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Abstract

In its 1999 report on patient safety, the Institute of Medicine recommended a
nationwide mandatory reporting system to collect standardized information about
adverse events. Efforts at instituting a national system have stalled, and both State
legislatures and private or quasi-regulatory organizations have highlighted
systemic breakdowns as being chiefly responsible for the “safety” problem, and
have recommended eliminating the traditional clinical boundaries that discourage
adverse event reporting, replacing them with a “safety culture.” This research
examines the role of State legislatures in regulating patient safety. The authors
suggest that State patient safety regulation illustrates ongoing tensions in U.S.
health policy, and conclude that State legislation serves an important function as
an intermediate step to bring the patient’s perspective to the table.

Introduction

The Institute of Medicine (IOM) report, To Err Is Human: Building a Safer
Health System,' called for radical changes in health care organization and culture,
and urged that the problem be addressed at a national level. Two years later, in a
follow-up report looking at quality of care, the [OM reiterated this point more
forcefully.? However, despite the generally positive response to these reports,
national reform efforts have stalled.>* The IOM reports and concurrent research
concur that while the causes of adverse events (AEs) are multifaceted, the search
for a solution is compounded by systemic breakdowns in health care planning,
organization, and communication.” The IOM urged adoption of an internal “safety
culture” within health care institutions; however, it was not instructive on how
this could be accomplished. While there have been scattered Federal efforts at
addressing the patient safety dilemma,® in the absence of a national model, State
legislatures have been active in creating structures for reporting of adverse events.
(The abbreviation AE will be used throughout the paper to denote “adverse
event,” “medical error,” etc., for purposes of a standard terminology.)
Credentialing organizations, peer review entities, and quasi-regulatory bodies
such as the Joint Commission for Accreditation of Healthcare Organizations
(JCAHO) have also offered responses to the IOM report.” What has emerged is a
period of experimentation with internal and external regulatory models, spurred,
in significant part, by constant media attention.

In this research, we examined State legislative responses to pressure from
constituents and policymakers to address the patient safety problem. State
regulation illustrates many of the ongoing tensions in United States health policy:
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tensions among stakeholders (providers, payers, patients, and institutions);
tensions created by structural changes (e.g., the shift from nonprofit to for-profit
management of institutions, the consolidation—and closing—of many
institutions), and the shift from to outpatient services.®

The media has focused attention on the public’s perception of its vulnerability.
In one national poll, 42 percent of respondents claimed to have been personally
affected by an AE, and 32 percent indicated that the error had caused permanent
damage. There is a perception that the health care system is rife with errors.’
Legislative and regulatory efforts to improve patient safety illustrate the
complexity of system change, a process that is democratic but difficult to
implement. The first IOM report' focused on AE in acute care; research has also
documented serious lapses in outpatient settings.® ° Earlier research on patient
safety focused on errors of commission (wrong surgery, wrong patient, wrong
medication).'® Errors of omission (failure to prescribe or diagnose) are also
patient safety concerns; however, these are elusive and more difficult to
document. Errors may also exhibit characteristics of both omission and
commission. This is especially true of systemic errors. For example, disparities in
the health care system are errors of omission because are frequently caused by a
lack of services, especially for prevention and diagnosis. But they can also be
considered errors of commission; for example, when brought about by the
exclusion of groups from services, or by discriminatory policies.” '

Methods

Several studies have looked at State patient safety regulation, and have
classified States according to provisions relating to mandatory or voluntary
reporting; peer review protections and confidentiality; and quantification of
results. We do not repeat those efforts, although we do document some regulatory
provisions implemented after the dates of those studies. The purpose of this
examination was to catalogue the structural features of the State regulatory
efforts, and to pinpoint some of the concerns raised by the structures.

We collated existing studies of State legislation, including the 2000, 2001, and
2003 studies by Rosenthal,'* " Riley,'* ' Marchev,'®'” and Flowers'® for the
National Academy for State Health Policy. We also looked at studies by the
National Patient Safety Foundation,'” the Agency for Healthcare Research and
Quality (AHRQ),” and the Institute of Medicine,’ as well as studies looking at
data collection mechanisms,*" # disclosure,” ** computerized physician order
entry (CPOE),” and the relationship between AE and malpractice.”®*’ Finally, we
searched Internet databases—including Google,™ MEDLINE,® Westlaw,® and
PubMed®“—for the current status of patient safety reporting legislation. We
looked for the terms “patient safety” and “State legislation” (searching for both
terms within one paragraph) for legislation passed between 2000 and 2004.
Google revealed 1,660 matches, PubMed gave 179 (using the term “legislation”
rather than “State legislation,” which revealed no matches), and Westlaw revealed
149 matches. We excluded reports of pending legislation, unless it appeared that
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the legislation had been enacted. Duplicate databases were searched for recently
enacted legislation.

