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Abstract

BACKGROUND—Significant legal challenges arise when health-care resources become scarce
and population-based approaches to care are implemented during severe disasters and pandemics.
Recent emergencies highlight the serious legal, economic, and health impacts that can be
associated with responding in austere conditions and the critical importance of comprehensive,
collaborative health response system planning. This article discusses legal suggestions developed
by the American College of Chest Physicians (CHEST) Task Force for Mass Critical Care to
support planning and response efforts for mass casualty incidents involving critically ill or injured
patients. The suggestions in this chapter are important for all of those involved in a pandemic or
disaster with multiple critically ill or injured patients, including front-line clinicians, hospital
administrators, and public health or government officials.

METHODS—Following the CHEST Guidelines Oversight Committee’s methodology, the Legal
Panel developed 35 key questions for which specific literature searches were then conducted. The
literature in this field is not suitable to provide support for evidence-based recommendations.
Therefore, the panel developed expert opinion-based suggestions using a modified Delphi process
resulting in seven final suggestions.

RESULTS—Acceptance is widespread for the health-care community’s duty to appropriately
plan for and respond to severe disasters and pandemics. Hospitals, public health entities, and
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clinicians have an obligation to develop comprehensive, vetted plans for mass casualty incidents
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involving critically ill or injured patients. Such plans should address processes for evacuation and
limited appeals and reviews of care decisions. To legitimize responses, deter independent actions,
and trigger liability protections, mass critical care (MCC) plans should be formally activated when
facilities and practitioners shift to providing MCC. Adherence to official MCC plans should
contribute to protecting hospitals and practitioners who act in good faith from liability. Finally, to
address anticipated staffing shortages during severe and prolonged disasters and pandemics,
governments should develop approaches to formally expand the availability of qualified health-
care workers, such as through using official foreign medical teams.

CONCLUSIONS—As a fundamental element of health-care and public health emergency
planning and preparedness, the law underlies critical aspects of disaster and pandemic responses.
Effective responses require comprehensive advance planning efforts that include assessments of
complex legal issues and authorities. Recent disasters have shown that although law is a critical
response tool, it can also be used to hold health-care stakeholders who fail to appropriately plan
for or respond to disasters and pandemics accountable for resulting patient or staff harm. Claims
of liability from harms allegedly suffered during disasters and pandemics cannot be avoided
altogether. However, appropriate planning and legal protections can help facilitate sound,
consistent decision-making and support response participation among health-care entities and
practitioners.

Introduction

During catastrophic health emergencies, significant legal challenges and concerns arise as
health-care resources become scarce and the provision of care shifts along the continuum of
care from individual to population-based approaches.12 As a fundamental element of public
health and medical emergency planning and preparedness, law underlies aspects of public
and private sector responses to disasters and pandemics.> Among other things, law can help
to establish more flexible response environments by authorizing actions that otherwise
would not be permitted (eg, through declaring emergencies, waiving specific health-care
laws and regulations, permitting care to be provided by foreign medical teams [FMTs], and
so forth) and providing liability protections for specific health-care practitioners or entities
engaged in good faith response actions.3

Conversely, law also can be used to hold hospitals and health-care workers (HCWSs) that fail
to appropriately plan for or respond to disasters accountable for resulting patient injuries and
deaths.35-9 Focusing on the underlying legal duties of hospitals and critical care clinicians
to appropriately plan for and deliver the best care possible to the greatest number of patients
during disasters, we discuss legal suggestions developed by the American College of Chest
Physicians (CHEST) Task Force on Mass Critical Care to facilitate and support planning
and response efforts for mass casualty incidents involving critically ill or injured patients.
The suggestions in this chapter are important for all of those involved in a disaster or
pandemic with multiple critically ill patients, including front-line clinicians, hospitals, and
public health or government officials. Although it is important for all providers to be
familiar with all legal aspects of disaster and pandemic response, Table 1 provides an
overview of the suggestions of most interest to each of the above groups.
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Materials and Methods

The Legal Panel adapted the CHEST Guidelines Oversight Committee’s standard
methodology, which was used to develop suggestions through a consensus development
process focused on developing a representation of current disaster knowledge. This
approach was carefully designed to identify and manage potential conflicts of interest (see
the “Methodology” article by Ornelas et al1C in this consensus statement).

