and those who
ddiver the care arein the front line as informed consumers, purchasers, and regulators demand

improvement. Table 2 ligs the key private stakeholders that could become involved in Srategies to
improve patient safety and reduce medicdl errors.
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Table 2: Key private stakeholders with arole in improving patient safety and
reducing medical errors

Health providers and their associations (medicine, nursing, pharmacy, others)

Health facilities and their associations (hospitals, ambulatory care clinics, pharmacies, long-term care
facilities)

Health plans, other health insurers, and their associations

Consumer advocates

Business coalitions

Trial attorneys

Health system researchers

Quality experts

Peer Review Organizations

Journalists

Hospitals’ and other non-profit health organizations’ boards of trustees

The role of the legislature

The potentid actions listed throughout this paper may be useful to policymakers, adminidrators, and
providers dlike. However, as mentioned above, some strategies may require statutory change, and
others may rely on the oversight role of state legidators to commission studies and hold hearings.
Responghility for addressng medica errors and patient safety is scattered across a number of state
agencies. Given the lack of asngle authority responsible for patient safety, legidators may play arolein
ensuring accountability of the executive branch in afragmented system. Just asthe Ingtitute of Medicine
recommended a national Center for Petient Safety to set nationa goals, track progress, develop
knowledge and understanding of errors, and disseminate funding, such centers may aso prove to be
useful a the gate level. Centers may fall under alarger umbrella agency responsible for qudity, for
example, the Center for Qudlity Improvement and Patient Safety, under the auspices of the Agency for
Hedthcare Research and Quality (AHRQ). Centraizing functionsin this manner avoids adding another
layer of bureaucracy.

At least 15 date legidatures introduced 45 pieces of legidation related to medica errorsin early 2000
(Flowerset al. 2000). Legidative sirategies to address medica errorsfdl into severa categories,
including increasing consumer confidence through public reporting systems, published report cards, or
other mechanisms, conducting sysem-wide analys's, addressing the issue of insufficient nuraing seff;
tracking and reducing medication errors, and requiring training, qudity assurance, qudity improvemernt,
and risk management programs. Three of the legidative approaches are described below. The
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Nationd Academy for State Hedlth Policy (NASHP) will continue to track and disseminate information
on state legidation that addresses patient safety.

1 The Center for Patient Safety in the New Y ork State Department of Health was created by
the legidature in 2000 to focus on issues of patient safety and medica errors. The center is
respongble for improving the qudity of hedth care by improving systems of deta reporting,
collection, andys's, and dissemination, and public accessto information. The center will
evauate reporting requirements and devel op legidative recommendations to consolidate and
supplement data collection and diminate duplicative and unnecessary reporting requirements.

The Horida Legidature established the Commission on Excellencein Health Care in 2000
to explore whether data collected through the hospital reporting system is the appropriate data
to collect, how it should be used, and how to make sure information gets distributed in a useful
manner. The commission is chaired by the secretaries of the Department of Health and the
Agency for Hedlth Care Adminigiration and includes 42 members who have been gppointed to
represent professional associations and boards, hedlth lawyers, medica schools, hedth
insurance carriers, consumer advocates, and legidators.

The Washington State Department of Health isrequired to report to the legidature in 2001
with dtrategies to address medication errors. As aresult, the sate hasinitiated a task force to
develop recommendations. The task force includes professiona boards that represent
providers with prescribing authority, Sate reporting system officias, and alegidative liaison.

Directing state government attention to medical errors raises issues about what information should be
made public and what should remain confidential. To create a culture of trust that breeds improvement
in patient safety, rather than blame, suggests that information be shared only within and among hedth
providers and facilities. But to assure the public that there is externa oversight and accountability
suggedts that some information should be widely available. What information to share, and when and
how to shareit, are key policy deliberationsfor legidators. Asareault, legidators may want to review
thelr state’ s satutory legal protectionsfor data. The legidature can play arole in baancing the interests
of injured parties, for example, in accessng information about medicd errors with providers interetsin
keeping that information confidentia. Since peer review Statutes that protect information from
disclosure vary dgnificantly across states, legidators may want to review their Sta€'s peer review
privilege to determine what information is protected from discovery and compare that to other states.

The following questions may prove useful for legidators as they assess whether to enact policy to

address medica errors and patient safety. Asreflected in the questions, states may want to consider
the numerous approaches to improving patient safety before moving too quickly to legidative action.
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What are the key questions for legislators to ask?

6 What legislative committee or committees have jurisdiction over
medical errors and patient safety?

6 Does the legislature know about executive branch activities (as
regulators, purchasers, and providers) aimed at improving patient
safety? Who in the executive branch is responsible for reporting on
executive branch initiatives?

6 Does the legislature know about and understand private initiatives
underway in the state to address medical errors and patient safety?

6 What vehicle(s) exists in the state for all stakeholders to play a role
in patient safety?

6 What measures exist to provide information to the legislature on the
status of medical errors and patient safety over time?

6 What information should be publicly available, in what form, when,
and for what purpose?

6 What does state law say about protection of data, including peer
review privilege?

6 Do state licensing and credentialing laws assure sufficient
accountability for safety?

6 What is known about malpractice and the impact of reporting on
liability?

6 What legislation has been effective in other states?

6 What are the pros and cons of particular legislative efforts? Are
the costs worth the benefits?

6 Will proposed strategies address legislative goals? How will progress
toward meeting goals be measured?
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1 Lynda Flowers and Trish Riley, How States are Responding
Resources to Medical Errors: An Analysis of Recent State Legislative
Proposals (Portland, ME: National Academy for State Health

Policy, 2000).

1 The New York Center for Patient Safety website is currently
under development.

1 Florida Commission on Excellence in Health Care,
www.doh.state.fl.us/mqga.

1 The Washington State Department of Health Medication

Errors Report and Recommendations,
www.doh.wa.gov/mederrors/mederrl.htm.
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How BIG IS THE PROBLEM IN MY STATE?

When key players convene, they will most likely want to set gods for improving patient safety.

Where can you start?

6 How safe is the healthcare system currently?

6 What can we realistically expect to achieve?

6 What methods work?

Thefirst step will beto find out what data exist in the state and how they are used to set god's, measure
progress, and decide which agencies should be involved at the sate level. Although medical errors
occur in dl settings, the information presented in this report focuses on hospitals Snce most sudies have
focused on the hospital setting and more information is available on it as aresult.

There are no easy answers to the questions posed above nor agreed-upon methods to assess patient
safety and make improvements. There are no definitive data to determine the scope of the problemin
each Sate because no nationwide reporting system exists to collect data about medica errors. About
one-third of the states have adverse event reporting systems.  Even with areporting system, establishing
abasdine can be difficult because if the system is successful, the number of reports should increase in
the short term as the reporters of the adverse events come into compliance. Given the limits of the

data, some states may want better data before launching patient safety efforts. However, even though
state data about medica errors may not be readily available, there may be data sources that provide
some indication of the extent of the problem.
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How can you begin to determine the size of the problem?

6 Explore what data sources are currently available in your state,
how they are being used, and the potential for using them to assess
medical errors and patient safety issues. Data may be housed in a
variety of state or private agencies. Most likely, the data will not
be categorized as medical errors data, but several proxies exist for
states to consider, as described in the following section.

What types of data may help in documenting the problem?

Extrapolating data from the Institute of Medicine report

Background: In two large samples of hospital admissions data referred to in the Indtitute of Medicine
study, the percentage of hospital admissions with documented adverse events, defined as injuries
caused by medicad mismanagement, was 2.9 and 3.7, respectively. Inthefirg of these studies (the
most extensive study ever done of adverse events), data from more than 30,000 randomly sdlected
1984 discharges from 51 randomly selected hospitalsin New Y ork State were examined. A 1992
study of adverse events in Colorado and Utah, which used data from arandom sample of 15,000
discharges from a representative sample of the hospitals in the two sates, had smilar findings. The
proportion of adverse events attributable to error (preventable adverse events) was 58 percent in New
Y ork and 53 percent in Colorado and Utah. In New Y ork hospitals, 13.6 percent of preventable
adverse events led to death; in Colorado and Utah hospitals, 8.8 percent led to death. The Indtitute of
Medicine extrapolated the number of preventable adverse events nationwide based on each study,
arriving a an estimate of 44,000 to 98,000 desths in hospitals each year as aresult of medica errors.
States can use these same studies to develop a state-based extrapolation.

