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Executive Summary:

This document represents the first in a series of research briefs designed to provide concise
analyses of the most pressing disaster-related legal, regulatory, and policy issues facing
MESH coalition members. Research Brief #10-01 is particularly relevant to healthcare
providers and their counsel given the legal uncertainties associated with providing direct
medical care during a disaster. Key findings indicate:

1. There is a growing movement calling for the development of “crisis standards of
care” explicitly linked to provider immunity.

2. Thereis presently a lack of consensus in the academic, medical, and legal
communities regarding “standard of care” terminology.

3. There is significant debate regarding the need for additional limitations on provider
liability as a means to encourage response.

4. There is uncertainty as to what level of government should administer such
protections if deemed necessary.
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Crisis Standards of Care

Background

In 2004, the Agency for Healthcare Research and Quality (“AHRQ”) and the Assistant Secretary for
Preparedness and Response (“ASPR”) convened a panel of experts to examine the need for altered
standards of medical care during a mass casualty event.! The panel’s report largely addressed clinical issues
(e.g., triage protocols, resource allocation guidelines, etc.); however, it also identified provider liability as an
issue affecting care delivery.?2 Accordingly, the panel called for consideration of “mechanisms to allow for
legal, regulatory, or accreditation adjustments” in a number of areas, including liability for care provided
under stress with diminished resources; certification, licensing and scope of practice; institutional autonomy;
facility standards; patient privacy and confidentiality; documentation of care; property seizures; and
protocols for quarantine or mass immunization.3

Since the release of AHRQ's report, few states have developed protocols for altered standards of medical
care.* Indiana has taken a leadership role in this area, as evidenced by the Indiana State Department of
Health’s (“ISDH”) publication of Altered Standards of Care Guidance with an Emphasis on Pandemic Influenza in
2008.5 Created as a guide for hospital policymakers, this document recommends development of consistent
procedures for allocation of scarce resources, particularly medical ventilators, in the event of an officially
declared public health emergency.® ISDH suggests that all rationing determinations be based on an ethical
framework, coupled with clinical algorithms that attempt to “prioritize triage decisions regarding patients
initially requiring ventilators over increasing the number of ventilators through withdrawal of ventilators from
those patients who are currently mechanically ventilated.””

In August 2009, ASPR requested that the Institute of Medicine (“IOM”) convene an ad hoc committee to
provide national framework guidance for “state and local public health officials, healthcare facilities, and
professionals in the development of systematic and comprehensive policies and protocols for standards of
care in disasters where resources are scarce.”® Phase 1 of this two-phase activity called for: (1) identification
of key elements to be included in standards of care protocols; (2) identification of potential triggers for use
by public health officials to develop standards of care protocols; and (3) creation of a template for use by
public health officials when developing guidance for provider communities developing standards of care.?
Further, the Committee was directed to consider the roles, responsibilities, and views of various stakeholders,
as well as general ethical principles, in development of its guidance.'©

The Committee published its preliminary guidance in a Letter Report entitled Guidance for Establishing Crisis
Standards of Care for Use in Disaster Situations.' Noting that ethical goals in medical care are absolute and
that health care professionals are obligated to provide the best possible care regardless of the circumstances,
the Committee recommended “crisis standards of care” as the optimal level of care that can be delivered
during a disaster.’? These standards were defined as:

[A] substantial change in usual healthcare operations and the level of care it is possible to
deliver, which is made necessary by a pervasive (e.g., pandemic influenza) or catastrophic
(e.g., earthquake, hurricane) disaster. This change in the level of care delivered is justified by
specific circumstances and is formally declared by a state government, in recognition that crisis
operations will be in effect for a sustained period. The formal declaration that crisis
standards of care are in operation enables specific legal/regulatory powers and protections
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for healthcare providers in the necessary tasks of allocating and using scarce medical
resources and implementing alternate care facility operations.'3

Based on an assessment of various state, federal, and international protocols, published literature, and
available guidance documents, the Committee offered the following recommendations to assist states in the
early stages of developing crisis standards of care:

1. Relevant state agencies should collaborate with localities to develop crisis standards of care protocols
that include a strong ethical grounding, integrated community and provider involvement, legal
assurances, clear triggers and lines of responsibility, and evidence-based clinical processes.'4

2. Healthcare providers should adhere to ethical norms when crisis standards of care are in effect.’?

3. State, local, and tribal governments should collaborate with community and provider stakeholders,
paying special attention to the needs of vulnerable and medical special needs populations.'®

4. State or tribal governments should enable appropriate agencies to institute crisis standards of care,
adjust licensed or credentialed providers’ scopes of practice, and alter licensure and credentialing
practices to encourage provider response.!”

5. States should collaborate with the federal government and localities to develop communications
processes that ensure both intrastate and interstate consistency in the implementation of crisis
standards of care.’®

6. Relevant state agencies should collaborate with localities to ensure consistent implementation of crisis
standards of care.’?