First, the Legal Panel developed 35 key questions based on expert knowledge of and
experience with health-care and public health legal preparedness and response. The panel
then conducted comprehensive literature searches to identify published literature to support
suggestions that would be developed from the key questions. The literature searches
included an evaluation of a range of materials (eg, peer-reviewed journal articles,
government reports, media, legislation, case law). The authors conducted several reviews of
the medical and legal literature covering dates ranging from 1995 to 2012 using MEDLINE/
PubMed, WestLaw, Lexis, or Scopus (search term examples include: crisis standards of
care, disaster, legal, liability, immunity, indemnification, mass critical care, medical, public
health emergency). Only English-language papers were included. This research process
produced > 300 publications. Two Legal Panel members independently evaluated each
publication for relevance, initially resulting in approximately 140 publications for possible
reference. Based on expert judgment, panel members supplemented these materials with
additional publications that were not identified through the formal literature searches and
also updated the searches with subsequently published materials throughout the consensus
statement development and manuscript drafting processes.

Based on the literature reviews and expert opinions, the Legal Panel refined the original key
questions and prepared suggested answers for them. Consensus among the Task Force was
developed through the modified Delphi voting process.

Results and Discussion

la. We suggest health agencies at all levels of government (ie, Local, Regional, State/
Province, and National) and relevant health-care system entities (eg, hospitals, long-term
care facilities, and clinics) develop mass critical care (MCC) response plans in furtherance
of a legal duty to prepare for mass critical care emergencies. These plans should be
integrated into or with existing crisis standards of care, surge capacity, or other applicable
health emergency plans and frameworks. The regional health authority (eg, in the US, state
health departments) should facilitate and ensure the development of MCC plans at the
sub-national and health-care facility levels to promote inter-jurisdictional consistency and
collaboration within the state/province, across state/province lines, and with national

partners

Health agencies and health-care system leaders have a legal duty to prepare for catastrophic
emergencies.:211-16 This imperative to plan has been reinforced and heightened by the
impact of recent disasters on hospitals and health-care systems. Hurricanes Katrina (2005)
and Sandy (2012) illustrate the severe patient harm, economic loss, and disruption to
regional health systems due to the temporary closures of, or physical damages to,
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hospitals.>1417-19 The health-care-related impacts of these storms have also demonstrated
that failing to appropriately respond to and adequately plan for disasters can expose HCWs

and their supporting entities (eg, hospitals, clinics, nursing facilities) to serious liability
claims.3.7:9.20,21

Collaborative planning at government and hospital levels is essential to effective MCC
responses. Comprehensive, transparent planning efforts involving a multidisciplinary range
of stakeholders and experts can formalize and legitimize response actions and promote
consistency across facilities and jurisdictions.! Collaboration can facilitate and promote plan
acceptance; development of consistent triggers for activation and deactivation; and
identification of clear and predictable lines of authority and decision-making, existing legal
protections and gaps, and fair approaches for plan improvement and revision.! Also integral
to the planning process is identifying ethical principles to guide MCC decision-making (see
the “Ethical Considerations” article by Daugherty Biddison et al?2 in this consensus
statement).23:24 To help confirm that MCC plans are just, as fair as possible, and accepted
when implemented, comprehensive vetting by qualified experts and public engagement are
needed (see the “Engagement and Education” article by Devereaux et al2® in this consensus
statement). Training of all relevant responders must occur in advance of disasters. Such
steps will help to facilitate equitable and systematic approaches to decision-making by
officials, triage teams, HCWSs, and other response actors during disasters and pandemics.

Planning and response efforts should occur with a focus on the entire response system,
instead of in silos or ad hoc manners. A systems-based approach focusing on the interrelated
components required for effective health-care responses will help to promote the goal of
doing the greatest good for the largest number of patients and to prevent divergent responses
within a jurisdiction or across neighboring jurisdictions.> Regional health authorities (eg, in
the United States, the state public health agency) typically lead such planning efforts
because they are best positioned to: (1) establish the expectation that planning occurs at all
levels within the region, (2) coordinate with planning efforts occurring in other regions and
at national levels, (3) actively engage stakeholders, (4) use appropriate legal powers to
authorize and provide liability protections for response actions, and (5) officially activate
and deactivate response plans.