While some researchers (M cDonald et al. 2000) claim that the Indtitute of Medicine report
exaggerated the number of errors, the Indtitute of Medicine considers the numbers conservative. The
criticism suggests that the origina studies upon which the Ingtitute of Medicine report relied did not
include information about the basdine risk of death, making it impossible to determine whether adverse
events caused death. The rebuttal (L eape 2000), while recognizing limitations in the study
methodology, clarifies theissue by dating that the origind research did, in fact, take into account
patients underlying risk of desth and that the total number of errors was likely underestimated, for
severd reasons. 1) dthoughit is unlikely that the reviewers found adverse events that did not exi<, they
probably missed some that did occur because the errors were not recorded in medica records, 2) the
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study looked only at hospitd patients, though more than haf of al surgeries now occur on an
outpatient bas's; and 3) evidence suggests that record-review studies serioudy underestimate the extent
of medicd injury.

Keep in mind: While an extrgpolation provides a starting point, it will be aonly arough estimate thet is
most likely an underestimate of the real number of deaths due to medica errors, based on the reasons
stated.

How can you get a snapshot of the size of the problem in your state?

6 Identify the number of annual admissions to general and acute care
hospitals in the state and extrapolate to get an estimate for

the number of adverse events statewide (2.9 to 3.7 percent,
according to the New York and Colorado studies);

the number of preventable adverse events (53 to 58 percent
of adverse events, according to the New York and Colorado
studies); and

the number of preventable adverse events resulting in death
(8.8 to 13.6 percent of preventable adverse events, according
to the New York and Colorado studies).
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The following is the Sate extrgpolation for Maine, usng hospitd inpatient discharge data for 1999,
provided as an example:

Maine hospita discharges for 1999:158,294 °

I The estimated number of adverse events would be 4,590 to 5,857 per year.

158,294 x 0.029
158,294 x 0.037

4,590 lower estimate
5,857 upper estimate

The estimated number of preventable adverse events would be 2,433 to 3,397 per year.

4,590 x 0.53
5,857 x 0.58

2433 lower estimate
3,397 upper estimate

The estimated number of preventable adverse events that result in desth would be
214 10 462 per year.

2,433 x 0.088 = 214
3,397 x 0.136 = 462

" Maine hospital discharge data are available at www.hedthweb.state me.us.

Even without access to hospital discharge data, states can extrapolate to get the estimated number of
adverse events. The following example from Alabama was completed using state population data and
using the high estimate of 98,000 degths annually.
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State-based extrapolation without hospital discharge data

ALABAMA

U.S. annual deaths as a result of medical errors: 98,000
U.S. population: 250,000,000
Annual deaths as a result of errors per 100,000 population: 39

(98,000 x 100,000 / 250,000,000)

Alabama's population: 4,181,866

Alabama annual deaths as a result of medical errors: 1,630
(4,181,866 x 39/ 100,000)

Hospital discharge data and E-codes

Background: Since the late 1980s, some states have collected statewide hospital discharge datawith
externd cause of injury codes to set priorities and assess the effectiveness of injury prevention activities.
The Internationa Classification of Disease, Injuries, and Causes of Degth, 9" Revison, Clinica
Modification (ICD-9-CM) classfies dl medica conditions using a series of numerical codes. A subset
of conditions has additiona codes, known as E-codes, that describe the possible externa cause of the
injury. Some E-codes capture factors directly related to the medica management of patients, caled
medical misadventures. For example, the code for aforeign object |eft in the body during a procedure
(E871) is generdly consdered to represent amedica error.

According to an American Public Health Association report, 42 states and the Digtrict of Columbia
currently have statewide hospital discharge data systemsin place; 36 of these routinely collect some
level of E-codes. Twenty-three of the 36 states have mandated E-coding; however, due to pressure
from hospitals that sought to avoid a mandate on some codes, some dates specificaly exclude from the
E-code requirement the categories of codes (E870-E879) that are most relevant to the tracking of
adverse events and medical errors.

Access to data may depend on whether the data system is maintained by a public agency or is
proprietary. Sixteen of the 42 states with hospital discharge data systems maintain the systems at state
hedlth departments. Another 11 states and the Digtrict of Columbia base their hospital discharge data
sysemsin ther state hospitd associations, and the remainder are at various other entities. Those states
with mandated E-coding are more likely to base the data systems at state hedlth departments. Eighteen
of the 36 gates that routindly collect E-codes aso publish reports of E-coded data.
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Table 3 ligts the states that have hospitd discharge data systems, where the systems are housed, and
whether the systems routinely include E-code data.

Table 3: States that have hospital discharge data systems

States that have Where data E-codes States that have Where data E-codes
hospital systems are routinely hospital systems are routinely
discharge data housed collected discharge data housed collected
systems systems
AZ A X NE C X
AR A NV C X
CA C X NH B X
(610) B X NJ A X
CT C X NM Cc X
DE C X NY A X
D.C. B X NC A X
FL C X ND A
GA B X OH B
HI C X OK Cc X
IL C X OR B X
IN B X PA C X
1A C RI A X
KS B SC C X
KY A X TN A X
LA* uT A X
ME C X VT A X
MD A X VA C X
MA C X WA A X
Mi B X wv A X
MN B X Wi A X
MO A X wy B
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* Planned

A: State health department
B: State hospital association
C: Other agency

Keep inmind: The use of E-codes to assess medica errors has its drawbacks, including chronic
under-reporting of E-codes on hospital claim forms and the lack of accessto hospital discharge datain
some states. Since E-codes were not designed to capture errors, some E-codes may not be specific
enough to indicate whether the injury was the result of an error. For example, some

E-codes, such as the code for medication overdose, could be reporting an intentiond act by a patient
or could be reporting amedicd error, but the codes are not precise enough to arrive at one (correct)
concluson. The timeliness of availability of hospita data, running as much as three years behind
schedule in some States, redtricts how useful the data might be in providing real-time correlation.
Neverthdess, for states that collect the data, examining those codes that most closaly correlate with
errors may be a useful start and provide at least aminimal sngpshot of potentia problems.

Another potentid source for hospital discharge datais The Healthcare Cost and Utilization Project
(HCUP), afederd-gate-industry partnership to build a standardized, multi-state health data system.
HCUP is maintained by AHRQ and managed in the Center for Organization and Delivery Studies.
HCUP s dl-payer databases currently provide datafor 1988-97, and data for 1998-99 are currently
being processed. HCUP databases contain discharge information compiled in a uniform format with
privacy protectionsin place; no individud identifiers or dates are released. The Nationwide Inpatient
Sample (NIS) is based on State Inpatient Databases (SID) and includes inpatient data from over 1,000
hospitals to approximate a 20% sample of U.S. hospitals. The State Ambulatory Surgery Databases
(SASD), the project's newest restricted-access public release, contain data from ambulatory care
encountersin nine states. The State Inpatient Databases cover inpatient care in community hospitasin
22 dates that represent more than haf of al U.S. hospital discharges. SID data for 2000 will include
up to 31 sates. Of the 22 dtatesthat currently participate, 15 dlow HCUP to release their data. SID
data reflect state hospitd discharge data that HCUP converts to a uniform formet, which is especidly
useful if you are interested in comparing your datato that of other Sates.
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What can you learn from hospital discharge data?

6 Is there a state health data agency that collects and analyzes

hospital discharge data? Does the data include E-codes? If so, what
specifically is required and how are the data analyzed?