The Committee concluded its Letter Report by noting the need for additional discussion, evaluation, and study,
particularly in areas where barriers might “make implementation and operationalization of crisis standards of
care difficult to achieve.”2° As such, Phase 2 of the activity will include a deliberative effort to increase
stakeholder engagement, as well as an update and expansion of Phase 1 guidance based on provider
community and public feedback.?2! The Committee is required to publish its Final Report in November 2010, in
accordance with ASPR’s project requirements.?2

Discussion

Liability resulting from alleged civil, criminal, and Constitutional violations is a basic concern for all healthcare
providers—one that may be heightened during a disaster.22 The IOM Letter Report asserts that “[a]bsent
national comprehensive liability protections, state and local governments should explicitly tie existing liability
protections (e.g., through immunity or indemnification) for healthcare practitioners and entities to crisis
standards of care.”?* However, significant concerns exist regarding terminology, the need for expanded
provider protections, and administration of said protections if deemed necessary.

Terminology

There is presently a lack of consensus in the academic, medical, and legal communities regarding “standard of
care” terminology. In its Letter Report, the IOM Committee seeks to distinguish between the medical standard
of care (defined as the “type and level of medical care required by professional norms, professional
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requirements, and institutional objectives”) and the legal standard of care (defined as “ the care and skill that
a healthcare practitioner must exercise in particular circumstances based on what a reasonable and prudent
practitioner would do in similar circumstances”).2> Given the flexible nature of the latter, the Committee
asserts that legal standards of care are “subject to differing interpretations nationally,” and do not lead to
predictable outcomes in legal disputes.2® Therefore, states should formally recognize situations when crisis
standards of care are necessary, and tie such standards to immunity provisions for healthcare practitioners in
order to alleviate “actual or perceived risks of liability. 27

Opponents of the IOM Committee’s position criticize the attempt to distinguish between medical and legal
standards of care, citing several key arguments. First, organizations seeking to develop guidelines for
emergencies are addressing a need for modified standard procedures, not altered standards of care.?8 As
the standard of care is inherently flexible, it need not be “altered” during a disaster. In other words, there is
no altered standard of care, only altered circumstances.?? Second, customary medical practice does not
conform to a precisely defined concept; rather it is variable and based on environmental and demographic
factors, cultural expectations, and reimbursement patterns.3° Finally, the Committee’s failure to reference
applicable litigation undermines its premise that courts differ in their interpretation of the legal standard of
care.’!

Need for Provider Protections

Frontline provider participation will be critical to maintaining a functioning healthcare system during a
disaster. Therefore, the IOM Letter Report states that “[IJaws and the legal environment must . . . create
incentives for healthcare practitioners to care for affected populations,” such as liability protections tied to
crisis standards of care that “provide immunity or indemnify practitioners for acts that constitute gross
negligence, willful or wanton misconduct, or crimes.”3?

Opponents of comprehensive immunity provisions cite a lack of data to support the IOM’s assertion that
providers will not respond without legal safeguards, and specifically note the ambiguity of recent surveys and
historical reviews,33 as well as various perceptual and physical barriers.34 In addition, opponents reference
numerous mechanisms that already limit provider liability during a disaster. First, certain state protections
may be available to providers who act in good faith and without willful misconduct, gross negligence, or
recklessness, when responding to an emergency (e.g., “Good Samaritan” statutes, Volunteer Protection Acts,
and Tort Claims Acts).35 Second, the Public Readiness and Emergency Preparedness Act, and Section 1135 of
the Social Security Act, both allow for limitations on provider liability following the formal declaration of a
disaster by the federal government. 3¢ Third, formal disaster declarations by state governments often trigger
statutory immunity provisions for negligent conduct on the part of emergency and public health workers.3”
Generally, legislatures link these provisions to compliance with government instructions, contracts, or other
legal requirements; public health statutes; or emergency statutes.38

Indiana follows the above model, as provider liability protections are tied to the State’s Emergency
Management and Disaster Laws. Specifically, the governor is authorized to declare a disaster emergency if it
is determined that one has occurred or is imminent.3° This declaration remains in effect no longer than thirty
days, unless renewed or terminated by executive order, or terminated by the general assembly by concurrent
resolution.4® Though not linked to an “altered standard of care,” clinicians who provide services within the
scope of their license, at a location where health care services are provided during a declared disaster
emergency, are immune from civil liability absent gross negligence or willful misconduct.#! This protection is
available retroactively to the occurrence of the event, and is also applicable to facilities or other locations
providing healthcare services.#?
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State v. Federal Approach

To the extent that liability protections affect provider response, the importance of, and ability to achieve,
consistency among the states is debated. As noted, the IOM’s Letter Report was “intended to assist federal,
tribal, state, and local officials . . . .”43 In addition, the Committee generally assumed that disaster events
would be handled primarily at the state level.#4 Opponents of this state-based approach argue that no
disaster could possibly be managed by a single state, as circumstances requiring providers from other states
invariably require federal intervention.*3 Therefore, if it were determined that a comprehensive liability
scheme is necessary to ensure sufficient provider response during a disaster, a federal solution may be
required to ensure uniformity of such protections.4¢

Conclusion

Public policies that empower healthcare providers to act in the public interest during a disaster are critical to
an effective emergency response; however, it is arguable whether such policies should directly infringe on
patients’ opportunity for redress should they suffer harms as a result of provider negligence. Given the lack
of consensus regarding “standard of care” terminology, debate as to the need for expanded limitations on
provider liability as a means to encourage response, and uncertainty as to what level of government (i.e.,
state or federal) should administer such protections if deemed necessary, further research is required. As such,
MESH will continue to follow this debate closely and will update coalition members of any important
developments.

Please contact Bobby Courtney, MESH Legal/Public Health Intern, at bobcourt@iupui.edu, with any questions.
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