We included only legislation that contained terms relevant to reporting of AE
(using all of the terms we identified above, including “sentinel events” and “near
misses”). We did not include legislation that addressed other patient safety—
related issues (e.g., legislation designed to regulate managed care abuses, which
were passed during the 1990s), and also excluded legislation limiting nurse
overtime, staffing, or resident work hours. While such legislation is clearly related
to patient safety, the purpose of this research was to examine mandates relevant to
reporting and documentation of errors, rather than prevention.

Results

These findings include only issues related to State legislation, although in the
Discussion section we explore how State legislation should view possibly
conflicting reporting policies of quasi-regulatory bodies such as JCAHO. The
National Academy for State Health Policy (NASHP) conducted the most
extensive studies of State AE reporting legislation, in 2001-2004.'% 13- 16718
However, playing the numbers game with respect to State legislation may not
reveal the full picture, since State databases may have a time lag, and reliance on
news reports is not always accurate or complete.”®

The key issues addressed by State legislatures fell into several categories,
which are enumerated in Table 1.

Table 1: Most common issues addressed by States

Issue Number of States
Terminology and definitions 12
Voluntary vs. mandatory reporting 6
Confidential or public reports 6
Reporting parameters (all AE; only AE causing injury; AE All
including “near misses”)

Reporter protections 6
Designated review bodies and sanctioning authority 5
Computerized drug order entry systems (CPOE) and 2
electronic patient records

Penalties and/or incentives for reporting or non reporting 2
Admissibility of reports as evidence in medical malpractice 4

litigation or disciplinary proceedings

Terminology and definitions

The lack of clear, accepted terminology has complicated the development and
comparison of reporting mechanisms. JCAHO, IOM, and NASHP use different
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and sometimes contradictory terminology in their own descriptions of AE, and the
IOM Report does not distinguish between “medical error” and “adverse event.”
The 2001 NASHP study'? found no consistent terminology or definitions in State
statutes. Two of the States in the 2000 NASHP study used “adverse event,” and
six States used a similar terminology; however, the specific definitions varied
considerably. Seven States did not provide a standardized AE definition, but
specified the types of events that must be reported.

Many statutes recognize that not all AEs are caused by errors, and attempt to
incorporate some non-injurious AEs into the reporting structure. The more
complicated areas involved whether and how to include “near misses”—non-AEs
that are caught before they could cause injury. The States that have detailed
provisions generally attempt to cover at least some of these events, for example
the term “has resulted in or is associated with ... the immediate danger of serious
injury, disability or death....” (used by Connecticut).”’ Some provisions are vague
or not clearly defined (e.g., “Any agent or employee ... who knows or has
reasonable cause to believe that the quality of care ...or safety is in jeopardy shall
make an oral or written report...”").

With respect to specific State provisions, Connecticut defines AE as “any
event that is identified on the National Quality Forum’s List of Serious Reportable
Events or on a list compiled by the Commissioner of Public Health and adopted as
regulations.”'® These lists include what are generally considered “near misses” as
well as actual, injurious errors.”® The Connecticut statute also classifies AEs as
Class A (an AE that “resulted in or is associated with a patient’s death or the
immediate danger of death™); Class B (an adverse event that “resulted in or is
associated with a ...serious injury or disability or the immediate danger of serious
injury or disability”); and Class C (an adverse event that “resulted in or is
associated with the physical or sexual abuse of a patient™).'® Nevada and a
number of other States use the term “sentinel event” (the JCAHO terminology).
Nevada defines a sentinel event as “an unexpected occurrence” involving death or
serious injury or the risk thereof, including any “process variation” which, if
repeated, could result in a “serious adverse outcome.” Arizona requires reporting
of “an activity, policy, or practice that violates professional standards or the law
and poses a substantial risk to a patient’s health, safety, or welfare.” In Maine, a
sentinel event includes “An unanticipated death; or a major permanent loss of
function ... not present when the patient ...[was] admitted to the facility; [or]
surgery on the wrong patient or wrong body part...” Minnesota was the first State
to specifically incorporate the 27 “adverse health events” (“never” events) listed
by the National Quality Forum. A Glossary of “reportable events” is contained in
Table 2.