6 If the state collects E-codes, does the state have the authority to

audit medical records to verify E-code reporting? If so, are audits
conducted?

6 What steps could be taken to improve the data, such as requiring
relevant E-codes through state law or mandates if not currently
required?

6 Does the state participate in the HCUP project? If so, what data
are available?

Claims data

Background: State purchasers may have claims data that can be used to get a sense of the number of
medica errors occurring in the populations they cover. Claims datawill be smilar to hospita discharge
data but will be avalable for ambulatory care settings as well as hospita inpatient settings. Thisdata
source may be most helpful to state agencies that do not have access to hospital discharge data.
Medicaid agencies or state employee purchasing agencies may require contracted hedlth plansto track
sentind eventsin hospitals with which the hedlth plans contract.

Keepinmind: Clams datamay not include the clinica detail found in discharge data. Some
purchasers may be reluctant to provide claims data. Claims data need to be sorted and combined so
that multiple claims for the same patient are not overcounted. Some claims data are hidden within
managed care data; if reimbursement is made on a per member per month basis, the actud service
provided may not be evident from the daimsinformation. Although datawill only be available on the
populations covered under that plan, it isa darting point for building a state estimate.
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What can you learn from claims data?

6 What claims information is available from state purchasers?

Malpractice data

Background: According to the Kansas Health Care Stabilization Fund, which has tracked state
funds, nine states have medical professond liability coverage funds to pay for judgments, awards, or
settlementsin medica mapractice clams that exceed the basic limits of coverage provided in
professond liability insurance policies. These funds, often caled hedthcare stabilization funds or
patient compensation funds, were generally established during malpractice crises to provide a source of
insurance for providers when insurers were leaving the market. Certain providers, which vary from
date to state, are required by law to pay into these funds. Claims submitted can be considered to be
aleged medical errors athough funds may settle cases with provider consent even when the incident is
determined to be unavoidable. The agencies that administer these funds compile information regarding
dleged medicd erorsin preparation for defending against potentid litigation. Aggregeate data may be
useful in assessing the types of medical errors and their causes, depending on how the data are
categorized, stored, and retrieved. Some liability coverage fundswill be able to analyze data by type of
injury and setting in which it occurs, among other variables.

Keepinmind: All medicd errors do not result in mapractice cases, and not al mapractice cases are
due to medicd errors. Liability coverage funds vary in the amount of coverage provided, who is
required to participate, and the minima amount that triggers involvement of the fund. For example, the
Kansas Hedth Care Stabilization Fund provides coverage only for clams that are greater than
$200,000, and only physicians and hospitals are covered. The number of cases on which the funds
have data depends on these factors. Confidentidity provisons vary from state to sate. Since funds
were not established to collect patient safety data, some will not collect this type of information. Some
states may be able to provide aggregate data that may be more useful for research purposes than for
edimates of medicd errors. The fundswill have information only about those errors that result in

mal practice cases.

The advantage of having such afund for collecting information is that it provides one source from which
to gather information. The same information is collected by private insurance companies. If private
insurance companies are required by state law to report to state insurance departments, the data may
be available there as well and would include information on cases that did not trigger coverage from the
fund.
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What can you learn from malpractice data?

6 Does your state operate a medical professional liability coverage
fund? If so, what information can the fund provide about types
and settings of injuries that may be useful in assessing medical
errors?

6 What can the department of insurance tell you about the type of
malpractice data that are available in your state and what

do/don’t the data tell you?

Complaints

Background: TheHealth Care Financing Administration (HCFA) contracts with states to conduct
anumber of activities related to hospital oversight on behdf of the federal government. According to
the HCFA contract, state agencies are the front-line responders to complaints and to major adverse
eventsin hospitals. HCFA requires that certain steps be taken and certain information be collected
each time there is an dlegation of improper care or trestment against a Medicare or Medicaid certified
facility. Some gtates rely on complaints to provide information about potentia quality problems and to
review hospita risk management programs. Those states that deem Joint Commission on Accreditation
of Hedthcare Organizations (JCAHO) accreditation and do not conduct separate state licensure
surveys may be epecidly rdiant on information gathered through complaints. The results of Sate
agency invedtigations, which are based on the Medicare conditions of participation, are available to the
public.

Keep in mind: The number of complaints that are registered does not necessarily correate to the
number of errorsthat have occurred. Some complaints are not due to errors, and not dl errorsresult in
complaints. Also, the number of complaints may be partly aresult of how well the public isinformed
about how to file acomplaint and how serious the errors or its consequences are.

20 National Academy for State Health Policy < © March 2001 <



What can you learn from complaint information?

6 How does the state facility licensure and certification agency handle
complaints? Can the agency provide information on the number
and types of complaints received?

Death Certificates

Background: All degth certificates are sent to the state medica examiner’s office for coding using
ICD-10 codes. Medica errors may be coded using the medical misadventure codes. Autopsies are
performed in certain situations, for example, if the cause of deeth is suspicious, as regulated by ate
law. Many states sort desth records into categories such as natural, accidenta, or violent deaths.
Some dtates are consdering adding a category for medical misadventure. The state medical examiner’s
office or office of vita dtatistics may be able to provide aggregate data on desth certificates that may
indicate amedica error. Degth certificate data are likely to be more useful than autopsy datain
assessing medicd errors Snce al deaths will be included in the database.

Keep inmind: Medical errors on desth certificates are most likely under-reported, asthey are not
required to be reported. Certain types of medical errors may not be reported as such; for example,
medication errors may be reported under the category for poisonings. Degath certificate data do not
aways correctly identify the cause of death and the limitations of E-codes apply to death certificate
coding aswdl. Medica examiners may miss some cases when they interpret information from the
degth certificate for coding.

What can you learn from death certificates and autopsies?

6 How does the state analyze death certificates and autopsy data?
Can the medical examiner’s office or vital statistics agency provide
information on the number and types of errors reported on death
certificates?
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State adverse event reporting systems

Background: State adverse event reporting systems are usualy mandatory reporting systems that
require certain facilities to report a defined set of events to licensure and certification agencies within a
specified time period after the events occur. The state reviews, responds to, and follows up on the
reports with on-gite investigations and plans of correction, if deemed necessary. Some dates are using
the incident reports to share information with other state agencies, track trends within and across
hospitals, produce feedback for hospitals, and provide information to the public (Rosenthal et al.
2001).

States that require reporting of adverse events, as defined by the Indtitute of Medicine or by the statein
away that encompasses part or al of the Inditute of Medicine definition, from general and acute care
hospitds are listed in Table 4 (Rosenthal et al. 2000). Others states are consdering developing
reporting programs. Check with the state facility licensure and certification agency to determine
whether a program is being developed in your state and what kind of data are or will be collected and
made available.

Table 4: States with mandatory reporting by hospitals of medical errors and/or
adverse events

Colorado Pennsylvania
Florida Rhode Island
Kansas South Carolina
Massachusetts South Dakota
Nebraska * Tennessee °
New Jersey Texas *

New York Washington
Ohio®

® Nebraska requires reporting of payment due to acts or omissions of a healthcare professional.

® Ohio does not license hospitals and, as a result, does not have specific reporting requirements for hospitals.
However, the state requires reporting of clinical outcomes for nine specific services that are generally provided by
hospitals.

¢ Tennessee requires reporting of incidents and accidents of an unusual nature, including, but not limited to, fires,
burning, suspected abuse, or accidents that cause injury to patients. Incidents are currently being further defined.

‘Texas requires reporting of abuse and neglect.

Keep in mind: The definitions and types of adverse events that must be reported vary significantly
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across states. Some states do not anadyze the data to determine whether medica errors were involved;
some limit the data to cases of abuse and neglect or collect data only about specific procedures, which
may be less useful for assessng medica errors. Under-reporting is consdered a problem in most
gates. Mandatory reporting systems, as recommended by the Ingtitute of Medicine, collect dataon a
limited set of adverse events that cause deeth or serious harm.  Such a system may prove useful in
gathering information and providing aminima leve of accountability but will not provide information on
errorsthat cause minimal or no harm.

