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Objectives: Outbreaks of disease, especially those that are
declared a Public Health Emergency of International Concern,
present substantial ethical challenges. Here we start a discourse
(with a continuation of the dialogue in Ethics of Outbreaks Position
Statement. Part 2: Family-Centered Care) concerning the ethics
of the provision of medical care, research challenges and behaviors during a Public Health Emergency of International Concern
with a focus on the proper conduct of clinical or epidemiologic
research, clinical trial designs, unregistered medical interventions
(including vaccine introduction, devices, pharmaceuticals, who
gets treated, vulnerable populations, and methods of data collection), economic losses, and whether there is a duty of health care
providers to provide care in such emergencies, and highlighting
the need to understand cultural diversity and local communities in
these efforts.
Design: Development of a Society of Critical Care Medicine position statement using literature review and expert consensus from
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the Society of Critical Care Medicine Ethics committee. The committee had representation from ethics, medical philosophy, critical
care, nursing, internal medicine, emergency medicine, pediatrics,
anesthesiology, surgery, and members with international health
and military experience.
Setting: Provision of therapies for patients who are critically ill or
who have the potential of becoming critically ill, and their families,
regarding medical therapies and the extent of treatments.
Population: Critically ill patients and their families affected by a
Public Health Emergency of International Concern that need provision of medical therapies.
Interventions: Not applicable.
Main Results: Interventions by high income countries in a Public
Health Emergency of International Concern must always be cognizant of avoiding a paternalistic stance and must understand
how families and communities are structured and the regional/
local traditions that affect public discourse. Additionally, the
obligations, or the lack of obligations, of healthcare providers
regarding the treatment of affected individuals and communities
must also be acknowledged. Herein, we review such matters
and suggest recommendations regarding the ethics of engagement in an outbreak that is a Public Health Emergency of International Concern. (Crit Care Med 2018; 46:1842–1855)
Key Words: disease outbreaks; ethics; experimental therapies;
medical research; moral duty; public health

T

he purpose of this position statement is to start the dialogue concerning the ethics of the provision of medical care, research challenges, and behaviors during a
Public Health Emergency of International Concern (PHEIC)
with a focus on the proper conduct of clinical or epidemiologic
research, clinical trial designs, unregistered medical interventions (including vaccine introduction, devices, pharmaceuticals, who gets treated, vulnerable populations, and methods of
data collection), economic losses, and whether there is a duty of
health care providers (HCPs) to provide care in such emergencies, and highlighting the need to understand cultural diversity
and communication with local communities in these efforts.
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This dialogue continues in Ethics of Outbreaks Position Statement. Part 2: Family-Centered Care (1) with a specific focus on
the provision of family-centered care in critical illness during
a public health disaster. This report was constructed by literature review, and the Ethics Committee of the Society of Critical
Care Medicine (SCCM) iteratively reviewed and approved the
document during its development and approved the recommendations by expert consensus. Recommendations were further approved through the SCCM leadership team.
The Ebola epidemic presented enormous medical and ethical challenges. The epidemics of HIV and severe acute respiratory syndrome (SARS) previous to the recent Ebola epidemic
and the subsequent Zika virus epidemic, all caused a significant
highlighting of public concern and a demand for intervention.
However, the ferocity of Ebola that shook the international
medical community was exceptional (2, 3). SARS, although
deadly, was more limited (4). Zika disease seems to be on its way
to being relatively well controlled, understood, and mastered
(5, 6). HIV, although fraught with social inaction, injustice,
and prejudice, was an epidemic with highly educated activists
who knew their disease, potential interventions, and the need
of increased access to medical care (2, 7). Ebola, on the other
hand, occurred in a considerably different environment. Ebola
patients in West Africa generally could not provide valid individual informed consent and did not understand the various
potential medical interventions; this was a problem of limitation to individuals’ educational status and the rapid spread of
the disease in an arena of extremely scarce resources (2). Here,
we will review the ethics of therapies and the use of experimental interventions and conduct of research during a medical crisis/outbreak, treatment limitations, and the duty to treat versus
the right to refuse to treat patients in the face of outbreaks.
Each section will have search strategy and a background, which
will be followed by recommendations to be considered by the
medical and public health communities, generally.

I. THERAPIES: USE OF EXPERIMENTAL
INTERVENTIONS IN MEDICAL CRISES
Search Strategy
PubMed MeSH and Google Scholar headings were searched
iteratively for combination of disease outbreaks, clinical ethics,
vaccine therapies, clinical trials (as a topic), informed consent,
hemorrhagic fever, Ebola, and World Health Organization,
resulted in 879 citations. The results were refined based on
content and relevance as well as the identification of additional
relevant citations through the review process. After deleting duplicates and those that were off topic, 72 were found to
have information that informed this document. The following
points are emphasized:
• Justification for experimental therapies in times of healthcare crises.
• Cautions of conducting medical research in times of a
healthcare crisis.
• Recommendations.
Critical Care Medicine

Background
During an outbreak scenario, elimination of the disease from
the community is of paramount importance; however, there
is also a need to collect data with respect to epidemiology,
drug efficacy and safety, and other treatment options. This is
especially important with respect to an emerging pathogen or
novel biochemical agent, in which case various stakeholders
exist with differing priorities and needs that must be balanced.
The perspectives of the various stakeholders may not share the
same sense of urgency secondary to educational, economic,
political, geographic, and/or social/cultural differences (8–13).
Irrespective of the intervention, the question of who receives
the therapy or vaccine and the order in which they are chosen
will always arise and must always be tied to a therapeutic safety
net and be based on sound ethical principles (14).
In a dangerous, large-scale emerging infection, the risk of
contagion and the resultant morbidity and mortality must be
significant enough to justify a novel or untested vaccination
or treatment program. Such a justification includes the likelihood of transmission, the agent’s severity, and/or its duration
of effect (15). Although there are situations where emergency
vaccinations or therapies have a low yield (high percentage of
people already vaccinated or remote chance of an outbreak),
diseases exhibiting high mortality in the face of no vaccines/
therapies are exemplary situations where the rapid introduction of novel vaccines/therapies may be warranted when
weighed against the risks of no treatments. Here, we will discuss the potential benefits and risks regarding experimental
or untried therapies/interventions and the conduct of medical research in times of a healthcare crisis. There are gaps in
knowledge regarding this area (the ethical issues of infectious
disease), and the World Health Organization (WHO) has
attempted to address them through their international repository for information sharing (16).
Justification for Experimental Therapies in Times of
Healthcare Crises. Life-saving medical interventions. The
world’s recent experience with Ebola virus disease (EVD) has
forever impacted the scientific, social, political, and economic
communities’ views of outbreak interventions and has brought
to light the accompanying ethics of those interventions. In the
case of an outbreak that is acutely devastating and has a high
mortality rate, especially in a resource poor country, the WHO
has declared that interventions which may have benefits, but
whose efficacy is unknown and whose side-effects cannot
be defined, may be initiated as long as the risks and benefits
undergo continuous and simultaneous evaluation with sharing
of data and provided that the population/government receiving the vaccine or clinical therapy are in agreement (12, 17,
18). Even before the recent Ebola epidemic, it was deemed ethically acceptable in the face of a life-threatening disease affecting thousands of people to provide the unquantifiable risk
of unproven therapies (19). During the recent Ebola crisis, it
became evident such a risk may be necessary because so many
places in the world were at a significant disadvantage with
respect to supplies, infrastructure, and preparation. As Briand
et al (20) pointed out with regard to Ebola in Africa in 2014,
www.ccmjournal.org
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“Health services are understaffed, essential personal protective
equipment (PPE) is in short supply. Capacities for laboratory
diagnosis, clinical management, and surveillance are limited,
and delays in diagnosis impede contact tracing. On top of these
problems, health services are operating in a climate of fear and
discrimination.”
Rapidly Gaining New Knowledge. Quality data acquisition
and research are necessary in order to rapidly gain the benefit of new medical knowledge to help fight or prevent disease.
In order for such data acquisition and research to take place
during a crisis, several conditions need to be met. First, a valid
research question must be formulated quickly, effectively, and
accurately, and second, a sound research methodology must be
employed. A simple, testable hypothesis is the most important
component of successful conception and implementation for
any therapeutic or vaccine intervention (21). If an intervention is not fully justified, ethical, and feasible, then agents of
unknown efficacy should not be used without an organized
framework for accurate and timely documentation of illness
severity, clinical course, treatment details, adverse events, and
clinical and nonclinical confounding factors (21). According
to Muller-Nix et al (21), it is expected that a clinical trial performed during an outbreak has a valid comparison of cohorts
treated in a different manner, which can then guide design of
subsequent, more targeted trials, and interventions.
Decisions about the type of trial can stir debate. It is argued
that rigorous evaluation through randomized controlled trials
(RCTs) is the most accurate way to assess vaccines (8, 22–24),
while at the same time not losing focus on the ethical requirements and implications of projects (9, 25). Nonetheless, in
the face of an overwhelming infectious threat to a population,
there must be an epidemiologic adaptation that favors speed
and that in the presence of an ethical framework, can offer
the best result, in the fastest manner, with the smallest kill of