Failing to plan adequately, including by not involving appropriate stakeholders,
collaborating throughout planning and response efforts, or educating stakeholders about
plans, may contribute to findings of liability.26:27 |t may also jeopardize patient safety and
expose hospitals to major economic loss.28:29

1b. We suggest MCC plans clarify approaches and processes for evacuating patients and
for sheltering-in-place. This includes identifying the lines of authority for evacuation and
shelter-in-place decision-making and the potential legal and ethical implications
associated with such decisions

Recognizing that extreme emergencies, such as hurricanes and floods, might overwhelm a
health-care facility’s ability to safely continue to care for patients, evacuation planning
should be integrated into MCC emergency planning (see the “Evacuation of the ICU” article
by King et al3? in this consensus statement).14.17:31.32 Hospitals are highly dependent on
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external infrastructure (eg, electricity, water, and communications) for basic functionality
and patient safety, and backup systems have proven to be less than foolproof. For example,
in the aftermath of Hurricane Katrina (2005), approximately 45 patients are estimated to
have died at a single hospital after hospital generators failed and patients were not evacuated
to safety early enough.8:33 Yet, evacuating medically complicated and fragile patients is
complex and potentially dangerous to patients (see the “Evacuation of the ICU” article by
King et al3? in this consensus statement).® Contrasting the precautionary evacuations of
hospitals in New York City before Hurricane Irene (2011) with the intraevent evacuations 1
year later during Hurricane Sandy (2012) demonstrates that a controlled, preplanned,
collaborative evacuation may be safer than waiting to determine what to do in the midst of a
disaster.5:34:35 However, precautionary evacuations may also pose risks to patients and are
tremendously disruptive to patient care and facility operations at the evacuating and
receiving facilities.

At a minimum, hospitals’ emergency plans should ensure patient safety is at the foundation
of evacuations and address: (1) how evacuation and sheltering-in-place decisions will be
made and by whom, both within and external to a facility; (2) how to consider potentially
conflicting decisions to evacuate when both public officials and private sector hospital
leadership are empowered to make such calls within a jurisdiction; (3) if sheltering, how
essential functions will be maintained; and (4) if evacuating, the process by which patients
are triaged, how they are moved, where they might be sent, how continuity in access to
patient health records can be ensured, and how to identify, locate, and accommaodate highly
vulnerable patients.1® Consensus suggestions regarding details of evacuation of critically ill
patients can be found (see the “Evacuation of the ICU” article by King et al 30 in this
consensus statement). The failure of hospitals and jurisdictions to develop, implement, and
coordinate adequate hospital evacuation plans can have serious legal, economic, and public
health implications, including civil liability, sanctions, loss of accreditation, funding loss,
access to care limitations, and stress on regional health-care systems.57:14.29

1c. We suggest MCC plans recognize the importance of responsible and accountable MCC
decision-making among clinicians, government, and individual health-care entities by
addressing how reviews of decisions made under the auspices of MCC plans will occur.
Further, we suggest separate, efficient processes be developed to: (1) during the
response, address fact-based appeals by ICU providers of decisions made during the
response before resources are reallocated; and (2) following the response, review patient/
family member or ICU provider concerns about fidelity to the processes outlined in
properly vetted and adopted MCC plans

Governmental entities, hospitals, triage officers or teams, and individual clinicians are
responsible for adhering to applicable MCC plans. They also are accountable for the triage
decisions they make and processes in which they are involved.23:36 Impromptu and
independent departures by clinicians from formally adopted and vetted plans may have
legal, ethical, and public health ramifications (see the “Ethical Considerations” article by
Daugherty Biddison et al?2 in this consensus statement).1! During MCC (and ideally before
such emergencies through public engagement),! it is critical that these practitioners
effectively and transparently manage patient and family expectations upon arrival at the
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hospital. They should explain the circumstances and the measures being implemented to
achieve the goal of saving as many lives as possible. Such communication should also occur
during treatment. For example, if a patient requires mechanical ventilation, clinicians should
clarify that ventilation is being used as a “trial” therapy; if the patient does not sufficiently
improve, then the resource will be reallocated to one who may benefit according to
preestablished, vetted triage protocols.

Even when expectations are appropriately managed, parties to triage decisions may still be
aggrieved, since the available resources are inadequate to provide for all needs. Yet, time
constraints on triage decisions play a pivotal role as to whether and how triage decisions
should or even can be appealed or reviewed. Individual reviews of every decision in real
time will paralyze the response system and potentially jeopardize patients’ lives.