Does your state have a mandatory reporting system?

6 Does your state have a mandatory reporting program for adverse

events? What information is available from the program?

What if | can’t find any relevant data?

The sources listed above provide multiple mechanisms to begin to assess the extent of the medica error
problem. Even though the estimates cannot be combined and only provide arelative sense of the
problem, using multiple assessment methods will help define the scope of the problem.

If you investigate data sources and identify data gaps that exist, you may want to consder opportunities
to improve adverse event and medica error data. One opportunity would be to design a mandatory
reporting system, as recommended by the Indtitute of Medicine. See the section titled “ Regulating
hedthcare facilities,” later in this report, for more details.

There are large gaps in information about medicd errors and ways to reduce the risk of their
occurrence, and a great ded of research is underway on the topic. However, lack of data need not
hinder initial effortsto address medicd errors and patient safety. It is clear that a Szable problem
exigs, and even without completely accurate estimates, states can move forward on some initiatives that
will likely improve patient safety. Many patient safety proponents point out thet dl of the workable
drategies that we know are effective have yet to be put into practice. The following chapter describes
some industry experiences and suggestions from the Ingtitute of Medicine report and provides ideas for
moving forward that states can consider in their roles as purchasers, providers, regulators, educators,
and conveners.
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WHAT CAN STATES DO?

States as PURCHASERS: Are you getting the most for your
dollars?

States purchase hedth care for a sizable share of the market through programs such as Medicaid,
which covers one in ten Americans, state employeg, retiree, and university system hedlth plans, the
State Children’ s Hedlth Insurance Program (SCHIP); and other state programs for uninsured and
vulnerable populations, including individuals with mental health and developmentd disabilities and those
who are incarcerated. State purchasers have the potentia to improve quality of care through
purchasing strategies while a the same time reducing the financia cost of errors.

The state of Minnesota used the Ingtitute of Medicine report to extrapol ate state costs that resulted
from medica errors and potential savings that could be redized by reducing such errors. Minnesota's
extrgpolation of costs is based on data from the Minnesota Department of Human Services, HCFA,
and a group purchaser.
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MINNESOTA

Total spending for direct health care in the state of Minnesota equals $17,259,371,000 per year. The
current expenditure borne directly by the state for direct health care is $1,903,300,000 annually (1998
data).

Nearly two billion dollars spent by the state on health care can be broken down in the following way:
$163,400,000 by the state as an employer, $47,700,000 by the University of Minnesota as an employer,
$1,467,000,000 for Medicaid, $91,200,000 for MNCare, and $134,000,000 for GAMC (General Assistance
Medical Care). This represents approximately 11 percent of total healthcare expenditures in the state.

Extrapolating from the cost estimates in the Institute of Medicine report, the cost of medical error in
the state of Minnesota is calculated to be $153,829,648 per year. The cost borne directly by the state
is roughly 11 percent of this, or $16,963,768 annually.

The Institute of Medicine report estimates that each year, $8.8 billion is spent nationally on direct healthcare
costs as a result of medical error. Extrapolating from the United States population to Minnesota’s population,
Minnesota’s share of this cost is approximately $153,829,648.* Based on state expenditures of
$1,903,300,000 and total healthcare expenditures in the state of $17,259,371,000, as noted above, the state
spends approximately $16,963,768 per year on healthcare costs resulting from medical error.

The QuIC report recommends striving to achieve a reduction in medical errors of 50 percent over the

next five years. Assuming aten percent reduction in medical errors per year for five years and a
commensurate ten percent decrease in associated costs, projected cost savings to the state of
Minnesota amount to $6,946,833 over five years.

* Minnesota calculated its costs using the US population of 270,299,000. The calculation is as follows:
8.8 billion dollars x 4,725,000 (MN population) / 270,299,000 (US population) = $153,829,648. To get the
most recent census figures for the US and states, go to www.quickfacts.census.gov.

State purchasers may be able to use claims data to get a sense of the extent of the medica errors
problem (see section titled “ Clams data,” earlier in this report).

A date sleverage as a purchaser depends partly on how good apayer it is. If the state has low
reimbursement rates and adds contracting demands, providers may leave the Sate programs. Asa
result, states may want to join forces with other purchasersto increase their leverage. Asafirst sep,
agencies may want to review the contract expectations and performance measures each imposes on
providers. By consolidating and coordinating requirements, the state can speak with one voice for
patient safety and reduce conflicting or duplicative requirements placed upon providers.

Private purchasers are becoming increasingly interested in patient safety issues and may provide

opportunities for collaboration and examples of ways in which public purchasers can use economic
incentives to improve patient safety. Genera Motors, aleader in the private market in considering
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ways to focus purchasing on patient safety issues, used the Indtitute of Medicine report to persondize
the issue of medicd errors by examining the impact of errors on the company (Bradley 2000).

Impact of medical errors on a private purchaser

GENERAL MOTORS

U.S. annual deaths as a result of medical errors: 98,000
U.S. population: 250,000,000
Annual deaths as a result of errors per 100,000 population: 39

(98,000 x 100,000 / 250,000,000)

General Motors annual deaths as a result of medical errors: 488
(39 x 1,251,282/ 100,000)

General Motors deaths as a result of medical errors per day: 13
(488 / 365)

The Pittsbur gh Regional Healthcar e I nitiative, under the leadership of the Jewish Hedthcare
Foundation, is a codition of civic, corporate, and hedlthcare leaders who joined forces with mgor
stakeholder groups to improve qudity and outcomes of care. The Initiative isfocusing on diminating
medication errors and hospita-acquired infections by challenging area hospitals to take certain actions
to improve patient safety, such as collecting and sharing data, on a community-wide basis, on
medication errors and nosocomia infections.

Over the past three years, agroup of codlitions that belong to the National Business Coalition on
Health (NBCH), known as the V8, has been working to develop common health plan specifications.
Through the use of the standardized NBCH Request for Information (RFI), project participants seek to
lessen the response burden of hedlth plans, provide asingle, condastent set of specifications to improve
performance on specified measures, and permit the compilation and analysis of comparable health plan
performance information so that best practices can be identified. Business coditions interested in using
the RFI can complete the Participation Agreement form and access the RFI Toolkit on NBCH's
website, www.nbch.org.

The Leapfrog Group isan initiative of Fortune 500 companies and other large healthcare purchasers

to mobilize employer purchasing power to create breakthrough improvements in the safety and overdl
vaue of hedth care. Three Sate agencies, the Maine State Employee Hedlth Plan, The Commonwedth
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of Massachusetts Group Insurance Commission, and the Washington State Health Care Authority,
have joined the group. The Minnesota departments of Human Services and Employee Relations
participate asliasons. The Legpfrog Group aimsto dert the hedthcare industry that big legpsin patient
safety and customer vaue will be recognized and rewarded. The group developed a set of purchasing
principles that include using a comparative rating process, applying substantia incentives to reward
delivery systems with higher vaue ratings, and focusing on deivery system improvements that are likely
to yidd the largest safety “legps” Initidly, Legpfrog will promote the use of three methods, which
research indicates will lead to a significant reduction in avoidable danger, to improve patient safety:

1 Computerized physician order entry (CPOE) systems. Certain types of computerized
prescription systems have been shown to reduce serious prescribing errors.

Evidence-based hospitd referrds. Referrds to inditutions with extensive experience treating
certain conditions offer the best surviva odds.

ICU physician gtaffing: Hospitd intensive care units should be managed by physicians certified
(or eigible for certification) in critical care medicine.