Mandatory versus voluntary reporting

In 2003, NASHP found that 22 States had some form of mandatory
reporting.'” '® In 2004, Connecticut and New Jersey revised or expanded
mandatory reporting provision, bringing the total to 24 States. While these
statutes have extensive and detailed descriptions of the categories and processes
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of reporting, they do not contain a clear definition of “mandatory.” Whether
reporting is mandatory is highly subjective; even if statutes do not use the word
“mandatory,” intent may be discerned through the use of words like “must,”
“should,” or “shall.” Some States have limited mandatory provisions; for
example, California’s mandatory reporting law applies only to medication errors,
and only after the institutions meet the statutory requirement to develop CPOE.

AE reports may be mandatory at some stages but not at others. Where a
statute sets up a reporting entity, reports from the individual are usually given to
an institution’s reporting body and then to the State-mandated entity, but whether
the term “mandatory” applies to the initial witness to an AE, or to a report from
the institution to a State agency may be unclear. Arizona requires that “each
health care institution...shall adopt a procedure for reviewing reports.”
Connecticut requires “a hospital or outpatient surgical facility ... to report any
adverse event to the Department of Public Health within seven [7] days of its
occurrence,” and mandates specific timelines for investigation and action. Illinois
requires institutions “to report serious preventable adverse incidents to the
Department of Public Health,” but is silent on how institutions learn about the
AE. In Florida, there is an “affirmative duty of all health care providers and all
employees...to report adverse incidents to [the institution] risk manager.”
Kentucky law states, “Any employee [who witnesses an AE] ... shall make an
oral or written report of the problem...” These provisions represent different
reporting mechanisms and mandate reporting at different stages. The Maine
statute “establishes a system for reporting sentinel events for the purpose of
improving the quality of health care,” but does not indicate whether reporting is
mandatory. Several other States use “must,” “should,” or “shall” terminology,
again without specifying that reporting is mandatory.'*

Investigation and analysis

In the 2001 NASHP study, 15 States specified agencies to handle and/or
investigate reports, and 4 States specifies agencies to study whether and how
incidents or events should be reported (but not to collect or analyze reports). In
some instances these are new agencies that have been created within an existing
health department or are freestanding agencies. Connecticut, Maine, and Nevada
require reports to be made and investigated by the State Department of Health.
Kentucky requires reports to be made to “any appropriate private, public, State, or
Federal agency.” Maine health care facilities must report sentinel events to the
State Department of Human Services, Division of Licensure and Certification.”'
Patient safety-specific data collection agencies were created in Minnesota
[Minnesota Health Authority (MHA) Patient Safety Registry], Nevada
(Repository for Health Care Assurance), and Louisiana (Medical Disclosure
Panel). The California medication error reporting system requires the Office of
Statewide Health Planning and Development to contract for development of a
quality-oriented database and to assist institutions in developing a CPOE system
(reporting is not mandatory until the CPOE program is implemented).
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A number of States established advisory or investigatory bodies to study
conditions and implementation within the State or elsewhere. Hawaii created a
Patient Safety Task Force and Indiana created a Commission on Excellence in
Health Care, to study the quality of health care and to develop a strategy for
improving the health care delivery system. Missouri created a Commission on
Patient Safety to develop error-reduction mechanisms, and Florida created a
Commission on Excellence in Health Care. Florida subsequently passed a
mandatory reporting statute that requires institutions to summarize and post
“adverse incident reports” on the Internet.'' Minnesota’s statute mandates that the
Department of Health monitor patient safety reporting systems in other States and
at the national level, to ensure consistency and efficiency for Minnesota’s system.

The National Association of State Legislatures has published a guide for
State-level policymakers,™ to assist in the statutory definition process. The system
was developed to help policymakers develop, refine, and clarify mandatory
reporting systems, and potentially to compare their data nationally. The guide
includes a crosswalk matrix that compares the National Quality Forum’s (NQF’s)
list of serious reportable events®’ to existing State reporting systems, and
discusses further steps recommended by States to support the use and consistent
implementation of the NQF list.