Separate, efficient, and transparent processes are needed for appeal and review of care
decisions made during MCC responses.! Collaborative MCC planning between government
and private-sector health-care facility partners may reveal and lead to different approaches;
in some cases, it may be possible to leverage or apply existing governmental policies and
procedures to address MCC decision-making. These processes must strike a balance
between ensuring fidelity to vetted triage plans and timely decision-making during a crisis.
They should be developed as a component of the MCC planning process, incorporated into
MCC plans and training, and clearly communicated to stakeholders. Comprehensive,
inclusive approaches to developing MCC plans and the use of highly qualified, properly
trained critical care physicians as triage officers (see the “Triage” article by Christian et al 37
in this consensus statement) and responders should help to limit the occurrence of appeals
and reviews outlined below. Any assessment of MCC decisions should consider the
catastrophic emergency circumstances, acknowledging the inherent difficulties in carrying
out triage and patient care even when MCC plans are followed in good faith.38

Clinical Appeal—One approach is an urgent, in-time, clinical appeal generated by an
HCW when the clinician believes the clinical data used for the triage decision do not reflect
the patient’s condition.13? If the triage team reconsiders, the clinical course of treatment
may be altered.! The outcome of an appeal does not automatically imply a failure of
performance or judgment of the triage team or treating team but should serve as an
opportunity for ongoing education and plan evolution.

Process Appeal—Another approach is a process appeal, which is a retrospective review
generated when a patient, family member, or clinician believes a decision was made unfairly
or deviated substantially from guidelines without justification. Despite the absence of a
process for individual, in-time appeals, retrospective review should be considered adequate
and is all that can be reasonably expected in severe and protracted emergencies involving
scarce resources and time-sensitive decision-making.1:40

If unfair or unjust decisions are found, processes should be in place for communicating them
to invested individuals.*0 Retrospective reviews should also assess whether clinicians
unfairly allocated care by not following adopted processes between populations (eg, by
ethnic or religious groups).3 Principles of equal protection do not dictate that all persons be
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treated identically; rather, treatment variations must be based on appropriate differences
among individuals.

2. We suggest during declared emergencies: (1) government MCC plans be officially
activated by the applicable governmental authority; and (2) individual health-care facility
MCC plans be officially activated by clinical administrative leadership. We also suggest
governments and individual health-care facilities develop approaches for the official
deactivation of their MCC plans

Basic tenets of crisis standards of care include fairness and equitable process.12 These
require that a change in patient care standards be part of an organized and collaborative
response to a pandemic or disaster rather than individuals and/or entities acting in isolation.
To facilitate and formalize changes in the provision of critical care and to discourage
independent and ad hoc response actions, during declared emergencies and severe,
protracted shortages of critical care resources, MCC plans should be officially activated. A
formal declaration of an emergency, disaster, or public health emergency at the applicable
governmental level validates the existence of the crisis. Activation of a hospital’s MCC plan
and communication of such activation to response partners (eg, through an existing health-
care coalition) help to reinforce and ensure that no individual—or hospital—is or should be
acting independently. Also, in some cases, certain legal protections will not be triggered
until requisite emergency declarations are made.

To maximize legal protections for providers and entities, if feasible both the emergency
declaration and the plan activation should be in place before any changes in patient care are
implemented.! Jurisdictional and hospital emergency plans should include clearly identified
indicators and triggers, procedures, and authorities for activating and deactivating
emergency plans at any time.#

3a. We suggest clinicians (both employees and volunteers) and health-care entities
involved in the provision of critical care that follow properly vetted and officially-activated
(1) governmental and (2) individual facility-level MCC plans in good faith should be
protected legally from liability

One of the premier threats to the public’s health during disasters or pandemics is a lack of
vetted and trained HCWs to care for patients. There are many reasons that clinicians may be
in short supply in emergencies, including their reluctance to serve in the face of liability
risks. Evidence shows that some clinicians will not participate fully, or at all, if they fear
liability for their actions that result in unintentional harm to patients or even from foreseen
harms that result from following appropriately vetted clinical guidelines for MCC. Absent
protections, clinicians and hospitals face an array of potential civil liability threats (eg,
allegations of medical malpractice, claims of constitutional violations, and so forth) as well
as potential criminal liability.

Although some patients’ rights advocates disagree, the need to protect HCWs from liability
during emergency responses is a resounding theme.1:1142-44 For example, in the United
States, the federal Public Readiness and Emergency Preparedness (PREP) Act immunizes
from tort liability HCWs engaged in the administration of covered medical
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countermeasures.#>46 State and local emergency laws provide extensive liability protections
for clinicians acting under their scope of practice in declared emergencies. The Emergency
Management Assistance Compact,*’ agreed to by all US states, immunizes state/local agents
working across state borders from liability. Federal- and state-based volunteer protection
acts apply to unpaid, volunteer HCWSs in emergencies.*8 Some states’ “Good Samaritan”
provisions may even extend liability protections to clinicians responding to declared
emergencies.