Although the Leapfrog Group based its recommendations on evidence, there is some skepticism among
policy leaders about whether these strategies will be successful and controversy about whether the
evidence is subgtantid enough. The Legpfrog imperative may be problematic for some hospitds
because implementation of CPOE is expensive and has raised technology-based, logitical problems.
For example, some hospita's have had problems with software vendors that have delayed
implementation. Some question whether there are enough critical-care certified physcians to implement
the third recommendation. AHRQ has contracted with the Center for Primary Care and Outcomes
Research, which isin the process of gathering the literature on thisissue and anumber of other areasin
order to issue a compendium that documents the evidence to support each method. The Institute for
Safe M edication Practices (ISMP) isinvolved in severd initiatives to evauate CPOE systems,
including a project with First Consulting Group to identify safety festures and test criteriafor CPOE
systems. The project results are targeted to be available by summer on the Leapfrog Group’ s website,

www.|egpfroggroup.org.

The Leagpfrog Group plans to support aseries of “regiond roll-outs’ over the next couple of years. The
roll-outs will beled by hedthcare purchasersin seven hedlthcare markets where there is Sgnificant
Leapfrog purchaser participation and where market characteristics are favorable for trangtioning
Legpfrog from a purchaser-driven movement to a community-wide collaboration. Purchasers, hospitas,
hedth plans, physcians, unions, consumer groups, and others will be invited to participate. The
regiond “lead frogs” are Michigan General Motors,

Minnegpolis Buyers Hedth Care Action Group (BHCAG), Cdifornia Pacific Busness Group on
Hedth (PBGH), Sesttle/Tacoma Boeing, Atlanta Georgia Hedlth Care Leadership Council,
Knoxville/Chattanooga HedthCare21 Business Codlition, and St. Louis Gateway Purchasers for
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What are key questions for states as purchasers?

G Can the state extrapolate from the Institute of Medicine report to
project possible cost savings of reducing medical errors?

6 Have all state purchasers analyzed and compared claims data to
see if they can learn anything about patient safety issues? Have
they analyzed requirements on providers to improve patient safety?

6 Have state purchasers provided information to employees and
beneficiaries about quality and safety issues to aid those employees

in making informed choices in the selection of healthcare coverage?

6 Are patient safety issues considered in contracting decisions? Are
there ways to provide incentives to healthcare organizations that
demonstrate continuous improvements in patient safety?

6 Are there joint purchasing agreements among state agencies that
provide the state with more leverage to force quality

improvements?

6 Are state-contracted health plans required to track sentinel events
that occur in those hospitals with which it contracts? If so, is

there a uniform set of specifications that define sentinel events so
they can be analyzed? Are health plans encouraged to feed the
information back to providers to supply them with comparison

data and to drive quality improvements?

6 Do state purchasers communicate concerns about patient safety
Issues to accrediting bodies to support stronger oversight?

6 Can state purchasers create awards for safety leaders and
champions?

6 Have state purchasers reviewed the Leapfrog Group’s principles
and considered joining? Will there be a Leapfrog regional roll-out
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States as PROVIDERS: Are YOUR healthcare facilities as safe as
they can be?

States provide hedlth care in avariety of settings, including publicly owned and funded hospitals, hedth
clinics, and prisons. The gateis responsible for qudity and patient safety as a provider of care
delivered in these settings. States can improve their own patient safety programs and use their leverage
to help those fadilities that they regulate and fund.

The Inditute of Medicine made several recommendations to create safety systemsin hedthcare
organizations. These recommendations apply to both private and public providers and include making
continuoudy improving patient safety a serious god by establishing patient safety programs with defined
executive respongbility. According to the Ingtitute of Medicine, patient safety programs should provide
gtrong, clear, and visible atention to safety; include nonpunitive systemns for reporting and anayzing
errors within organizations, incorporate well-understood safety principles, such as sandardizing and
samplifying equipment, supplies, and processes, and establish interdisciplinary team training programs
such as smulaions that incorporate proven methods of team management. A meaningful safety
program should include senior-leve leadership; defined program objectives, plans, personne, and
budget; and monitoring through regular progress reports to the executive committee and board of
directors. Hedthcare facilities should develop a culture of safety by focusing on systems improvements,
as opposed to finding and attaching blame to individuals. As an example, the QuIC report indicates
that the Department of Veterans Affairs hasimplemented these recommendations by increasing the
number of hours of training that focus on patient safety, implementing patient safety awards programs,
and pogting patient safety checklistsin operating rooms. The National Quality Forum (NQF), a
private organization that establishes standard quality measurement tools to help purchasers, providers,
and consumers evauate the quality of services, plansto identify a set of patient safety practices critica
to the prevention of medical errors.

Improving patient safety islikely to require initid investments of time and funding to implement Sate-of-
the-art medical errors reduction strategies, but these strategies can lead to savingsin thelong term. A
look at adverse drug events (ADES), defined as an injury resulting from medical intervention related to a
drug, provides an example of potentid safety improvements and cost savings.

ADEs are one of the most common types of adverse events that occur in hospitals, and one-third to
one-haf are dueto errors (L eape 2000). The Ingtitute of Medicine notes that for every dollar spent on
ambulatory medications, it is estimated that another dollar is spent to treet new hedth problems caused
by medications.

Petients who experience ADESs have longer, more expensve hospitalizations than patients who do not
suffer ADEs. Hospitals are likely to absorb the extra expenses related to ADES. One study referenced
in the Ingtitute of Medicine report found that preventable ADES result in an average increased length of
hospital stay of 4.6 days and an average increased hospital cost of nearly $4,700 per admission.
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Research shows that computerized systems can prevent alarge number of medication errors. CPOE
systems, which diminate handwriting and transcription errors and enable automatic checking of doses,
dose-dose interactions, alergies, and patient characteristics such as age, weight, underlying condition,
and rena function, can decrease serious errors.

According to areport by the National Coalition on Health Care and the Ingtitute for Healthcare
I mprovement, the most expensive system to allow doctors to write orders at computer terminas may
require an initid investment of $2-$3 million, but such a system has been proven to reduce medication
errors by 50-80 percent within 1-2 years, meaning hospitals should quickly recover their investments.
For example, Brigham and Women's Hospital launched an inpatient computerized physician order-
entry systemin 1993. It is estimated to have saved the 726-bed hospita between $5 million and $10
million and reduced medication errors by 55 percent.
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What the key questions for states as providers?

6

Have internal policies and procedures for reporting and
investigating errors been reviewed and internal nonpunitive
reporting systems been implemented? Have providers been

educated about how and what to report? Is information about
incidents that occur within the institution reviewed regularly to

identify opportunities for improvement?

Do facilities have senior management teams that review patient
safety recommendations and track progress in implementing
changes?

Have proven medication safety practices been implemented and
staff educated about up-to-date medication information? Consult
the Food and Drug Administration and ISMP’s Medication Safety
Self Assessment.

Has team training been implemented?

Is reporting of serious adverse drug reactions to FDA’s MedWatch
program or U.S. Pharmacopeia’s (USP) Medication Errors Reporting
Program (MER) encouraged? MedWatch reports can be submitted
through the FDA’s Website at www.fda.gov/medwatch or by calling
1-800-332-1088. Reports to MER can be submitted through USP’s
website at www.usp.org or by calling 1-800-23-ERROR.

Have policies been implemented to prepare staff to talk with patients
about adverse events and medical errors?

Have facilities considered implementing the Leapfrog Group’s three
initial delivery system improvements?

Have internal systems for identifying and handling marginally
competent providers been developed?
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States as REGULATORS: How can states monitor patient safety?

States have the unique role of licensing medica facilities and hedth professonas, and in this capacity,
they set performance standards and expectations. Regulators are responsible for holding providers
accountable for safety. Onerole of aregulator isto identify practitioners that do not meet professiona
codes of conduct and ensure that action is taken to protect the public. Although errors are usualy not
the result of the carelessness or misconduct of individuas, regulators are responsible for ensuring that
individuals who commit violations are rehabilitated, sanctioned, or removed from practice. Thisrole
does not have to be punitive; remedid training can be used to help providers maintain their credentias.
In addition, errors can be addressed by regulators from a systems perspective by ensuring that latent
factorsthat contribute to errors (those factors that tend to be removed from direct control of the
caregiver, such as faulty equipment maintenance, bad management decisons, and poor
communication), are detected and corrected, reducing the chance that smilar errors will occur in the
future. Regulators can call atention to the need for change in organizationa and professiona cultures
and provide clear performance standards that emphasize systems improvements.