scientific accuracy and precision. The WHO recommends that
“A single data monitoring and oversight committee should
have real-time access to all data. The study design should allow
data to be evaluated in real-time to permit the adaptation of
interventions as data becomes available” (12) (Table 1).
Suggestions have been made on the basis of WHO and the
U.S. Food and Drug Administration (FDA) process and supporting documents, regarding unapproved interventions during a PHEIC (26). Singh (26) addressed the acceleration of
drugs, devices, and products to the field through the utility of
comprehensive regulatory mechanisms. He argued for timesensitive access to unapproved interventions by: 1) emergency use of investigational new drug regulatory pathways, 2)
investigational interventions through emergency use authorizations, 3) interventions through use of approved drugs for
nonindicated uses, 4) investigational interventions through
the partial lifting of suspended/halted clinical trials, and 5) use
of investigational drug products when human efficacy studies
are not ethical or feasible. This perspective stresses that: 1) in
the face of death where there are a dearth of preventive, therapeutic, and diagnostic choices, unapproved interventions
should be permitted; 2) regulatory threats/deficits in governments and their agencies must be altered/reissued in view of
(1); 3) understanding governmental/FDA regulatory mechanisms may be helpful in responding to a catastrophic outbreak
by providing effective guidance on regulatory adaptation to
the threat; 4) vigorous monitoring and vigilance are needed
in the creation and distribution of safe and effective products;
and 5) a worldwide rapid deployment network is necessary for
provision of these unapproved interventions. In view of the
effects of a PHEIC on vaccine or therapeutic trials, the ethics
of the trial design, and any unapproved interventions, require
a serious consideration for the respect of persons, beneficence,
and justice.

Considerations on Potential Study Designs to Obtain Additional Scientific
Evidence on Effectiveness and Safety in Public Health Emergencies of International
Concerna
TABLE 1.

The study design should minimize bias in evaluating the causal effect of the intervention. This must be balanced against demand for
treatment, equity, and other ethical considerations.
Case reports, case series are valuable. However, unless there is a dramatic effect, validation of efficacy is limited without a control
group.
Observational studies that have defined data collection protocols comparing outcomes between those who had a defined
intervention and historical controls or a concurrent control group will be problematic in the interpretation of outcomes in regard
to observed or lack of observed differences.
Randomized, placebo-controlled trials may not be ethical. Randomization into two different experimental therapies is more
acceptable. Patients unwilling to be randomized can be followed as a control group that receive the usual and customary care.
This improves the generalizability of the results. Here, there is a demand for true equipoise in regard to the relative value of the
two treatments when compared with standard care.
Level of randomization or other method of allocation whether it is individual or cluster.
Multiple arms of treatments and different subgroups can be evaluated by adaptive randomized control trial designs.
It is very important to take in considerations between the differences in potential study designs for therapies, vaccines, and between
prophylactic and therapeutic intervention groups.
Adapted from Box 2, WHO (12).
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Cautions Regarding Conduct of Medical Research in
Times of a Healthcare Crisis. Protection for vulnerable populations (individuals and governments). The protection of
vulnerable populations should be at the forefront of medical/public health, social, and philosophical thought, and it is
particularly noteworthy in regard to the conduct of research
in times of crisis. Although medical ethics usually deals with
the individual, this can present a different problem when
the individual is the member of a nation with marginal economic viability inasmuch as cultural, ethnic, and religious
differences must be respected and acknowledged (27). Providing experimental or unproven therapies in times of crises imposes risk. The possibility exists that large numbers
of subjects will receive treatments of questionable efficacy
and may lead to harm (21). During the SARS outbreak, an
arguable failure to channel/focus limited resources into wellorganized, standardized, controlled clinical trials resulted in
misdirection of valuable resources into questionable applications of medical treatments (21). Muller-Nix et al (21) question whether clinical trials can be conducted during global
outbreaks, and if so, what steps should be taken so that trials
are appropriate and safe.
Respect for persons, or autonomy, is the quality or state of
being independent, free, and self-directing (28). This concept
applies to the ability to make an informed decision with regard
to which activities one is willing or not willing to participate
in. Informed consent for study participation requires four
conditions: 1) understanding of the research interventions,
2) appreciation of the ramifications of the decision to either
participate or not participate, 3) ability to reason through a
decision, and 4) ability to make a choice and state it clearly.
Outside influences are present but should not be unduly influential (29). A number of important considerations have to be
mentioned in this context, especially with respect to outbreaks
and/or epidemics (30). Key concepts to consider, especially in
the setting of underdeveloped or developing nations, include:
1) assent requirements, including the elements of assent, assent
protocols, age of assent, and a minor’s ability to dissent (the
American Academy of Pediatrics states that children’s assent
should not be sought unless their dissent will be respected);
2) parental permission requirements; 3) the presence of any
financial incentives; 4) public, peer, or societal pressures; and
5) level of education and the ability to understand potentially
complex concepts (31).
Autonomy becomes further complicated when a person
or community is faced with near-certain death or disability
when a physiologically crippling outbreak occurs, being forever mindful that the Western concept of autonomy may not
translate to the area where the outbreak occurs. How can an
individual or a community refuse? They can refuse, but this is
difficult, especially when village elders, through culture and
tradition, have powers to make or influence the thoughts of
communities (11, 32). Additionally, besides accepting participation in a therapeutic intervention, there should be an
understanding regarding participation in the “different types”
of trial designs (8, 10, 12, 17, 19, 23, 33–36). These include
Critical Care Medicine