Confidentiality and peer protection

Because of concerns that patient safety reporting data could be used in
malpractice litigation, many statutes provide for protection from disclosure
through discovery or subpoena.” The level of protection varies from State to
State, but the most common form of protection is to provide only limited access to
individual (identified) reports. Other mechanisms include removing identifying
information, making reports anonymous, and destroying reports once an
investigation is complete.'* '* Of course, Federal, State, or regulatory bodies may
also obtain access to data, and inconsistencies between a statutory data protection
provision and a contradictory mandate elsewhere would have to re resolved, either
by agreement or through the courts. A March 2000 roundtable discussion,
sponsored by the Kaiser Permanente Institute for Health Policy on the
recommendations of an [OM report,34 advised that a default reporting strategy
include “confidential reporting to a nonregulatory national entity” as the primary
vehicle to collect information on adverse events and near misses, and to promote
learning. The roundtable concluded that a voluntary reporting system with strong
confidentiality protections would provide incentives for reporting and would
create an effective basis for patient safety system improvement.

There is a broad range of State confidentiality and peer review protections.
Nevada’s statute provides that “no report, document, recommendation, or any
other material compiled pursuant to the reporting of sentinel events is admissible
as evidence in any administrative or legal proceeding.” New York protects
incident reports from “public disclosure”; however “the [reporting] system is
nonpunitive for reporters, and punitive for failure to report”; nonreporters may be
fined (there is a chart review provision). Texas law considers all information and
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materials (the root cause analysis, annual hospital report, action plan, best
practices report, department summary, and other related information and
materials) as confidential and they are not admissible as evidence or otherwise
disclosed in any court or administrative proceeding. Rhode Island’s reporting
system incorporates existing peer review protections by reference. But the
continued validity of peer review is currently in question, following recent
Federal and State court decisions limiting the privilege in certain instances.'® >

Sanctions and disclosure

Sanctions and disclosure are closely related to the mechanisms of
investigation and analysis, and to peer review and confidentiality. Three issues are
relevant here: whether the identity of reporters is disclosed and whether
provisions exist to protect reporters from retaliation; whether there is a structure
for notifying patients or relatives that an AE has occurred and of the outcome of
the investigation; and whether the results of root cause analyses or other
investigations should be made public. NASHP notes that the most frequent use of
data from incident or error reports is aggregating data to identify trends; according
to the 2003 NASHP study, this is done in 10 mandatory-reporting States, while 9
States administer sanctions and corrective action, and 8 States issue public
reports.

Eight of the States in our analysis require health care institutions to adopt
patient safety plans for reviewing incident/event reports (Maine, Minnesota, and
Nevada have the most detailed provisions). Connecticut and New York provide
for disciplinary action when incidents are not reported. Arizona, Illinois,
Kentucky, and Maine have policies forbidding retaliation, and protecting reporters
from retaliation. Kentucky, Minnesota, and Nevada also require that the
confidentiality of patients and personnel be maintained, and that the integrity of
data, information, and medical records be preserved; these States impose an
affirmative duty to report errors and safety violations. In Pennsylvania, failure to
report, or to develop and comply with a patient safety plan, may incur sanctions.
Pennsylvania also requires physicians to report complaints, disciplinary actions,
malpractice suits, and criminal offenses to the Professional Licensure Board.
Illinois, New York, and Pennsylvania require that adverse events be disclosed to
patients. (Pennsylvania’s provision is the most stringent, requiring that
notification to the patient, or to an adult family member, must be made within 7
days of the occurrence or discovery of the occurrence of the serious event.)

Discussion

Efficacy of reporting systems

Despite the proliferation of State reporting legislation, the data is unclear,
first, as to whether AE reporting is effective, and, second, as to whether States are
suitable vehicles for implementing AE reporting. The JCAHO voluntary reporting
system found that, in 5 years (January 1995—-March 2000), approximately 550
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sentinel events were reported, and an additional 250 were discovered through
media reports.*® After New York adopted a mandatory reporting law, reports of
AEs increased from 16,939 in 1999 to 24,368 in 2000, and to 28,689 in 2001.
However, numbers do not tell a complete story, and these data should be
interpreted as an illustration of changes in the culture of adverse event reporting,
and not as overall increases in the number of AEs. The existence of a reporting
system, especially a mandated one, commonly increases the number of reports,
particularly in the initial phase.