Regulating healthcare facilities

State Licensure

All states license hospitas or the services provided by them. States require hospitas to comply with
licensure and periodic re-licensure requirements as a condition of providing patient care. The purpose
of sates licensure requirements is to ensure that hospitals maintain minimum heslth, safety, and qudity
standards.

Through licensure laws, dates impose various quality management requirements amed a preventing the
incidence of adverse events and medica errors or, when they occur, assuring that systems arein place
to prevent their reoccurrence. For example, states may require hospitas to establish risk management
programs to identify and correct interna problems related to the ddlivery of patient care. Other, more
generd, requirements may relate to provider credentialing provisons or certification processesto assure
that only the most quaified providers can perform specific procedures.

Forty-five states recognize the accreditation of hospitals by JCAHO asfull or partiad compliance with
date licensure requirements (JCAHO December 1999). Accreditation by JCAHO isavoluntary
form of regulation for which hospitals pay afee. In these cases, the sates either do not conduct thelr
own licensure surveys or conduct only partia surveys to ensure compliance with Sate licensure
requirements that fall outside the scope of JCAHO'sreview. The information that States receive
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following a JCAHO survey varies from minimad to a copy of the full findings. Inasiesof
reports, The External Review of Hospital Qudity, the United States Office of the I nspector
General argues that JCAHO' s accreditation process is unlikely to detect substandard patterns of care,
and some gtates have echoed this opinion, claming that JCAHO does not adequately identify quality of
care and patient safety problems. However, JCAHO recently gpproved a new set of safety sandards
for hospitals to be implemented July 1, 2001. In order to maintain accreditation, hospitals will be
required to have a patient safety program that focuses on improvement as opposed to blame. Hospitas
must use patient safety-related information to identify and reduce risks, effectively communicate patient
safety issues throughout the organization, and improve performance. The new accreditation standards
aso require hospitas to inform patients and their families about the results of care, including
unanticipated outcomes. States will have to review these standards and definitions, assesstheir
enforcement, and examine their access to the information JCAHO collects to determine whether or not
the standards meet state policymakers concerns for accountability and patient safety.

According to the QuIC report, the federa government plans to develop resources to identify standards
for hedthcare facilities that could prove useful to ates. HCFA plans to publish regulations that will
require al hospitals that participate in Medicare to have ongoing medica errors reduction programs.
While recognizing that performance standards for, and expectations of, hedlth professonals fall under
date jurisdiction and oversight, federd agencies plan to provide technical assistance to states and
professona agencies seeking to ensure abasic level of knowledge of safety issues, promote model
patient safety programs that include evidence-based best patient safety practices, and help agencies
encourage culturd change.
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What are the key questions for states as regulators?

6 What quality management and patient safety requirements are
included in hospital licensure and re-licensure requirements in

your state? Are routine hospital surveys required? How often?

6 Are providers required to implement meaningful patient safety
programs as part of state licensure? Do states have appropriate
incentives and sanctions to enforce requirements? The Institute

of Medicine recommends that after a reasonable period of time

for facilities to implement internal patient safety programs,
regulators should require them as a minimum standard. See

“States as providers of healthcare services,” earlier in this report,
for ideas.

6 Does your state deem or otherwise consider JCAHO accreditation
in either full or partial compliance with state licensure
requirements? Does the state have any additional risk manage-
ment requirements beyond JCAHO accreditation requirements?

6 What information does the state receive from JCAHO following a
hospital survey? If needed, can you work with JCAHO to get access
to more of the information it collects during its surveys?

6 What are HCFA'’s plans for Medicare and how will they influence
industry and state government?

Handling Complaints

As mentioned previoudy, ates investigate complaints on behaf of HCFA. In order to bein
compliance with the newly released Medicare conditions of participation, states have recently
heightened efforts to ensure that hospital's notify patients about complaint procedures. According to the
conditions of participation, hospitals must inform patients that they may lodge a grievance with the Sate
agency directly, regardless of whether they have firgt used the hospita’ s grievance process. The
hospital must provide patients with a phone number and an address for lodging a grievance with the
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state.

How can you use complaint data?

6 Have patients been informed about how to file a complaint? How
are complaint data stored and analyzed? Are data referenced
during state surveys? Does the state have the capacity to respond?

Reporting Systems

Mandatory reporting requirements for adverse events may complement the state’ s existing oversight
functions by providing a publicly accountable form of oversight that focuses specificaly on medica
errors and patient safety. The Indtitute of Medicine report recommends that, beginning with hospitals,
al dtates creste mandatory reporting systems to collect data about a limited set of adverse events that
cause desth or serious harm. These events should be reported because they may indicate that
something is wrong with the system of care. As envisioned, mandatory reporting systems would
protect the public by assuring that errors are reported and responded to and would induce providers to
invest in and improve patient safety. Mandatory reporting would be complemented by voluntary
reporting systems to identify system weaknesses before serious harm occurs. Of the state mandatory
reporting programs that currently exist (see Table 4 earlier in this report), some were created through
regulation, using the state hedlth agency’ s broad statutory mandates to protect the hedlth of its citizens,
and others were created through statutes that specificaly mandated reporting programs.

As mentioned previoudy, the types of adverse events that must be reported vary significantly across
dtates, and some states use the data for purposes other than analysis of medica errors.

Although gtates have expressed the need for flexibility in creating reporting systems that are regponsve
to local needs, some have dso stated the need for some standardization in order to increase the
usefulness of data nationwide, as long as standardization islimited to a core set of reportable incidents
upon which the state can expand. The Indtitute of Medicine report cals for a nationwide mandatory
reporting system that provides for the collection of standardized information by state governments about
adverse events that result in death or serious harm. The report urged Congress to designate NQF as
the entity responsible for establishing and maintaining a core set of reporting standards to be used by
the states. NQF isin the process of assembling alist of serious, egregious adverse events for reporting
purposes.

40 National Academy for State Health Policy < © March 2001 <



The design of areporting system islargely afunction of the intended use of the system. What data are
collected, who can access them, and how they will be used are dependent on the purpose for which the
system was designed. For instance, the Ingtitute of Medicine recommends that for the purpose of
accountability, mandatory reporting systems be created to collect information about events that cause
serious injury or death. In order to hold hospitals accountable, the report recommends that results of
andyses of individua reports be made available to the public. However, issues concerning the
protection and disclosure of data and the identification of the specific data, if any, to be released has
proven to be very controversd. Some people clam that fear of disclosure leads to under-reporting
and others claim that without thisinformation, the public cannot assess whether regulatory agencies are
doing their jobs.

If you choose to develop areporting system, you may want to ask:

6 What is the purpose and intended use of the system?

6 How will you define “reportable incident?” What standards already
exist?

6 What specific data will be collected about the incidents/events?
6 What types of facilities will be required to report?

6 Of the reported data, what will be confidential, and what will be
disclosed, and to whom?

6 How will the data be analyzed and used?

6 What feedback will be provided to those who report?

6 What incentives and sanctions exist to promote reporting?
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If your state has reporting requirements, you may want to ask:

6 Does the state reporting program cross-reference and share
information with other programs that may have similar

information in order to develop more complete facility profiles?

6 Do the medical facilities that are required to report know and
understand what and how to report? Are there educational
programs to ensure that facilities can comply?

6 Does whistleblower protection for reporters need to be developed or
modified?

6 How does the program ensure that corrective action plans are
iImplemented?

6 What kind of feedback is provided to reporters?

Licensing healthcare professionals

States are responsible for licensing hedthcare professonds through professiond licensure boards,
which ensure that providers have the gppropriate education and training and comply with standards of
professiona conduct. Many boards are quasi-governmental agencies that are appointed by governors
but operate autonomoudly.