randomized control trials, cluster trials, stepped wedge/
stepped role out trials, sequential analyses, parallel tracking, adaptive design, and block randomization within small
centers with analysis matched by center. Investigators and
clinicians must weigh whether the “standard of care provided” should follow the most advanced standards available
globally, especially if the trial is being sponsored and/or carried out by nonlocal investigators (37). As described in the
Belmont Report, HCPs have an ethical duty to provide beneficial interventions to the populations in which studies are
being conducted (38, 39). Consequently, it is the duty of both
the regulators and the investigators to ensure that treatments
offered to study subjects have therapeutic potential.
The subject of children in therapeutic trials or vaccine trials typically generates much interest. They are a vulnerable
population; they may be unable to or have a reduced capacity to consent (40–41). Although it is important to include
children in therapeutic trials (44), there may reasons not to
include them in vaccine trials (45). For instance, with regard to
tuberculosis (therapeutic trials), children less than 18 years old
represent a large percentage of this disease worldwide, and the
number of pills they have to consume causes difficulties with
respect to side effects, toxicity, and length of treatment (44).
Their inclusion is important because: 1) they are vulnerable
and (2) preserving a child’s life will result in more significant
disease reduction and more years of a healthy and economically productive span of life (15). However, with regard to
vaccine trials, controversies may develop. Using an unvaccinated control population when an efficacious vaccine already
is available is extremely controversial (45, 46). A WHO expert
panel has delineated four situations in which a placebo may be
used in vaccine trials (44). These include: 1) the need to assess
complex toxic effects and tolerance in children, 2) research
addressing a question relevant to the local health priorities, 3)
the need for novel therapies, or 4) when there is a significant
anticipation of adverse events from the disease or the coadministered medications. There may be times when cultural
differences may impede this perspective in that some cultures
may consider parturients and the elderly as having a higher
social priority (45).
In regard to desperate and vulnerable populations and governments, respect for the local community must remain front
and center. Advocacy for the local populace at the grass roots
level is important. Supportive strategies must be presented to
families, whether it is psychologic, medical, or nutritional, etc
(48). Such advocacy can be from individual providers or from
an intervening organization. Families of patients should be
present and engaged by the individuals and organizations providing the outbreak support. Every effort should be made to
ensure maintenance of family integrity throughout the crisis.
Maintaining mothers and their children as an integral unit for
care and support should be given unequivocal special consideration. In many resource-poor areas, lack of maternal support
for a child can lead to poor health or even death (49, 50). Every
consideration should be given to supporting mothers and their
children in any research trial or provision of vaccine therapies.
www.ccmjournal.org
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Along with advocacy, cultural sensitivity and the engagement of community elders should not be overlooked. Many
times, especially as it related to children, grandparents or
community elders may be making or assisting in decisions,
medical, social, digital (electronic big data medical formats),
or otherwise (51–53). Furthermore, digital epidemiology,
while an embryonic field, is moving to the research forefront
rapidly (54). Its impact on local communities can have a
substantial economic, social, and political impact. Key ethical challenges that this new research perspective brings will
require involvement of elders and exquisite cultural sensitivity (55).
In this context, it is also of importance to clinicians,
researchers, and critically ill patients that consent for treatment be appropriate. In disease outbreaks, events and illnesses
may move quickly, and ill patients may not be able to provide
consent. Scientist and clinicians realize the need for varied
consent models, so they can increase their ability to be effective in future pandemic research endeavors (56). However in
these situations, consent may be required from next of kin,
or the community, and/or there may be need for the use of a
deferred or waived consent model. The rapid evidence review
of English language publications from 1996 to 2014 by Gobat
el al (57) found that consent models using waived, deferred,
third-party models seem to be broadly accepted; nonetheless,
there needs to be more work done on epidemic/pandemic
research consents. Some have also argued that use of alternative consent models may depend more on the capacity of
patients than the urgency of the epidemic (58). Furthermore,
consent may need to be obtained through various communications media, such as verbal (through translators or not)
or by phone (57). Consent needs facile communication and
mutual understanding between all stakeholders because myths
and misconceptions must be addressed if any interventions
are to be successful (59). Risks and benefits need to be made
clear. The local community and culture must be understood
well. Women’s access to maternal medical services are often
influenced by husbands, in-laws, traditional attendants, family, the community (52), and by religious leaders (51). The
WHO Ethics Committee has reviewed studies done during the
Ebola virus outbreak and has made some general recommendations in order to hasten approval of needed studies during
pandemics (60). Also, a number of international groups have
sought ethical approval for ICU data collection and have ethics
policies in place, including the International Severe and Acute
Respiratory Infection Consortium along with the Short PeRiod
IncideNce sTudy of Severe Acute Respiratory Infection (61).
Rushed or Poor Methodology and the Pitfalls of Data
Misinterpretation. Care must be exercised during a crisis
when considering vaccines in the early stages of development
or other therapeutic interventions, especially when there are
no current evaluations for safety and efficacy. In the setting
of a need for speed in the presence of impending disasters,
HCPs, researchers, and administrators must be cognizant of
not inflicting harm. A rush to production of multiple vaccines
to distribute to multiple countries may have to pass through
1846
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multiple ethics committees and even pharmacy and therapeutics and safety committees (12). The same can be said for
experimental therapies. Here, much caution and care must be
exercised. In a recent editorial in Nature, staff pointed out that
the humanity of researchers is an enemy of robust science (62).
Physicians and researchers have an obligation to be right, find
patterns in everything, support truth, and ignore that which
does not fit the evidence. There has been very poor reliability
in regard to the analysis for bias in making medical decisions
on current published studies (63), and although randomized
clinical trials may be our best effort to analyze a problem, they
are poor in regard to avoiding risk bias (64). A commentary, by
Begley et al (65) in Nature, addressed the burden of irreproducible results (up to two of three survey respondents could
not reproduce their published scientific results on at least one
occasion) that is hampering the confirmation of medical evidence. Additionally, the work by Ioannidis et al (66) in regard
to why most published research findings are false is appropriate
to consider, as well as the study of Iqbal et al (67) that reported
on a random sample of 441 biomedical journal articles from
2000 to 2014 in which only one study provided a full protocol
and none provided all the raw data; studies that were replicated
were very rare (n = 4). In this vein, the issue of the best methods in an outbreak scenario(s) should be addressed ahead of
time by international consensus.
Potential for Unfair Allocation of Treatment and Preventive Resources. The concept of justice in a large devastating outbreak in poorer regions of the globe, such as the recent events
related to EVD, easily comes to the forefront. Even if an experimental vaccine reached such an area, will it first go to the local
population, or will it go to foreign workers from the West? How
much vaccine exists for distribution? Will drug companies provide resources in such an endeavor to help the disadvantaged,
even if the outbreak is not a threat to more affluent countries?
In the end, ethical considerations demand that the countries
affected need to have input into the plan for allocation of experimental interventions employing the same ethical principles
that govern the allocation of other healthcare resources (47).
Regarding the subject of healthcare workers, it can be
argued that their risk with regard to exposure to disease also
makes them vulnerable, so under the rule of reciprocity (the
concept of distributive justice), they may be vaccinated and
treated because they are providing protection to the community through their care of the sick (68).
Appropriate Time or Personnel for Safeguards. Personnel
treating infectious patients during an outbreak must be cognizant of their own safety at all times. An infected healthcare
worker is a hazard to others and a lost asset of importance to
the treating team. The type of PPE needed, and how to don and
doff, it is extremely important (and can be found at a Centers
for Disease Control and Prevention [CDC] website) (69). PPE
is especially important when working with patients affected by
a filovirus (Ebola and Marburg); a small inoculant is highly
lethal. Using the recommended PPE can also cause an environmental hazard to the wearer. In tropical environments, PPE
can cause impaired cooling, dehydration, unstable posture,
November 2018 • Volume 46 • Number 11
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and loss of awareness and cognizance (70). Worker tolerance
of the PPE wanes after 40 minutes of use. Staff training, a safe
and well-engineered environment, treatments units that are
appropriate to code, along with limited shift times and access
restriction, are important safeguards (70–72). These criteria
curtail patient contact/care time and necessitate the need for
increased numbers of treatment personnel (70, 73). The economic aspects of an increased rate of consumption of supplies
and the shipping/travel involved also need to be considered
(70).
Recommendations. Recommendations in regard to global
issues surrounding vaccine and therapeutic trials during a
PHEIC/outbreak:
1) Create regulatory frameworks for expediting the science,
research methodology, and technology in countries/regions
where there are substantial pharmaceutical centers of research
and production in order to fast track the development of vaccines and therapeutics required during a PHEIC.
2) Create legal standards or safeguards to address the emergent
use of experimental therapies.
3) Create national or regional emergency ethics review boards.
Such boards need to be given sufficient resources so as to
eliminate any undue delays pertaining to the trial evaluation, revision, and approval process. Educational efforts
should be made by the international community to create
ethics review boards in every country. If this cannot occur
initially, an effort to create regional ethics review boards
encompassing multiple countries should be undertaken.
4) Facilitate international community agreement on the trial
design approach to a PHEIC for vaccines and therapeutics,
that is, RCT, adaptive, cluster, stepped wedge, while understanding that each outbreak situation may be different. Different regions’ cultures and traditions should be taken into
consideration.
5) Prioritize informed consent during PHEIC outbreak
interventions, taking into consideration local custom, culture, the extended family and religious leaders as necessary. Additionally, deferred and waived consent should be
considered.
6) Review and evaluate the use of placebo in vaccine trials
or in therapeutic trials using children or adults through
ethics committees and subject-area experts. Treat mothers
and children as a unit, not separately.
7) Create a “Ready Team” of scientists/physicians/other support personnel available for insertion into the epidemic
zone of a PHEIC through international agreement. However, insertion would only occur after approval of the host
country and after consultation with international stakeholders. This process should occur in a rapid fashion. It
would be to the world community’s advantage if the composition of this team is addressed in advance to allow it to
become a standing rapid medical deployment force. This
is best addressed between the WHO and the CDC.
8) The Society of Critical Care Medicine should continue to
publish articles where results are made publically available
as studies are completed.
Critical Care Medicine

9) The Society of Critical Care Medicine should consider
having an accelerated process for the evaluation of studies
of critically ill PHEIC patients.
10) Specific emergency pathways for approvals during
PHEICs should be considered, and the Society of Critical
Care Medicine should play a role in contributing to recommendations to assist with ethical issues as they relate to
critical care medicine.
11) Every effort should be made to understand what communities think about models of consent that may be
employed during a PHEIC and how it equates with those
of regulators.
12) Trialists should be encouraged to promote the premise
that therapies that are successful will ultimately be made
available to the community in which they were first tested.