Table 3 illustrates some of the concerns and disparities inherent in reporting
systems. It compares adverse event reports from the four major national voluntary
reporting systems for medical errors and preventable adverse events, and 3 years
of adverse event reports to the New York Patient Occurrence Reporting and
Tracking System (NYPORTS).”” The New York law is a mandatory reporting
law. JCAHO and New York are the only agencies that address the full range of
adverse events, and JCAHO’s system is partially mandatory, because if a hospital
fails to report an event that JCAHO subsequently learns of from a third party, the
hospital is required to conduct an analysis of the root cause, or risk loss of
accreditation.”®

The disparity between the JCAHO data and the New York State data suggests
that mandatory reporting may yield a more accurate counting of AEs; however,
the difference between voluntary reporting and mandatory reporting is unclear.
First, the JCAHO figures listed here are older than the New York figures, and
begin before the release of the IOM report. Vague terminology blurs the
distinction between mandatory and voluntary, and many reporting provisions do
not specify where in the process the mandate applies—whether everyone who
witnesses an AE is required to report it to the institution, or whether the mandate
requires the institution to report AEs to a State agency or entity. Moreover, unless
a State or accrediting body uses chart review or a similar method to document
disparities between what is reported and AEs that show up on a chart, as the
NYPORTS program does, it will be difficult to document the success of
mandatory reporting, without significant culture change within health care
organizations. CPOE represents a potential success story. Studies show that
CPOE may reduce medication errors by 86 percent; at the present time, however,
only 3 percent of hospitals have such systems.? California currently is the only
State to require CPOE; initial studies indicate that 150 hospitals, or 46 percent,
have active plans to complete CPOE implementation by 2005.%° As the data
suggest, however, the system is still in the preliminary implementation phase.
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Barriers to peer review protections

There is little evidence of a causal relationship between mandatory reporting
and medical malpractice litigation; however, most States attempt to protect AE
reports from compulsory disclosure through the legal process. The level of
protection varies among State statutory provisions, and recent legal decisions may
undercut State peer review protections. (See “Note” at the end of this manuscript).
Currently, State provisions include protection of some data from legal discovery,
and some States protect data in the event of a Freedom of Information Act
request. The most common form of protection is limited access to individual-level
(i.e., identified) reports, a promise of confidentiality, or anonymous reporting.
Any report that has as an ultimate goal some form of sanction is difficult to
maintain as confidential, and anonymity limits the utility of data for
accountability and patient disclosure.'®**

The design of mandatory reporting systems can minimize concerns about
public disclosure and legal discovery of data, but the advantages may be limited.
Reporting systems can be designed so that deidentification of data and
anonymous reporting make data less useful for legal discovery. Public reports can
be aggregated and deidentified, as is required by a number of State statutes. Other
mechanisms include removing identifying information, making reports
anonymous, and destroying reports once the investigation is complete.'>

The issue of confidentiality and data protection is closely tied to the
underlying purpose of the statute. If the purpose of a reporting provision is for the
purpose of information-gathering and system correction, confidentiality is a
significant factor in encouraging reporting; however, if the purpose is for
disclosure and remediation form the patient or injured party, confidentiality may
undermine the stated purpose. This remains one of the underlying points of
dispute in the reporting environment.*’

JCAHO and other quasi-regulatory organizations:
the need for State reporting legislation