In the United States, these protections vary across jurisdictions.#9-51 Lacking
comprehensive federal protections despite multiple Congressional attempts, states are best
positioned to set the scope and coverage of liability protections. Most laws in the United
States tend to immunize HCWs, allowing them to avoid liability suits altogether.52:°3 Some
laws merely indemnify clinicians (meaning government will pay any successful claim
against a covered worker). Despite these variations, collectively these laws present viable
options for protecting clinicians from liability for negligent acts that occur during declared
emergencies but not usually for wanton, willful, or criminal acts that harm patients.>
Competent clinicians or hospitals acting in good faith, which includes following formally
adopted plans in accordance with applicable emergency declarations, should be reasonably
protected from legal liability associated with their disaster-related actions.1:11:13.23,5556

3b. In sudden-onset emergencies (or in the early phases of other emergencies), it might
not be feasible for governments to declare an emergency, or for governments and health-
care facilities to immediately and officially activate their MCC plans. In such cases we
suggest clinicians and health-care entities that provide MCC reasonably and in good faith
be afforded liability protections (ie, absent gross negligence, willful misconduct, or
criminal acts) through retroactive activation or application of declarations and plans or
other appropriate legal routes

Although some liability protections apply to HCWs any time they provide emergency
services, the trigger for initiating many of these protections is the activation of emergency
plans or, more likely, the formal declaration of emergencies. Relying on liability protections
that arise only during plan activation or declared emergencies is problematic for several
reasons. In the United States, for instance, federal, state, or local governments do not always
quickly activate plans or declare formal emergencies even in the midst of pandemics or
other public health crises. For example, although the severity of the emergency was much
lower than originally expected, during the 2009 influenza A(H1N1) pandemic, only 12
states (and the federal government) declared states of emergency. Also, emergency
declarations are often limited in duration. Of the states that declared emergencies in
response to A(H1N1), most declarations lasted only 30 to 60 days, even though pandemic
responses extended over months. Further, most emergency declarations have no retroactive
effects. Coextensively, resulting liability protections only apply to clinicians’ actions during
the emergency declaration. One exception is power of the US Department of Health and
Human Services to retroactively declare states of public health emergency.>’

For these reasons, clinicians and hospitals acting in good faith—which implies acting
consistently with vetted governmental and/or facility response plans—Ieading up to or
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immediately after emergency declarations or activation of MCC plans should be entitled to
similar liability protections. Although not always possible, emergency declarations should
be made retroactive to the beginning of crisis conditions, if appropriate.

4. We suggest governments develop approaches to formally and temporarily expand the
available pool of qualified practitioners to address MCC staffing shortages and to ensure
that all responding practitioners receive appropriate liability protections during a MCC
response. Further, we suggest this could occur through implementing efficient processes
for licensing, credentialing, and certifying in-country practitioners who are not normally
authorized to practice in the impacted area to facilitate the emergency response;
temporarily expanding professional scopes of practice for applicable types of health-care
practitioners; and, if appropriate, accepting and using official, formally vetted foreign
medical teams

When disasters or pandemics necessitate expansions in the number of responding HCWs
and staffing cannot be sufficiently supplemented through resource-sharing agreements,>8
implementation of official legal mechanisms that require minimum standards of HCW
professional qualifications can facilitate the provision of a baseline and consistent level of
patient care quality and provide administrative and tort liability protections.59-62 Options for
supplementing MCC staffing must be carefully considered, in particular because highly
specialized skills may be needed to provide care during mass casualty emergencies
involving large numbers of critically ill and injured patients.63-66 Governments and
hospitals should use approaches that are most appropriate for their response needs, including
the following options for formally expanding pools of qualified responding clinicians.