II. TREATMENT LIMITATIONS IN EMERGING
OUTBREAKS
Search Strategy
PubMed MESH and Google scholar headings were searched
iteratively for combinations of ethics, (outbreak or pandemic or
disaster or public health emergency or crisis), Ebolavirus, hemorrhagic fever, Ebola; duty to care and/or duty to treat and/or triage
or allocation, or healthcare rationing resulting in 560 citations.
Specifically, Ebolavirus and/or hemorrhagic fever, and/or ethics, and/or healthcare rationing yielded only four results. Here,
the term “treatment limitations” encompasses the potential for
rationing of care. The results were refined based on content and
relevance as well as the identification of additional relevant citations through the review process. After deleting duplicates and
those that were off topic, 34 were found to have information that
informed this document. The following points are emphasized:
• The scarcity of resources and the resulting limitation of
treatment.
• Treatment to those who are ill may be limited based on the
risk of contraction of the disease risk by those who are providing the care.
• Recommendations.
Background
Emerging outbreaks and other public health crises are characterized by scarcity of resources, time-sensitive decision-making, substantial public health risk, and potentially increased
health risks for healthcare personnel (74, 75). Crisis conditions
may lead to alterations in the routine processes of medical care,
such as difficulties with outbreak management and/or implementation of the most effective treatment options (76, 77) and
can be ethically challenging and distressing if patients and/or
HCPs desire the unavailable treatments (78). In this section, we
discuss the limitations that may be necessary during outbreaks
and the ethical justifications that have been offered for these
limitations. Finally, recommendations are offered for ethically sound management limitations in future outbreaks and
disasters.
www.ccmjournal.org
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Management/treatment option limitations (i.e., rationing)
can be ethically sound with sufficient planning and organizational response to the outbreak or crisis event. Such planning
should be based on the best available evidence, ethical reasoning, and relevant community values (74, 79). This planning
includes the development of ethically sound management protocols. This “duty to plan” applies to the critical care community as well as other outbreak/disaster response care providers
(78). The planning efforts of state and federal governments,
as well professional organizations, are well documented (74,
77, 79, 80). Failure to plan and implement a well-organized
response to a crisis may result in unjust and unfair resource
allocations and a loss of public trust (81).
The Scarcity of Resources and the Resulting Limitation
of Treatment. Clearly defined goals are necessary. Healthcare
resources, like all resources, are allocated according to a system of rules inescapably grounded in ethical concepts. Disaster
triage is an allocation system, applied in medical emergencies
when demand for resources exceeds supply, and may result
in some patients being denied intensive care services even if
they may benefit from such services. The intensity of interventions depends on resources. Attempts had been made in 2013
to create models regarding the development of a putative epidemic of Ebola hemorrhagic fever. The model used preventive
and emergency mass vaccination, vaccination of risk groups,
a search for and isolation of cases, contacts, and quarantine
(82). The experience gained from the Ebola crisis delineated
the skill set required of public health professional for serious
nontrauma-related public health emergencies (83). Clinicians that possessed these skills were few, at least initially, and
the inadequacy of appropriately skilled clinicians became the
“Achilles heel” of subsequent international events (83). Preparations for such a PHEIC required extraordinary support and
resources and resulted in diversion of assets that could have
been otherwise used in preventive health and other infectious
disease activities (84).
A key aspect of triage that remains a challenge is the necessity of establishing clear and unambiguous goals for allocation
decisions. Since the earliest battlefield descriptions of triage,
the core ethical concept justifying decisions has been to provide the greatest good for the greatest number (85). And yet,
there are different interpretations of the meaning of “greatest good.” (76, 86–88). It could be interpreted as maximizing
survival or as reducing aggregate morbidity and maximizing
aggregate health. In planning for future outbreaks, a primary
goal of emergency medical systems has been the survival of as
many patients as possible (76, 81).
Although published guidelines now advocate for maximizing survival, a number of alternative allocation schemes have
been recognized and described that reflect different conceptions of “the greatest good.” These range from lottery schemes
(where resource-inefficient communities recognize equal
moral status for all) to the life-cycle principle that recognizes
the value of being able to live through each life stage (76, 87).
Although a full description of these alternative allocation
principles is beyond the scope of this article, it is recognized
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that each scheme may reflect moral values and intuitions that
may resonate strongly in the communities where they may be
applied. As such, an important component of the duty to plan
is the engagement of the community to identify the values
important in the allocation of scarce resources, thereby allowing clear unambiguous allocation systems reflecting those
goals (74).
Ability to Operationalize Goals. In addition to establishing
clear goals, it is necessary to develop effective triage protocols
(81). However, clinical decision support systems face major
challenges in successfully guiding allocation decisions to maximize the likelihood of medical benefit. Clinical decisions based
on clinical judgment alone are prone to inconsistent application by triage officers (78), and there are concerns about the
inadequate performance of existing scoring systems, based on
mathematical modeling and the retrospective application of
scoring systems to actual patients (89–91). Despite the clinical
problems with triage protocols as they exist today, one unavoidable fact is that triage decisions will need to be made during an
outbreak. Triage protocols transparently developed by expert
groups, subject to revision as data become available, and fairly
applied, will likely represent the best option for achieving the
allocation goals. In situations where protocols are unlikely to
perform better than chance, allocation systems using a lottery
or a “first-come, first-served” scheme may be preferable (78).
Oversight by Triage Officers, State and Local Authorities. The duties of intensive care clinicians to treat individual
patients with fidelity may conflict with a duty to triage care. A
clinician may find it professionally, morally, and emotionally
difficult to withhold potentially beneficial treatment from a
patient under his/her care, even when following a properly
established triage protocol. Consequently, the use of objective
triage officers not involved in the direct treatment of individual patients has been recommended (88). Additionally,
the use of clinical decision support systems (including triage
protocols) may improve clinician performance and patient
outcomes and has been shown to reduce the moral distress
experienced by triage officers (81). It may be in the best interest of such officers to develop a plan that includes a clinical
ethicist working with them in the emergency department and
ICU to help address difficult decisions.
Treatment to Those Who Are Ill May Be Limited Based
on the Risk of Contraction of the Disease Risk By Those Who
Are Providing the Care (Public Health Imperative to Contain Spread of Disease). Necessity of strict containment measures. Emerging outbreaks from HIV to EVD have focused
attention on the possibility that management options may
also be limited based on public health concerns other than
the scarcity of resources (4, 92). Similar to other outbreaks,
the EVD outbreak was characterized by a highly transmissible
virus, the potential for significant morbidity and mortality,
and the lack of proven effective treatments (93). Additionally, the early phase of the U.S. response to EVD was notable
for a lack of preparedness to treat infected and potentially
infected patients in the majority of hospitals, a lack of readily available resources (and the training that must necessarily
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accompany them) for preventing spread of disease to healthcare workers and beyond, an initially incomplete understanding of the needed containment protocols, and elements of
fear and panic that spread through the American populace
(80, 94). Although some possible reasons for limiting treatments—such as fear, ignorance and prejudice—are ethically
indefensible, others have stimulated vigorous discussion over
the proper justifications for limiting treatments based on the
risks to others (95).
Healthcare institutions, including regional and national
governments, are obligated to provide care for patients but also
have duties to HCPs and the public’s health during emerging
outbreaks, according to the principle of reciprocity (96, 97).
Duties include effective planning before crises develop, the
provision of adequate resources to care for the sick and injured
as well as protection of healthcare workers, and the development of treatment protocols that may include limitations of
management options during an outbreak (79, 98). It has also
been argued that since HCPs accept significant personal risk
during an emerging outbreak, they should receive high priority
for vaccines and other effective treatments (99, 100). However,
it should be noted that the CHEST consensus statement on
pandemics and disasters has recommended that healthcare
workers should not receive priority care over other infected
individuals (77, 78).
In the recent experience with EVD in the United States,
the marked transmissibility of the virus led to particularly
strict containment protocols that substantially altered the
usual processes of care for many hospitals. Some routine
management tools (e.g., x-ray imaging and the full complement of laboratory tests) have been limited in hospital
EVD protocols for the sake of containment. Similarly, the
response time to urgent problems (e.g., cardiopulmonary
arrest) is limited in many protocols by mandatory and
lengthy PPE donning procedures. Protocols for invasive
procedures (e.g., continuous renal replacement, endotracheal intubation) have been carefully designed for availability. These limitations and protocols restrict routine, but
often nonessential management options, to prevent spread
to HCPs and other patients and are acceptable under these
conditions.
Limitations of Treatments With Low Probability of Benefit
to the Patient. The determination of the medical appropriateness of treatments is unavoidably value-laden (101). The burden/benefit calculation depends on the values and priorities
of patients and families. Therefore, physicians may sometimes
provide treatment that they personally believe is unwarranted
to provide benefit in order to honor the values of the patient
(102). These determinations become more complex during
emerging outbreaks when public health considerations play
an important role in treatment options. In such circumstances,
protocols may limit treatments that may otherwise be available
to patients (such as cardiopulmonary resuscitation, extracorporeal membrane oxygenation, and major surgical and obstetrical procedures) if the benefits of the procedure are likely to be
minimal and the public health impact is substantial (103–106).
Critical Care Medicine

Such determinations should be made on the institutional level
in conjunction with hospital ethics committees, be open to
public scrutiny, and would benefit from legal involvement in
hospital preparedness planning (107). The potential for patient
care to lead to significant morbidity and mortality for healthcare workers and their contacts must be considered. Also, the
public health imperative to contain transmission and protect the public, thereby constraining the individual rights of
patients to request treatments that they believe may be beneficial to them, should be scrutinized. The recommendations for
this section fall into two categories based on treatment limitations based on scarcity and those in regard to the risk of others:
Recommendations Regarding Treatment Limitations
Based on Scarcity of Resources:
1) Recognize that no triage decisions are value-neutral. All
allocation decisions are based in ethical values.
2) Establish clearly defined, unambiguous ethical principles
that reflect the values and moral intuitions of the community when determining treatment limitations based on scarcity of resources.
3) Use protocols that incorporate expert opinion, valid and
reliable scoring systems, and all available scientific evidence
relevant to the particular outbreak/crisis in determining
treatment limitations. In situations where no valid scoring
system is available, it may be necessary to use a chance-based
allocation scheme such as a lottery or first-come, first-served.
4) Excuse bedside clinicians from making triage decisions.
Establish triage officers, or teams of triage officers, not
involved in the treatment of individual patients, to be
responsible for decisions to limit treatment, using properly
designed triage protocols.
Recommendations Regarding Treatment Limitations
Based on Risk to Others:
1) Identify appropriate reasons to limit treatment to patients
in a public health crisis; clearly establishing that fear, ignorance, and prejudice is unethical and indefensible.
2) Mandate that healthcare institutions and government provide adequate access to care and resources in emerging
outbreaks, as well as support and protection for HCPs who
respond to the call to treat.
3) Clarify and educate the public that during emerging outbreaks and other crises, treatment options unlikely to benefit patients may be made unavailable to patients if the public
health impact is substantial.