AE reporting has considerable support from the public, but still encounters
resistance on the part of the medical profession. A recent poll found that 71
percent of the public but only 23 percent of doctors felt that reporting AEs to a
State agency would be an effective solution to the problem. Sixty-two percent of
the public, but only 14 percent of physicians, felt that AE reports should be
publicly disclosed.”* ** The reasons for this are obvious: health professionals are
more aware—and therefore more fearful—of the consequences of reporting (not
only of malpractice litigation, but also of disciplinary actions by professional and
regulatory bodies). Some statutes have tried to address these concerns by
incorporating confidentiality or nondiscovery provisions, but the statutes are too
new to see whether these provisions increase reporting, and have not yet been
subject to legal challenge.
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Professional associations and quasi-regulatory bodies may have outpaced the
States in some respects. For example, JCAHO requires that all AEs (in particular,
sentinel events) be investigated and a preventive action plan developed within 45
days of the event. The investigation must focus on systems and processes, not
individual performance, and is intended to identify changes within the system of
care that would reduce the risk of recurrence. JCAHO has adopted standardized
definitions: a sentinel event is “an unexpected occurrence involving death or
serious physical or psychological injury, or the risk thereof.”’ Serious injury,
under the JCAHO provisions, includes loss of limb or function. The phrase “or
the risk thereof” includes any “process variation” for which a recurrence would
carry a significant chance of a serious adverse outcome. According to JCAHO,
the classification of an AE that was avoided or did not result in injury is drawn
from the “near miss” reports common in the aviation industry. Although
JCAHOQO'’s reporting and oversight systems are voluntary, a health care
organization’s accreditation may be placed in jeopardy if an event is discovered
and has not been reported, analyzed, and managed by the organization in
accordance with JCAHO guidelines.

However, JCAHO is a regulatory body created by and, to some degree,
controlled by the industry it regulates—hospitals and health care professional
associations—and its objectivity is not absolute. JCAHO has been criticized for a
failure to adequately monitor quality in a meaningful way and for failing to make
its detailed survey data public. In 1999, the Office of the Inspector General in the
U.S. Department of Health and Human Services*" ** found that JCAHO gave low
priority to unannounced hospital surveys, responses to complaints and major
adverse events, and standardized performance measures. Reliance on JCAHO
oversight may compound existing deficiencies in the oversight system.

While much of its work is closely identified with the public interest, it is not
certain that JCAHO will side with the public if there is conflict between
embedded interests of the profession and those of the public. For example, the
JCAHO position statement on Reporting of Medical Errors’ does not mention
disclosure of reports to patients. The JCAHO dissemination provision talks about
disclosure of information “to permit health care organizations, where appropriate,
to redesign their systems and processes to reduce the risk of future errors,” and
further talks about its goal of aggregating AE data. Only two of the JCAHO
reporting mandates address the need for peer review and confidentiality
protections. In contrast, State legislatures are political bodies, and while they are
not always responsive to every citizen, many of the current statutes contain strong
patient disclosure provisions.” JCAHO indicated that it would convert most of its
assessments to a hospital survey protocol that emphasizes self-assessment, which
has been criticized as more collegial and less regulatory in nature than the current
procedure. A recent report to Congress by the Center for Medicare and Medicaid
Services (CMS) documents validation studies that indicate that JCAHO was least
reliable in assessing Medicare Conditions of Participation (CoPs) when self-
assessment activities were a primary component of the monitoring process.*
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Given the extensive reach of the JCAHO process, it is not clear what State
statutes can add to the process. As part of its accreditation process, the JCAHO
requires “full and timely access” to data in a health care organization’s reporting
system, including data about the adverse events, their root cause analyses, and the
actions taken to reduce future risk.” Forty-seven States deem JCAHO
accreditation as indication of compliance with State rules. What is not clear,
however, is what happens when there are disparities between the JCAHO patient
safety provisions and specific State legislation. Some State legislation has been
tailored to conform to JCAHO mandates. Despite the tailoring, there may be
differences in the underlying purpose of a State law and JCAHO provisions. It
should be noted that JCAHO provisions by themselves have no formal legal
effect, although CMS and most State regulatory bodies “deem” hospitals to satisfy
health and safety requirements if they have met JCAHO standards.

The complexity of mandated reporting

Even where reporting systems exist, either mandatory or voluntary, physicians
are the health care professionals least likely to be reporters.” In part, this is due to
the fear of malpractice litigation or other forms of reprisal, discussed above. But
silence, or nondisclosure, is more deeply embedded within physician culture than
it is in nursing or other areas. This suggests that, regardless of whether or not
there are statutory mandates, and whether or not these are voluntary or mandatory,
there will be continued resistance until the internal culture is significantly
changed.

In practice, there is little difference between statutory provisions requiring
voluntary reporting and those mandating reporting. As suggested above, AE
reporting is a two-stage process: a report from the actor(s) to the institution and a
report or summary of reports from the institution to a State or designated agency
repository. Investigation may take place at both stages. It is difficult to monitor
the first stage, unless there is a corresponding review of patient charts or of
contemporaneous reports. The difference, then, has more to do with the general
message rather than the precise statutory language.