Licensing, Credentialing, and Privileging Systems—Licensed HCWs who are not
usually authorized to practice in the impacted hospital, health system, or region can be
vetted and temporarily permitted to practice during the emergency.>%-62 Preestablished
mechanisms that facilitate recognition of out-of-state licenses and granting of temporary
credentials and privileges can facilitate this. For example, in the United States, states have
passed laws allowing recognition of out-of-state HCW licenses during emergencies, and the
Emergency System for Advance Registration of VVolunteer Health Professionals (ESAR-
VHP) system allows states to verify the licenses of other states” HCWs that register with
their state systems. 67-69 Hospitals can also develop emergency systems to verify
qualifications and extend temporary credentials and privileges during an emergency or its
aftermath; in the United States, an accreditation body requires hospitals to have such
systems.’® Following Hurricane Sandy (2012), for example, many New York City hospitals
remained closed for months.> HCWs were granted temporary privileges to work at
neighboring facilities that remained open so that services could continue to be provided to
the population experiencing a sudden, severe, and ongoing shortage of facilities (Gary
Kalkut, MD, MPH, to T.P., personal communication, December 2012).

Scope of Practice Expansions—Through this approach, certain categories of licensed
or certified health professionals (eg, nurses, physician assistants, dentists) are temporarily
authorized during a response to provide services outside of their normal scopes of practice.?
For example, during the 2009 A(H1N1) pandemic, some US states addressed increased
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demand for pandemic vaccines by temporarily permitting pharmacists, dentists, emergency
medical services professionals, or other clinicians to administer vaccine through various
legal approaches (eg, executive order, emergency regulation.).”1:"2 Although each state
independently regulates the practices of its licensed health professionals, significant
differences in approaches to scope of practice expansions can contribute to response
complexities and confusion when in-state and out-of-state HCWs are involved.

Foreign Medical Teams—When HCW staffing cannot be met through domestic
personnel during a disaster, supplementing staffing with FMTs may be needed. Ideally,
FMTs should be used only if they have been prequalified and preregistered in advance and
are coordinated through an appropriate international body (eg, United Nations, World Health
Organization, and so forth) that sets minimum professional and ethical standards for
inclusion in an official FMT registry.”3-76 Receiving nations should have plans in place to
formally and rapidly invite and accept (eg, through recognizing these vetted foreign
responders’ licensing and credentialing and deeming them federal agents during the
response), integrate into domestic operations, legally protect, and demobilize such teams.”’
Team members acting in good faith and under the auspices of their official team should
receive appropriate liability protections similar to those of domestic clinicians responding to
the disaster or pandemic.

Areas for Research

Significant progress in health-care and public health planning for disasters and pandemics,
including strengthened legal preparedness for such emergencies, has occurred over the last
decade and since the publication of the initial statement from CHEST in 2008. However,
several areas of legal preparedness warrant future exploration and research as
comprehensive efforts to strengthen MCC preparedness evolve. These issues may raise
different types of challenges, depending on the scale and severity of the disaster or pandemic
and whether the event occurs in a resource-poor or resource-rich environment.

For example, formal processes for vetting, coordinating, and integrating FMTSs, and for
determining appropriate standards of practice, are still under development. Although a
potentially critical response asset, the use of FMTSs raises a host of legal and regulatory
issues for both responding and receiving countries. Challenges range from addressing
foreign HCW liability to importing, exporting, and using foreign medical materiel (eg,
drugs, vaccines, and devices).

Additionally, although the primary focus of the healthcare response to a disaster or
pandemic should be on optimizing patient care, conducting intra-event research and
surveillance during disasters is critical for informing a response’s interventions, as well as
those for future responses, and involves legal and regulatory aspects.’® Response challenges
and national variations, including those related to obtaining informed consent, receiving
institutional review board approval efficiently (eg, through central institutional review
boards), and developing appropriate and adaptable standing protocols for disaster research,
remain.’® Disaster-related research challenges also may be associated with determinations
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about the feasibility of continuing important clinical research that commenced before the
emergency began but that might not be directly related to the emergency itself.

National, regional, and/or provincial/state health authorities may need to assess whether
existing disaster response laws and protections are sufficient to meet their disaster and
pandemic response needs and concerns and consider enacting legislative or regulatory
changes to strengthen their legal preparedness if critical gaps are identified. Additional MCC
legal and regulatory challenges in need of further exploration include, but are not limited to,
expectations for maintaining patient identification and health records (eg, through
preestablished processes for alternate record keeping); plans for making critical patient
health information readily available to appropriate responders through electronic tools (eg,
health information exchanges), while also protecting the privacy and security of health
record information, particularly when patients are evacuated®%:81: and mechanisms for
authorizing the emergency use of medical countermeasures, including products that might
not yet be approved for use.