DUTY TO TREAT VERSUS RIGHT TO
REFUSE: HEALTHCARE PROFESSIONALS’
OBLIGATIONS AND RIGHTS IN THE FACE OF
OUTBREAKS
Search Strategy
PubMed MESH and Google Scholar headings were searched
iteratively for combinations of moral obligations, duty to treat,
ethics, risk, and epidemics, resulting in 1170 citations. The
www.ccmjournal.org
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results were refined based on content and relevance as well as
the identification of additional relevant citations through the
review process. After deleting duplicates and those that were
off topic, 40 were found to have information that inform this
document.
Background
Emergence of deadly and highly contagious infectious disease
epidemics in recent decades, along with refusal of some HCPs
to treat patients, and lack of clarity in the language of the duty
to treat during epidemics, have resurrected debates, legislative efforts, and legal actions to define such duty (108, 109).
Are HCPs ethically or legally obligated to provide treatment,
or can they assert the right to decline treating patients during
outbreaks?
Some have argued that by entering the medical profession, HCPs have consented to face the risk of being exposed
to patient illness. Therefore, they have an obligation to treat
patients with an infectious disease (110). The question remains
whether this obligation is absolute, or if there are circumstances
under which refusal to treat is justified, such as level of risk or
other considerations (20). The following are emphasized:
• The ethical duty to treat.
• The legal duty to treat.
• Recommendations.
The Ethical Duty to Treat. Healthcare professionals have a
professional obligation to sick and vulnerable patients despite
the personal health risk related to providing that treatment
(95, 111–113). It has been argued that these duties are even
more binding during crises such as outbreaks due to the specialized capabilities of HCPs (as in the case of training/special qualifications in treating critically ill patients with SARS,
EVD, and influenza) (75, 113, 114). And yet, during recent
outbreaks, questions have been raised about the limits of this
duty to treat and what society and the healthcare community
owe to the healthcare professionals called upon to care for
these patients (94, 115, 116). If the health risks are substantially
greater than the risks experienced during routine practice, the
duty to care may be outweighed by individual rights of selfprotection and duties to other persons such as family members
or other patients (110, 115). The American Nurses’ Association
Code of Ethics asks nurses to balance a duty not to abandon
those who need our care with a duty to self-care. Nurses are
also encouraged to make decisions that do not compromise
their own personal values and moral standards (117). Recognizing these competing obligations, volunteer clinicians may
provide a resource to help fulfill the need for patient care, but
this depends on availability. Once adequate safety practices are
developed, reliance on volunteers may be professionally inappropriate and unfair (80, 118, 119). Reflecting on the SARS
crisis, Reid (115) observed that HCP duties exist in a complex
matrix of factors including societal support for healthcare
institutions and providers, the particularities of healthcare
crises including the magnitude and extent of the risk, and the
distribution of risk within healthcare communities (120, 121).
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Alexander and Wynia (122) found that only a narrow majority believes there should be a professional responsibility to treat
(whereas a duty to treat does not come from a majority opinion; a duty is independent of opinion). The American Medical
Association’s (AMA) first written Code of Medical Ethics (the
Code) in 1847 required physicians to treat patients during outbreaks “without regard to the risk to [their] own health (113,
118, 123).” This language remained essentially unchanged until
1957 and was removed by the late 1970s and then subsequently
revised in response to the HIV/AIDS epidemic and the threat of
bioterrorism. The current Code suggests that providers should
balance the duty to treat patients with infectious disease with
their duty to other patients, their own family members, and the
family members of others in determining whether they should
expose themselves to risk (118, 124, 125).
Historically, physicians’ interpretations of professional
guidelines have been based on their own value systems and
assessment of risk (actual or perceived) (126). HCPs must be
impartial in balancing the benefit to their patients against the
risk to themselves, and the AMA has set guidelines for a minimum acceptable professional conduct regarding HCPs’ duty to
treat during outbreaks (118, 127, 128). The Code was originally set based on a three-part social contract, with reciprocal
obligations among physicians, patients, and their communities (128, 129) This social contract required physicians to continue to treat patients despite the risk to their own health (113,
128). The same way that firefighters and police officers have an
obligation to society even if it puts them in harm’s way, HCPs
have a duty to fulfill despite the risks involved. Physicians are
granted special and privileged status by society, which comes
with the risks associated with treating patients (129, 130). The
question may arise as to whether HCPs should be allowed
to define this threshold based on their own individual right
to autonomy or whether HCPs’ responses during outbreaks
should be consistent with society’s values and needs and not
based on individual virtue (115, 131, 132). During HIV/AIDS
epidemic, some suggested a new code of professional ethics to
give physicians a moral context for the duty to treat based on
both patients’ and society’s needs and understanding medicine
as a moral and virtuous profession (133).
During the SARS epidemic, up to 30% of reported cases
were of HCPs, some of whom died. Some HCPs also refused
to work and were dismissed. Questions arose as to how to align
the HCPs’ obligations to treat patients with highly contagious
and deadly infectious diseases with their right to refuse work
and protect themselves (118). Healthcare professionals have
responsibilities to their patients, family members, friends,
other patients, as well as to themselves. The duty to treat and
its scope should be defined in the context of these competing responsibilities, as well as to their autonomy and personal
safety (119, 127, 134, 135). The fear in these situations is real
and must be acknowledged by all stakeholders during a PHEIC.
It is not only the fear of getting ill that is of concern but also
of the post epidemic problems for HCPs, such as in the Ebola
epidemic, post-Ebola syndrome, and post-Ebla posttraumatic
stress disorder (136, 137).
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The defined risk threshold in the workplace should be based
on an HCP’s expertise and specialty, implied and expressed consent, and an HCP’s medical conditions (such as being immunocompromised or pregnant), etc. Factors, such as balancing the
likely benefits of treatments to patients against the risks of exposure to an HCP, resource allocation, the HCP’s duty to avoid
harm, their competing obligations resulting from their multiple
roles and responsibilities, and institutional implementation of
necessary protections and safeguards for an HCP’s health, are
all important considerations to determine the scope and limits
of the duty to treat during outbreaks (110, 129, 133, 138, 139).
Once the threshold is set based on above factors, should the duty
to treat be obligatory, overriding the autonomy of HCPs? If not,
then the distribution of risk to HCPs will be unfair, as some, who
decide to provide care, will be burdened by the refusal of those
who choose not to treat patients (80, 128, 140, 141).
Another argument for the duty to treat during outbreaks is
that HCPs simply have the skills and expertise to provide care
(125, 129, 138). Society has invested in HCPs through education, thus implying a reciprocal responsibility. Furthermore,
HCPs have assumed the risk by freely and knowingly choosing
to enter the profession, so it is implied that they have agreed to
treat despite the risks involved (125, 129).
To counter that argument, one survey of HCPs showed that
although 80% of participants had some knowledge about risks
when they enter the profession or during their education and
training, over half of participants believed that there was a standard level of risk (SLR) beyond which the risk is not acceptable
to impose the duty to treat unless protective measures were
implemented. Interestingly, a minority of participants would
have chosen a different profession had they been fully informed
of risks. They also believed that there were certain diseases that
would pose risks beyond SLR no matter what precautions were
taken (142). As evidenced by this study, the definition of SLR
and awareness of risk assessment by HCPs are limitations on
using the concept of presumed consent or assumption of risk
to establish the duty to treat (142). Some argue that specialty
choice involving patient contact implies an agreement to accept
a higher level of risk and exposure to potentially deadly infectious diseases (129), and some even imply that those who do
not accept the inherent risk should not be allowed to practice
medicine (80, 138).
As such, even though the AMA code of ethics is vague, an
overwhelming majority of medical and ethics scholars believe
that there is an ethical duty to treat patients during outbreaks,
and the concerns for physicians’ autonomy should not override that duty (113, 125).
The Legal Duty to Treat. The AMA’s professional code of
conduct is often recognized by courts and used as legal standard for states’ Medical Board licensing, regulatory, and disciplinary functions as well as for setting the professional standard
of care in medical negligence cases (125, 143).
The Americans with Disabilities Act (ADA) provides the
primary legal framework to determine HCPs’ legal duty to treat
patients with a particular disease. Although the Supreme Court
has determined physicians have a legal duty to treat patients
Critical Care Medicine