Boards may receive complaints from consumers, mapractice data, information from hospitals and other
hedlthcare organizations, and reports from government agencies that notify them of potentid violations
of professona standards. When aboard receivesinformation that might indicate a violation of
professond standards, the board has the authority to investigate, hold hearings, and impose discipline,
ranging from requiring continuing education and rehabilitation to suspension or revocation of a
professiond license. Professona boards develop their own reguirements for collecting information
about providers who may have violated professond standards. Thereis great variation in professond
licensure standards, both within states, due to individud licencing boards for each regulated profession,

42 National Academy for State Health Policy < © March 2001 <



and among States.

Professiona boards can dso use the National Practitioner Data Bank (NPDB) to find out about
professona standards violations. Hospitals are required to report disciplinary actions, taken againgt
members of their staff, that are above a certain threshold to NPDB, a national mandatory reporting
system maintained by the federa government to collect information about mal practice judgments and
seitlement payments, disciplinary sanctions, and license suspensions and revocations. However,
according to arecent report by the United States General Accounting Office, the information in the
data bank may not be as accurate, complete, or astimely asit should be. Problemsinclude
inaccuracies in the way reported data were coded, duplicate reports, lack of criteriafor what must be
reported, and inability to ensure that inaccurate and erroneously reported information is removed.
Although the information is avallable to credentiding organizations, it must be kept confidentid and is
not available to the public.

In addition to identifying marginaly competent providers, professond licensng boards have
opportunities to encourage system changes in the ways that healthcare professonals are regulated that
would ensure competent providers (Leape et al. 1999). Investigating some of the issues that follow
may help regulators movein that direction.
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What are key questions about healthcare professional licensure?

6 What professional boards exist in the state and who do they
license? What types of reporting programs do they maintain, and
what information is available to the public about individual
providers?

6 What kinds of information-sharing arrangements have been made
among facility licensing agencies and professional boards to identify
systems issues, as opposed to problems specific to individual
healthcare professionals?

6 Have licensing boards set performance standards and expectations
that focus attention on patient safety? Are they enforced and
monitored? Are periodic re-examinations and re-licensing of key
providers based on both competency and knowledge of safety
practices? Are there continuing education credits that focus on
patient safety? If not, what would be needed to implement these
practices?

6 Have licensing boards worked with certifying and credentialing
organizations to develop effective methods of identifying unsafe
providers and taking relevant action?

6 What are the specific procedures in your state for handling
complaints against providers, such as the process for investigating
and resolving complaints? Are cases handled in a timely manner?
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States as EDUCATORS: The power of information

Providers, purchasers, and consumers are searching for information on best practices and safe care.
States can assgt by publicizing the availability of resources and helping to develop needed new
resources.

According to a1999 survey conducted by the Henry J. Kaiser Family Foundation and AHRQ,
Americans see arole for government in promoting, monitoring, or providing information about the
quality of hedlth care. Almost 75 percent of the people surveyed believe the government should require
healthcare providersto report al serious medical errors to make sure that thisinformetion is publicly
avallable, and they rgect concerns about protecting the privacy of patients and medicd staff as reasons
to withhold this informetion.

One quedtion for states to consider is how to present information to the public. The state must balance
the public’s demand for information with efforts to ensure that the information released is accurate and
eadly interpreted. States need to consider how to responsibly collect, validate, and present information
to the public and policymakers without atacking the system, unnecessarily frightening consumers or
providing fase assurances, or placing ingppropriate blame and discouraging information sharing for
safety improvements.

Some states provide hospital performance reports, or report cards, on specific procedures, such as
risk-adjusted mortality rates for heart attacks, strokes, or hip surgery. Thisinformation may be useful

to consumers in making decisions about where to get care, for purchasers in deciding where
beneficiaries should get care, and to providers by identifying opportunities for quaity improvement.
Again, risk adjusments for age, rdlative illness, and other factors can be very complex, and reports may
need to explain in detail how the numbers were caculated and the shortcomings in using the data so that
readers can understand and use it appropriately.

An increasing number of states have passed laws that require state agencies to provide internet-based
practitioner profiles with practice information such as practitioners education and training, specidties,
hospitd affiliations, disciplinary actions, closed mal practice cases, and hospita disciplinary proceedings.
Different states use different gpproaches to gather information; some may indicate on their webstes that
information is self-reported by practitioners and not verified by licensng boards. Health Care
Choices providesinformation on State legidation for physician profiling on its website
(www.hedlthcarechoices.org).

There are ready-made resources available to assist in educating the public about patient safety issues.

National Academy for State Health Policy < © March 2001 47



AHRQ has developed severd patient fact sheets that describe how consumers can take a proactive
gpproach to managing the quality of their care. Theseinclude 5 Stepsto Safer Health Care, whichis
being used by dl QuIC agencies, and 20 Tips to Help Prevent Medical Errors. The agency has aso
developed a guide to help consumers avoid medication errors; it explains how to get and follow an
gopropriate trestment plan, take medications safely, and get hep when it isneeded.  Alternatively,
gtates may want to follow the lead of those states that have devel oped state-specific information. While
no nationd clearinghouse currently exigts for this information, states may contact AHRQ for information
about QuIC initiatives or use the patient safety LISTSERV administered by NASHP to share thistype
of informetion.

States can help private providers learn where to access best practice information by publicizing
information about current research and sponsoring forums to inform providers. They can dso provide
educationa programs for health professions students at public universities and for licensed practitioners
through continuing education credits for licensure and accreditation. AHRQ is currently sponsoring
research that focuses on the causes of medical errors, reporting strategies, patient safety interventions,
the use of appropriate technologies to reduce errors, the impact of work conditions on patient safety,
and provider education Strategies.
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What are key questions for states as educators?

6 Has the state identified an entity responsible for providing consumers
with information about patient safety issues?

6 Have consumers been educated about how to actively monitor the
safety of the healthcare services they receive? Are practitioner
profiles available?

6 Has information about systems improvements been provided to the
media, so that it can educate the public responsibly, shift away

from a culture of blame, and provide information on programs and
procedures in place to reduce medical errors?

6 Does the state have an ombudsman program to advocate for
patients? Does the program have appropriate access to infor-
mation and authority to act?

6 Do health professions schools and continuing education programs
include curricula and provider education about patient safety
iIssues?

6 Have facilities been educated about reporting requirements and best
practices?
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States as CONVENERS: Taking a collaborative approach

With few exceptions, state responsibility for patient safety is spread across a number of Sate agencies.
States can act as conveners on two levels. they can convene their own agencies to create a unified
gpproach to patient safety, and they can dso facilitate the discussion of roles and responsibilities with
other stakeholders.

In many states, coditions are forming so that stakeholders can share knowledge and resources and
develop strategies to reduce medical errors and improve patient safety. Coalitions may act in an
advisory capecity to the sate in the development and implementation of reporting requirements.
Providers may furnish recommendations on quality and patient safety measurement/data collection as
they relate to defining reporting requirement terms, developing consensus about what should be
reported, and considering how to improve the quality and consistency of reports. Coalitions may be
useful in increasing awareness of error prevention and mitigation strategies and identifying and
implementing best practices. (Refer to Tables 1 and 2, earlier in thisreport, for potentid codition
partners.)

The Massachusetts Coalition for the Prevention of Medical Errors, for example, was founded in
1997 by the Department of Public Health, the Massachusetts Hospital Association, and the
Massachusetts Medicd Society to develop and implement a statewide initiative to improve patient
safety and minimize medica errors. The codlition has circulated medication best practices, issued safety
derts, sponsored educationa programs for providers, and issued a consumer pamphlet. It may serve
asamodd for other satesthat are interested in developing Smilar partnerships.

Coadlitions require staffing and support. To assure codlition members are able to advance collaborative
projects to improve patient safety and share information, clear goa's and measures of progresswill be
needed.