Conclusions

Legal and policy preparedness for disasters and pandemics, including those necessitating
shifts to crisis standards of care, has evolved dramatically since Hurricane Katrina, and
recent disasters have demonstrated other significant gaps in health-care preparation on
multiple levels. In the United States, for example, many localities have examined their
medical and public health response capabilities for disasters. Most have disaster plans in
place and recognize the duty and imperative for coordinating with other local, regional, and
federal partners. Various legal protections for specific responders have been enacted at the
local, state, and federal levels. Health disaster response planning and coordination have also
evolved at the international level.

Acceptance for the health-care community’s obligation to appropriately plan for and respond
to disasters and pandemics is widespread. Indeed, fear of liability in the absence of adequate
plans is a likely motivating factor for many entities within health care and government to
assess and update their response capabilities. Whether all plans are capable of
implementation in the event of actual disaster remains unproven. Some plans are less
comprehensive than others, and there are ultimately limits to the ability to predict and
prepare for disasters. No single approach can provide a shield from all claims of liability.
However, comprehensive and collaborative MCC planning efforts are essential to effective
responses to mass casualty incidents involving critically ill or injured patients. They can
help facilitate transparent, consistent, and sound decision-making among health-care entities
and practitioners during responses and may provide important liability protections to health-
care entities and practitioners for good faith actions during emergencies.
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la

1b

1c

3a

3b

Summary of Suggestions

We suggest health agencies at all levels of government (ie, Local, Regional,
State/Province, and National) and relevant health-care system entities (eg,
hospitals, long-term care facilities, and clinics) develop mass critical care
(MCC) response plans in furtherance of a legal duty to prepare for mass
critical care emergencies. These plans should be integrated into or with
existing crisis standards of care, surge capacity, or other applicable health
emergency plans and frameworks. The regional health authority (eg, in the
US, state health departments) should facilitate and ensure the development of
mass critical care plans at the sub-national and health-care facility levels to
promote inter-jurisdictional consistency and collaboration within the state/
province, across state/province lines, and with national partners.

We suggest MCC plans clarify approaches and processes for evacuating
patients and for shelteringin-place. This includes identifying the lines of
authority for evacuation and shelter-in-place decision-making and the
potential legal and ethical implications associated with such decisions.

We suggest MCC plans recognize the importance of responsible and
accountable MCC decision-making among clinicians, government, and
individual health-care entities by addressing how reviews of decisions made
under the auspices of MCC plans will occur. Further, we suggest separate,
efficient processes be developed to: (1) during the response, address fact—
based appeals by ICU providers of decisions made during the response before
resources are reallocated; and (2) following the response, review patient/
family member or ICU provider concerns about fidelity to the processes
outlined in properly-vetted and adopted MCC plans.

We suggest during declared emergencies: (1) government MCC plans be
officially activated by the applicable governmental authority; and (2)
individual health-care facility MCC plans be officially activated by clinical
administrative leadership. We also suggest governments and individual
health-care facilities develop approaches for the official deactivation of their
MCC plans.

We suggest clinicians (both employees and volunteers) and health-care
entities involved in the provision of critical care that follow properly-vetted
and officially-activated (1) governmental and (2) individual facility-level
MCC plans in good faith should be protected legally from liability.

In sudden-onset emergencies (or in the early phases of other emergencies), it
might not be feasible for governments to declare an emergency, or for
governments and health-care facilities to immediately and officially activate
their MCC plans. In such cases we suggest clinicians and health-care entities
that provide MCC reasonably and in good faith be afforded liability
protections (ie, absent gross negligence, willful misconduct, or criminal acts)
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through retroactive activation or application of declarations and plans or
other appropriate legal routes.

We suggest governments develop approaches to formally and temporarily
expand the available pool of qualified practitioners to address MCC staffing
shortages and to ensure that all responding practitioners receive appropriate
liability protections during a MCC response. Further, we suggest this could
occur through implementing efficient processes for licensing, credentialing,
and certifying in-country practitioners who are not normally authorized to
practice in the impacted area to facilitate the emergency response;
temporarily expanding professional scopes of practice for applicable types of
health-care practitioners; and, if appropriate, accepting and using of official,
formally vetted foreign medical teams.
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Primary Target Audiences for Suggestions

TABLE 1

Primary Target Audience

Suggestion Number | Clinicians | Hospital Administrators | Public Health/Gover nment
la v v

1b v

1c v v v

2 v v

3a v v

3b v v

4 v
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