with HIV/AIDS under the ADA, the case law and its policy
rationale could not be applied broadly to highly contagious
and deadly infectious diseases such as Ebola or SARS (143).
Under the ADA, HCPs can invoke the direct threat affirmative
defense to refuse treating such patients. This is allowed when a
patient’s condition presents a “significant risk to the health or
safety of others that cannot be eliminated by a modification of
policies, practices, or procedures...” (139, 143, 144)
The Supreme Court held that the key word in this balancing test is whether the risk is “significant,” which must be
based on objective medical evidence and consensus (actual
risk) and not physicians’ individual good faith beliefs (perception of risk) (145). This means if a new highly contagious
outbreak exists without prevailing consensus in the medical
community of risk assessment, an individual physician’s good
faith assumption that the risk is significant (because the disease is deadly, highly contagious, and without effective treatments to benefit patients) may not absolve his/her legal duty
to treat (143). Separately, using the specialist referral provision of the ADA, a physician can legally deny to treat a patient
with a highly contagious disease and refer him to a specialist if
he/she “lacks the experience or knowledge” to treat such diseases (143). Needless to say, this provision creates a quandary
with specialties such as emergency medicine, critical care, and
infectious disease.
The Emergency Medical Treatment and Active Labor Act
(EMTALA) is another law that created a legal duty for hospitals to treat patients with highly infectious diseases in emergency situations. There is no “significant risk” or “direct threat”
exception under EMTALA. However, physicians’ legal duty to
treat under EMTALA is contractual and only if they agreed to
provide on-call emergency medicine services. Therefore, physicians are “free to negotiate” regarding their responsibilities to
help a hospital’s compliance with EMTALA (143, 146).
Finally, the Model State Emergency Health Powers Act
proposed that during a public health emergency, states could
require HCPs to “assist” with treatment of patients as a condition of their license to practice medicine (147). Since physicians and other healthcare professionals have property
interests in their medical licenses, exercising such broad power
by state without a due process would likely face constitutional
challenges in court (143).
In a survey of Canadian HCPs, legislators, spiritual leaders,
and members of the public, a majority believed that the duty to
care should not be left to personal choice or individual ethics
and morality but must be defined and codified by regulatory
bodies and policymakers and with the inputs from the public (134). Physicians for most part have a legal duty to treat
during outbreaks, and the right to refuse work only applies to
the extent they could reasonably show unsafe working conditions and inadequate protection. Other considerations such as
specialty, rural practice, and lack of access to other HCPs are
among factors that determine a physician’s legal obligation to
treat patients during outbreaks (129).
HCPs are entitled to a safe work environment while
fulfilling their duty to treat patients. HCPs, like any other
www.ccmjournal.org
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members of society cannot be forced to work against their
will, but with some limited exceptions, have a legal duty
to treat patients during emergencies and outbreaks. Their
autonomy may only be recognized in balancing their competing responsibilities for self, family, and community with
the benefits of treatment to the patients to whom they have
a duty to treat.
Recommendations Regarding Professional Autonomy
Versus Duty to Treat:
1) Establish early in the education and orientation process that
HCPs have a duty to treat in the event of a public emergency
when the available volunteer pool is not sufficient to meet
the needs of the community.
2) Establish educational programs that highlight and address
the fear HCPs may have in treating these patients, and
how the risk is minimized with the use of safety/protective
equipment.
3) Designate a greater duty to treat for specialists until education can be provided for others to develop specialized skills.
4) Set up volunteer pools of those willing to care for patients
(Ebola) as long as such willing volunteers were sufficient in
number for staffing, then those who were more hesitant do
not necessarily need to be forced to provide care.
5) Although HCPs have autonomy in making decisions in
regard to their personal situation as to whether they choose
to provide care in an epidemic, such a consideration must
be weighed against the patients’ benefits in receiving treatment from the provider.
6) Ensure that institutions (not just clinicians) are aware of
their responsibility to provide a safe working environment
for all.

REFERENCES

1. Papadimos TJ, Marcolini EG, Hadian M, et al: Ethics of Outbreaks
Position Statement. Part 2: Family-Centered Care. Crit Care Med
2018; 46:1856–1860
2. Schuklenk U: Future infectious disease outbreaks: Ethics of emergency access to unregistered medical interventions and clinical trial
designs. Dev World Bioeth 2016; 16:2–3
3. Donovan GK: Ebola, epidemics, and ethics - what we have learned.
Philos Ethics Humanit Med 2014; 9:15
4. Singer PA, Benatar SR, Bernstein M, et al: Ethics and SARS: Lessons from Toronto. BMJ 2003; 327:1342–1344
5. von Seidlein L, Kekulé AS, Strickman D: Novel vector control
approaches: The future for prevention of zika virus transmission?
PLoS Med 2017; 14:e1002219
6. Metsky HC, Matranga CB, Wohl S, et al: Zika virus evolution and
spread in the Americas. Nature 2017; 546:411–415
7. Worobey M, Watts TD, McKay RA, et al: 1970s and ‘Patient 0’ HIV-1
genomes illuminate early HIV/AIDS history in North America. Nature
2016; 539:98–101
8. Cohen J, Kupferschmidt K: Infectious diseases. Ebola vaccine trials
raise ethical issues. Science 2014; 346:289–290
9. Glickman SW, McHutchison JG, Peterson ED, et al: Ethical and scientific implications of the globalization of clinical research. N Engl J
Med 2009; 360:816–823
10. Lipsitch M, Eyal N, Halloran ME, et al: Vaccine testing. Ebola and
beyond. Science 2015; 348:46–48
11. Spier RE: Ethical aspects of vaccines and vaccination. Vaccine 1998;
16:1788–1794

1852

www.ccmjournal.org

12. World Health Organization: Potential Ebola Therapies and Vaccines,
2014. Available at http://www.who.int/csr/resources/publications/
ebola/potential-therapies-vaccines/en/. Accessed June 6, 2018
13. Levine RJ: Ethical issues in international vaccine research and development. Yale J Biol Med 2005; 78:231–237
14. Bellan SE, Pulliam JR, Dushoff J, et al: Ebola virus vaccine trials: The
ethical mandate for a therapeutic safety net. BMJ 2014; 349:g7518
15. Rhodes RS, Telford GL, Hierholzer WJ Jr, et al: Bloodborne
pathogen transmission from healthcare worker to patients. Legal
issues and provider perspectives. Surg Clin North Am 1995;
75:1205–1217
16. World Health Organization: Guidance for Managing Ethical Issues in
Infectious Disease Outbreaks. 2017. Available at http://apps.who.int/
iris/handle/10665/250580. Accessed June 6, 2018
17. Adebamowo C, Bah-Sow O, Binka F, et al: Randomised controlled trials for Ebola: Practical and ethical issues. Lancet 2014; 384:1423–
1424
18. World Health Organization: Ethical Issues Related to Study Design
for Trials On Therapeutics for Ebola Virus Disease: WHO Ethics
Working Group Meeting 20–21 October 2014, Summary of Discussion. 2014. Available at http://www.who.int/medicines/wg_ethics_
ebola_interventions/en/. Accessed June 7, 2018
19. Rid A, Wendler D: A framework for risk-benefit evaluations in biomedical research. Kennedy Inst Ethics J 2011; 21:141–179
20. Briand S, Bertherat E, Cox P, et al: The international Ebola emergency.
N Engl J Med 2014; 371:1180–1183
21. Muller-Nix C, Forcada-Guex M, Pierrehumbert B, et al: Prematurity,
maternal stress and mother-child interactions. Early Hum Dev 2004;
79:145–158
22. Arie S: Ebola: An opportunity for a clinical trial? BMJ 2014;
349:g4997
23. Cox E, Borio L, Temple R: Evaluating Ebola therapies–the case for
RCTs. N Engl J Med 2014; 371:2350–2351
24. Joffe S: Evaluating novel therapies during the Ebola epidemic. JAMA
2014; 312:1299–1300
25. Emanuel EJ, Wendler D, Grady C: What makes clinical research ethical? JAMA 2000; 283:2701–2711
26. Singh JA: Humanitarian access to unapproved interventions in public health emergencies of international concern. PLoS Med 2015;
12:e1001793
27. Dawson AJ: Ebola: What it tells us about medical ethics. J Med Ethics
2015; 41:107–110
28. Christensen JA, Orlowski JP: Iatrogenic cardiopulmonary arrests in
DNR patients. J Clin Ethics 2000; 11:14–20
29. Kerasidou A, Parker M: Does science need bioethicists? Ethics and
science collaboration in biomedical research. Res Ethics 2014;
10:214–226
30. MacQueen KM, Karim QA: Practice brief: Adolescents and HIV clinical trials: Ethics, culture, and context. J Assoc Nurses AIDS Care
2007; 18:78–82
31. American Academy of Pediatrics, Committee on Bioethics: Informed
consent, parental permission, and assent in pediatric practice. Pediatrics 1995, 95:314–317
32. IJsselmuiden CB, Faden RR: Research and informed consent in
Africa–another look. N Engl J Med 1992; 326:830–833
33. Lanini S, Zumla A, Ioannidis JP, et al: Are adaptive randomised trials or
non-randomised studies the best way to address the Ebola outbreak
in west Africa? Lancet Infect Dis 2015; 15:738–745
34. Tully CM, Lambe T, Gilbert SC, et al: Emergency Ebola response:
A new approach to the rapid design and development of vaccines against emerging diseases. Lancet Infect Dis 2015; 15:
356–359
35. Edwards SJ: Ethics of clinical science in a public health emergency:
Drug discovery at the bedside. Am J Bioeth 2013; 13:3–14
36. Bellan SE, Pulliam JR, Pearson CA, et al: Statistical power and validity of Ebola vaccine trials in Sierra Leone: A simulation study of trial
design and analysis. Lancet Infect Dis 2015; 15:703–710
37. Landes M: Can context justify an ethical double standard for clinical
research in developing countries? Global Health 2005; 1:11
November 2018 • Volume 46 • Number 11

Copyright © 2018 by the Society of Critical Care Medicine and Wolters Kluwer Health, Inc. All Rights Reserved.