In addition to Sate partners, there are regiona governmenta agencies and private entities that may be
interested in forming partnerships. According to the QuIC report, the network of 53 Peer Review
Organizations (PROs), which contract with HCFA to monitor and improve utilization and qudity of
care for Medicare beneficiaries, are working to reduce errors of omission through their performance-
based contracts. The PROs are working toward preventing failures and delays in delivering services
for breast cancer, diabetes, heart attack, heart failure, pneumonia, and stroke. These PRO efforts have
aready decreased mortdity for heart attack victims. HCFA aso plansto develop a pilot project
through the PRO program for up to 100 hospitas that volunteer to implement pendty-free, confidentid,
mandatory reporting systems using NQF s recommendations for reporting. The pilot projects will
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asss hospitds in changing their medicd ddivery systemsto reduce or diminate errors.

AHRQ isdeveoping Patient Safety Indicators (PSls) through the Hedlthcare Cost and Utilization
Project to help identify potentia in-hospital patient safety problems. A team of dlinical and
methodologica staff developed the PSI dgorithms that examine ICD-9-CM codes that may, in
combination, reflect complicationsin care. PSIs were developed for sutures of lacerations (stitches) in
elective surgica cases, perforation diagnosesin ective surgica cases, post-operative infectionsin
elective surgicd cases, transfuson reactions, foreign bodies left during procedures, infections due to
procedures, iatrogenic conditions, wound disruptions, miscellaneous misadventures, obstetrical
misadventures, and birth traumas. A summary measure indicating the presence of any of these PS
eventswas aso developed. PSIsare being interndly and externdly reviewed and vaidated prior to
public release, which is anticipated by fal 2001. The resultant PSls should provide an efficient means
to identify potentid in-hospitd patient safety problems. States will be able to uses the PSIs, which will
be available on AHRQ' s website, free of charge, to run agorithms againgt their own data to identify
problems and potentialy prevent hospitaizations.

What are key questions for states as collaborators?

6 Are there opportunities to co-host forums and invite experts to
describe the problem and discuss lessons learned?

6 Is the PRO in your area actively engaged in medical errors reduction
strategies? Can you partner with them?

6 Has the state considered convening a task force to bring together
various state agencies? Are the task force goals clearly delineated?
How will progress be benchmarked and measured?

6 Are there opportunities to initiate or join coalitions with providers,
purchasers, and consumers? Are the coalition goals clearly
delineated? How will progress be benchmarked and measured?
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1 Agency for Healthcare Research and Quality,
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How CAN STATES PAY FOR PATIENT SAFETY IMPROVEMENTS?

Some date activity on patient safety, such as coordinating fragmented state activities, analyzing existing
databases, convening ameeting with key stakeholders, or providing generd education to the public
about medica errors, can occur &t little or no cost. However, sustained activity takes resources.

The gtate of Minnesota s extrapolation from the Ingtitute of Medicine report suggests that improving
patient safety can lead to cost savings (see  States as Purchasers,” earlier in thisreport). But these
savings may not be redlized directly by the state and may be sometimein coming. Funds for start-up
activity and gaffing are needed now, but no discrete funding is available.

Both the federd government and state governments fund activities for hospital oversght. Statesreceive
federd funding for avariety of activities, including conducting annua surveys of ten percent of non-
accredited hospitals and vaidation reviews for five percent of accredited hospitals. States may provide
funding for date licensure activities, dthough in some states funding is scant, and non-accredited
hospitas are only surveyed every 7-10 years. Asaresult, sates clam that the funding isinsufficient to
adequately monitor patient safety, let done fund additional state patient safety improvement projects.

In support of this argument, annua funding for nursing facility surveysis nearly three times higher than
funding for hospita survey activity on a per facility bass.

The Indtitute of Medicine report recommends that funding and technical expertise be provided to dl
state governments to establish error reporting systems or adapt their current systems. However, federa
bills introduced during the 2000 congressona session called for the establishment of nationd voluntary
reporting systems and did not provide concomitant resources to the states.

States can think broadly in terms of funding sources. AHRQ isreleasing a series of Requests for
Applications (RFAS) on the following topics:

Hedth System Error Reporting, Analyss, and Safety Improvement Demondirations,
Centers of Excellence for Patient Safety Research and Practice;

Developing Centers for Patient Safety Research and Practice;

Clinicd Informatics to Promote Petient Safety;

Effect of Working Conditions on Petient Safety; and

Petient Safety Research Dissemination and Educetion.

o gk wbdhE
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The RFAsfor thefirgt three topics listed above were dl released by February 2001. The gpplication
deadline for the second and third RFAs had passed prior to publication of this report (January 2001);
gpplications for the first RFA are due April 27, 2001, with aletter of intent due by April 2, 2001.
Although these RFAs focus on research to add to the body of knowledge about patient safety and
medica errors, additiona funding will be required for implementation. States may be interested in
teaming up with academic ingtitutions for the andytic and research components of these RFAS.

Other federd sources of funding may become available as agenciesimplement srategies outlined in the
QuIC report, and states may want to watch agencies such as HCFA and the Centersfor Disease
Control and Prevention (CDC) for funding opportunities.

Some gtates have secured additiona state or federal funding to study patient safety issues and to
organize gaff to systematically address medica errors.

1 lowa received a $549,000 grant from CDC for a study by the lowa Department of Public
Hedth and the University of lowa College of Public Hedlth to examine hedth system
characterigtics that contribute to errors, to solicit Srategies for improvement, to identify current
data being collected in hospitals and long- term care ingtitutions, and to hold conferences and
meetings to discuss patient safety issues.

The Florida Legidature gppropriated $91,000 for the work of the Commission on Excellencein
Hedth Care (s2e “The role of the legidature,” earlier in thisreport, for details).

The newly created New Y ork Center for Patient Safety received an approximately $3 million
appropriation from the New York Legidature in FY 2000 that was re-appropriated in FY
2001 dong with an additiona $5 million (see “The role of the legidature” for details).
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Agency for Healthcare Research and Quality grant
information, www.ahcpr.gov/fund/grantix.htm.

The Health Care Financing Administration, www.hcfa.gov.

The Centers for Disease Control and Prevention, (Division of
Healthcare Quality Promotion within the National Center for
Infectious Diseases), www.cdc.gov.

Agency for Healthcare Research and Quality, Small Grant
Program for Conferences, www.ahcpr.gov/fund/96015.htm.

The websites for New York Center for Patient Safety and the
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www.doh.state.fl.us/mqa.
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CONCLUSIONS

The events that result in medica errors are not likely to disappear without serious atention from dl
dakeholders. While tates are currently struggling with lack of state-specific data, they can assemble
the appropriate agencies to assess existing information and begin moving forward to develop
mechanisms to establish state estimates and focus on known steps that have the most potentia for
impact in thelr sate environments.

States may discover other opportunities to address patient safety issues and medica errors that are not
liged in thisreport. For example, some states have consdered granting funding to providers and
researchers to encourage innovation. Other considerations may include such questions as, Can states
secure funding and play arole as agrantor? Can states address patient safety concerns through other
dtate venues, such as Certificate of Need (CON) policies? Can states use their nationd venuesto play
arolein advocating state needs to the federa government?

A comprehensive approach that addresses multiple roles will be required in order to be effective.
Research continues on understanding the epidemiology of medica errors and practices that most
improve patient safety. New data sources will continue to emerge. Funding opportunities, as
recommended in the Indtitute of Medicine report, may emerge as well through Congressiond action or
avariety of federal agencies, such as AHRQ, HCFA, and CDC. In the meantime, states have an
opportunity to identify patient safety champions, unify state agency gpproaches, and partner with
private purchasers and providers to address the issue. States can share Strategies and learn from each
other through nationa conferences and other forums, such as NASHP sLISTSERV for dtate patient
safety leaders. States have an opportunity to try cregtive approaches in avariety of settings and
become laboratories of innovation to inform the nationa health policy debate about patient safety.
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