The potential for conflict among the sources of regulation is compounded by
lack of consensus about the appropriate terminology. Clinicians, administrators,
regulators, and consumers do not agree on the broad terminology, or on the
meaning of specific terms. The confusion is not only semantic. Individuals
dissatisfied by their care have a range of options: they may undertake litigation,
file a complaint, appeal a decision by a provider, or make an informal expression
of dissatisfaction. Health administrators and courts often use terminology and
procedures that patients and clinicians may not fully comprehend. Some terms
have specific meaning in health care culture, but may be used interchangeably by
the patient/consumer. The National Patient Safety Foundation (NPSF) has a Web
site specifically designed as a search engine for terminology, allowing the reader
to search through the NPSF database for specific terms. Statutes and regulations
should have a clear meaning that can readily be understood. The legislative
provisions and regulations examined in this paper are not always specific as to
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meaning, and legislatures may understand a term in a context different from how
it is understood in clinical settings.

Conclusion

The emergence of patient safety as a “hot-button” issue coincided with a
fundamental change in the culture of health care, as health care organization
shifted from a clinician- (usually physician-) centered system to a multi-tiered
system of negotiated care with many stakeholders. Most oversight mechanisms
were set in place when fee-for-service care governed clinician-patient
relationships, and at a time when limited external technologies (medical devices
and pharmaceuticals) were available. In the current health care environment, that
structure seems inadequate and diffuse, with multiple and overlapping Federal,
State, and institutional regulatory structures, and a continued reliance on courts to
address errors in care. The expansion of technological and pharmaceutical
enhancements to patient care has raised the expectations of all stakeholders, with
patients demanding more of clinicians; and with third-party payers raising
concerns about excessive costs. In the 1990s, managed care was seen as a way to
reign in runaway costs.

In recent years, State legislatures have deflected pressure to regulate health
care away from the Federal government. State legislation has tested the
boundaries between Federal and State legislation with respect to employee
benefits (i.e., the Employee Retirement Income Security Act [ERISA]),” tort
reform and the limits of malpractice recovery,* and controlling perceived
managed care abuses.”’ State efforts to regulate patient safety is part of this
pattern, to a large degree facilitating a public dialogue about what patient safety
interventions should look like. The explosion in State reporting legislation may be
most usefully viewed as part of this trial-and-error process of experimentation.
The sea change in the health care system should have led to a reexamination of
regulatory mechanisms by the Federal government; however, while the Federal
sector has been extensively involved in research about patient safety and
regulatory options, patient safety legislation at the Federal level has languished.®

The 1999 IOM report' urged a systems-based approach to preventing error
and promoting patient safety, and to stress the importance of creating a new
culture in which the objective is disclosure rather than blame. Many of the
internal or quasi-regulatory mechanisms for enhancing patient safety provide the
framework for a much-needed re-evaluation of what constitutes error in
medicine.*® However, they provide a less-than-complete understanding of what
this means from the perspective of patient or patient’s family. To be complete, the
concept of patient safety should address whether “safety” means more than the
absence of an “adverse event,” and from whose perspective—the physician,
health plan, or patient—is the event adverse. State legislation may be able to
address this perspective more forcefully, though not necessarily more effectively,
than other regulatory schemes, and thereby to preserve a place at the table for the
consumer perspective about patient safety.
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Note

See e.g., Public Citizen, Inc. v. U.S. Dept. of Health and Human Services, 332 F.3d 654, 357 U.S.
App. D.C. 1 (D.C.Cir. Jun 20, 2003), holding that the Health Care Financing Administration (HCFA,
now CMS) regulations and the provision in the Medicare Peer Review Organization manual prohibiting
disclosure of substantive disposition when beneficiary’s physicians did not consent were invalid; Hassan
v. Mercy American River Hosp., 31 Cal.4th 709, 74 P.3d 726, 3 Cal.Rptr.3d 623, 3 Cal. Daily Op. Serv.
7428, 2003 Daily Journal D.A.R. 9300, Cal., Aug 18, 2003), holding that medical peer review privilege
is a qualified privilege. (Peer review organizations review complaints from Medicare beneficiaries

regarding Medicare services and quality).
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