Special Articles
38. Wilson D, Halperin DT: “Know your epidemic, know your response”:
A useful approach, if we get it right. Lancet 2008; 372:423–426
39. The National Commission for the Protection of Human Subjects of
Biomedical and Behavioral Research: The Belmont Report: Ethical
Principles and Guidelines for the Protection of Human Subjects of
Research-the National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research. Available at https://
www.hhs.gov/ohrp/sites/default/files/the-belmont-report-508c_
FINAL.pdf. Accessed June 6, 2018
40. Davidson AJ, O’Brien M: Ethics and medical research in children.
Paediatr Anaesth 2009; 19:994–1004
41. Haylett WJ: Ethical considerations in pediatric oncology phase I clinical trials according to The Belmont Report. J Pediatr Oncol Nurs
2009; 26:107–112
42. Kuthning M, Hundt F: Aspects of vulnerable patients and informed
consent in clinical trials. Ger Med Sci 2013; 11:Doc03
43. Laventhal N, Tarini BA, Lantos J: Ethical issues in neonatal and pediatric clinical trials. Pediatr Clin North Am 2012; 59:1205–1220
44. Nachman S, Ahmed A, Amanullah F, et al: Towards early inclusion of
children in tuberculosis drugs trials: A consensus statement. Lancet
Infect Dis 2015; 15:711–720
45. Rid A, Saxena A, Baqui AH, et al: Placebo use in vaccine trials: Recommendations of a WHO expert panel. Vaccine 2014; 32:4708–
4712
46. Greenwood B: The use of a placebo in vaccine trials. Lancet 2014;
383:2101–2102
47. Moodley K, Hardie K, Selgelid MJ, et al: Ethical considerations for
vaccination programmes in acute humanitarian emergencies. Bull
World Health Organ 2013; 91:290–297
48. Kamienski MC: Emergency: Family-centered care in the ED. Am J
Nurs 2004; 104:59–62
49. Davies HD, Byington CL, AAP Committee on Infectious Disease:
Parental presence during treatment of Ebola or other highly consequential infection. Pediatrics 2016; 138:e20161891
50. Requejo JH, Bhutta ZA: The post-2015 agenda: Staying the course in
maternal and child survival. Arch Dis Child 2015; 100(Suppl 1):S76–
S81
51. Ruijs WL, Hautvast JL, Kerrar S, et al: The role of religious leaders
in promoting acceptance of vaccination within a minority group: A
qualitative study. BMC Public Health 2013; 13:511
52. Ganle JK, Obeng B, Segbefia AY, et al: How intra-familial decisionmaking affects women’s access to, and use of maternal healthcare
services in Ghana: A qualitative study. BMC Pregnancy Childbirth
2015; 15:173
53. Fischer SH, David D, Crotty BH, et al: Acceptance and use of health
information technology by community-dwelling elders. Int J Med
Inform 2014; 83:624–635
54. Velasco E, Agheneza T, Denecke K, et al: Social media and internetbased data in global systems for public health surveillance: A systematic review. Milbank Q 2014; 92:7–33
55. Vayena E, Salathé M, Madoff LC, et al: Ethical challenges of big data
in public health. PLoS Comput Biol 2015; 11:e1003904
56. Burns KE, Rizvi L, Tan W, et al: Participation of ICUs in critical care
pandemic research: A province wide, cross-sectional survey. Crit
Care Med 2013; 41:1009–1016
57. Gobat NH, Gal M, Francis NA, et al: Key stakeholder perceptions
about consent to participate in acute illness research: A rapid, systematic review to inform epi/pandemic research preparedness. Trials
2015; 16:591
58. Macklin R, Cowan E: Conducting research in disease outbreaks.
PLoS Negl Trop Dis 2009; 3:e335
59. Folayan MO, Brown B, Haire B, et al: Stakeholders’ engagement with
Ebola therapy research in resource limited settings. BMC Infect Dis
2015; 15:242
60. Alirol E, Kuesel AC, Guraiib MM, et al: Ethics review of studies during
public health emergencies - the experience of the WHO ethics review
committee during the Ebola virus disease epidemic. BMC Med Ethics
2017; 18:43
61. International Severe Acute Respiratory and Emerging Infection Consortium: Short Period Incidence Study of Severe Acute Respiratory

Critical Care Medicine

62.
63.

64.
65.
66.
67.
68.
69.
70.
71.
72.
73.
74.
75.
76.
77.
78.

79.
80.
81.

82.
83.
84.
85.
86.

Infection-Severe Acute Respiratory Infection (SPRINT-SARI). 2018.
Available at: https://isaric.tghn.org/sprint-sari/. Accessed June 6,
2018
Let’s think about cognitive bias. Nature 2015; 526:163
Armijo-Olivo S, Ospina M, da Costa BR, et al: Poor reliability between
Cochrane reviewers and blinded external reviewers when applying
the Cochrane risk of bias tool in physical therapy trials. PLoS One
2014; 9:e96920
Berger VW, Mickenautsch S: On the need for objective measures of
risk of bias. Contemp Clin Trials 2015; 41:202–203
Begley CG, Buchan AM, Dirnagl U: Robust research: Institutions
must do their part for reproducibility. Nature 2015; 525:25–27
Ioannidis JP: Why most published research findings are false. PLoS
Med 2005; 2:e124
Iqbal SA, Wallach JD, Khoury MJ, et al: Reproducible research practices and transparency across the biomedical literature. PLoS Biol
2016; 14:e1002333
van Delden JJ, Ashcroft R, Dawson A, et al: The ethics of mandatory
vaccination against influenza for health care workers. Vaccine 2008;
26:5562–5566
Centers for Disease Control and Prevention: Personal Protective
Equipment. 2010. Available at https://www.cdc.gov/hai/prevent/ppe.
html. Accessed June 6, 2018
Sprecher AG, Caluwaerts A, Draper M, et al: Personal protective
equipment for filovirus epidemics: A call for better evidence. J Infect
Dis 2015; 212 Suppl 2:S98–S100
Torres M, Hansen KN, Jerrard D: Ebola: A review for emergency providers. Emerg Med Clin North Am 2015; 33:e1–18
Brett-Major DM, Jacob ST, Jacquerioz FA, et al: Being ready to treat
Ebola virus disease patients. Am J Trop Med Hyg 2015; 92:233–237
Mitani S, Ozaki E, Fujita N, et al: Ensuring adequate human medical resources during an avian influenza A/H5N1 pandemic. Prehosp
Disaster Med 2011; 26:15–19
Gostin LO, Hanfling D: National preparedness for a catastrophic
emergency: Crisis standards of care. JAMA 2009; 302:2365–2366
Clark CC: In harm’s way: Service in the face of SARS. Hastings Cent
Rep 2003; 33:inside back cover
White DB, Katz MH, Luce JM, et al: Who should receive life support
during a public health emergency? Using ethical principles to improve
allocation decisions. Ann Intern Med 2009; 150:132–138
Christian MD, Devereaux AV, Dichter JR, et al: Introduction and executive summary: Care of the critically ill and injured during pandemics and
disasters: CHEST consensus statement. CHEST 2014; 146:8S–34S
Biddison LD, Berkowitz KA, Courtney B, et al; Task Force for Mass
Critical Care; Task Force for Mass Critical Care: Ethical considerations: Care of the critically ill and injured during pandemics and disasters: CHEST consensus statement. Chest 2014; 146:e145S–e155S
Powell T, Christ KC, Birkhead GS: Allocation of ventilators in a public
health disaster. Disaster Med Public Health Prep 2008; 2:20–26
Minkoff H, Ecker J: Physicians’ obligations to patients infected with
Ebola: Echoes of acquired immune deficiency syndrome. Am J Obstet
Gynecol 2015; 212:456.e1–456.e4
Christian MD, Sprung CL, King MA, et al; Task Force for Mass Critical
Care; Task Force for Mass Critical Care: Triage: Care of the critically
ill and injured during pandemics and disasters: CHEST consensus
statement. Chest 2014; 146:e61S–e74S
Bachinsky AG, Nizolenko LP: A universal model for predicting dynamics of the epidemics caused by special pathogens. Biomed Res Int
2013; 2013:467078
Burkle FM: Operationalizing public health skills to resource poor settings: Is this the Achilles heel in the Ebola epidemic campaign? Disaster Med Public Health Prep 2015; 9:44–46
Morgan DJ, Braun B, Milstone AM, et al: Lessons learned from hospital Ebola preparation. Infect Control Hosp Epidemiol 2015; 36:627–
631
Kirby J: Enhancing the fairness of pandemic critical care triage. J Med
Ethics 2010; 36:758–761
Emanuel EJ, Wertheimer A: Who should get influenza vaccine when
not all can? Science 2006; 312:854–855
www.ccmjournal.org

1853

Copyright © 2018 by the Society of Critical Care Medicine and Wolters Kluwer Health, Inc. All Rights Reserved.

Papadimos et al
87. Persad G, Wertheimer A, Emanuel EJ: Principles for allocation of
scarce medical interventions. Lancet 2009; 373:423–431
88. Veatch RM: Disaster preparedness and triage: Justice and the common good. Mt Sinai J Med 2005; 72:236–241
89. Kanter RK: Would triage predictors perform better than firstcome, first-served in pandemic ventilator allocation? Chest 2015;
147:102–108
90. Shahpori R, Stelfox HT, Doig CJ, et al: Sequential organ failure assessment in H1N1 pandemic planning. Crit Care Med 2011; 39:827–832
91. Utley M, Pagel C, Peters MJ, et al: Does triage to critical care during a pandemic necessarily result in more survivors? Crit Care Med
2011; 39:179–183
92. Fins JJ: Responding to Ebola: Questions About Resuscitation. The
Hastings Center Bioethics Forum 2014. Available at https://www.
thehastingscenter.org/responding-to-ebola-questions-about-resuscitation/. Accessed June 6, 2018
93. Lamontagne F, Clément C, Fletcher T, et al: Doing today’s work
superbly well–treating Ebola with current tools. N Engl J Med 2014;
371:1565–1566
94. Venkat A, Wolf L, Geiderman JM, et al; American College of
Emergency Physicians; Emergency Nurses Association; Society for
Academic Emergency Medicine: Ethical issues in the response to
Ebola virus disease in US emergency departments: A position paper
of the American College of Emergency Physicians, the Emergency
Nurses Association and the Society for Academic Emergency
Medicine. J Emerg Nurs 2015; 41:e5–e16
95. Burkhart JH, Patterson RH, Dickey NW, et al: Ethical issues involved
in the growing AIDS crisis. JAMA 1988; 259:1360–1361
96. Emanuel EJ: Do physicians have an obligation to treat patients with
AIDS? N Engl J Med 1988; 318:1686–1690
97. Wynia MK, Kishore SP, Belar CD: A unified code of ethics for
health professionals: Insights from an IOM workshop. JAMA 2014;
311:799–800
98. Tomczyk D, Alvarez D, Borgman P, et al: Caring for those who care:
The role of the occupational health nurse in disasters. AAOHN J
2008; 56:243–250
99. Pfrimmer D: Duty to care. J Contin Educ Nurs 2009; 40:53–54
100. Shabanowitz RB, Reardon JE: Avian flu pandemic - flight of the
healthcare worker? HEC Forum 2009; 21:365–385
101. Bosslet GT, Pope TM, Rubenfeld GD, et al; American Thoracic Society
ad hoc Committee on Futile and Potentially Inappropriate Treatment;
American Thoracic Society; American Association for Critical Care
Nurses; American College of Chest Physicians; European Society
for Intensive Care Medicine; Society of Critical Care: An Official
ATS/AACN/ACCP/ESICM/SCCM policy statement: Responding
to requests for potentially inappropriate treatments in intensive care
units. Am J Respir Crit Care Med 2015; 191:1318–1330
102. Misak CJ, White DB, Truog RD: Medical futility: A new look at an old
problem. Chest 2014; 146:1667–1672
103. Halpern SD, Emanuel EJ: Ethical guidance on the use of life-sustaining therapies for patients with Ebola in developed countries. Ann
Intern Med 2015; 162:304–305
104. Kitching A, Walsh A, Morgan D: Ebola in pregnancy: Risk and clinical outcomes. BJOG 2015; 122:287
105. Johnson DW, Sullivan JN, Piquette CA, et al: Lessons learned:
Critical care management of patients with Ebola in the United
States. Crit Care Med 2015; 43:1157–1164
106. Armour S: Hospitals wrestle with extent of Ebola Treatment. 2014.
Available at https://www.wsj.com/articles/hospitals-weigh-ebolatreatment-vs-staff-safety-1414802551. Accessed June 6, 2018
107. Hodge JG Jr, Penn MS, Ransom M, et al: Domestic legal preparedness and response to Ebola. J Law Med Ethics 2015; 43(Suppl
1):15–18
108. Wallis P: Debating a duty to treat: AIDS and the professional ethics
of American medicine. Bull Hist Med 2011; 85:620–649
109. Torabi-Parizi P, Davey RT Jr, Suffredini AF, et al: Ethical and practical
considerations in providing critical care to patients with Ebola virus
disease. Chest 2015; 147:1460–1466
110. Daniels N: Duty to treat or right to refuse? Hastings Cent Rep 1991;
21:36–46

1854

www.ccmjournal.org

111. Association AM: Declaration of professional responsibility:
Medicine’s social contract with humanity. Mo Med 2003; 99:195
112. Arras JD: The fragile web of responsibility: AIDS and the duty to
neat. Hastings Cent Rep 1988; 18:10–20
113. Huber SJ, Wynia MK: When pestilence prevails… physician responsibilities in epidemics. Am J Bioeth 2004; 4:W5–11
114. Wynia MK: Ethics and public health emergencies: Encouraging
responsibility. Am J Bioeth 2007; 7:1–4
115. Reid L: Diminishing returns? Risk and the duty to care in the SARS
epidemic. Bioethics 2005; 19:348–361
116. Malm H, May T, Francis LP, et al: Ethics, pandemics, and the duty to
treat. Am J Bioeth 2008; 8:4–19
117. Grimaldi ME: Ethical decisions in times of disaster: Choices healthcare workers must make. J Trauma Nurs 2007; 14:163–164
118. Ruderman C, Tracy CS, Bensimon CM, et al: On pandemics and the
duty to care: whose duty? who cares? BMC Med Ethics 2006; 7:E5
119. Rushton CH: Ethical issues in caring for patients with Ebola:
Implications for critical care nurses. AACN Adv Crit Care 2015;
26:65–70; quiz 71
120. Joint Centre for Bioethics Pandemic Ethics Working Group: The
duty to care in a pandemic. Am J Bioeth 2008: 8:31–33
121. Bensimon CM, Smith MJ, Pisartchik D, et al: The duty to care in an
influenza pandemic: a qualitative study of Canadian public perspectives. Soc Sci Med 2012; 75:2425–2430
122. Alexander GC, Wynia MK: Ready and willing? Physicians’ sense
of preparedness for bioterrorism. Health Aff (Millwood) 2003;
22:189–197
123. Baker RB, Caplan AL, Emanuel LL, Latham SR: The American
Medical Ethics Revolution. Baltimore, MD, Johns Hopkins University
Press, 1999
124. Wynia MK, Gostin LO: Ethical challenges in preparing for bioterrorism: Barriers within the health care system. Am J Public Health
2004; 94:1096–1102
125. Clark CC: In harm’s way: AMA physicians and the duty to treat. J
Med Philos 2005; 30:65–87
126. Iserson KV, Heine CE, Larkin GL, et al: Fight or flight: The ethics
of emergency physician disaster response. Ann Emerg Med 2008;
51:345–353
127. Dwyer J, Tsai DF: Developing the duty to treat: HIV, SARS, and the
next epidemic. J Med Ethics 2008; 34:7–10
128. Wynia MK: The short history and tenuous future of medical professionalism: The erosion of medicine’s social contract. Perspect Biol
Med 2008; 51:565–578
129. Olick RS: Ethics, epidemics, and the duty to treat. J Public Health
Manag Pract 2004; 10:366–367
130. Annas GJ: Legal risks and responsibilities of physicians in the AIDS
epidemic. Hastings Cent Rep 1988; 18:26–32
131. Sibbald B: Right to refuse work becomes another SARS issue.
CMAJ 2003; 169:141
132. Tomlinson T: Caring for risky patients: Duty or virtue? J Med Ethics
2008; 34:458–462
133. Zuger A, Miles SH: Physicians, AIDS, and occupational risk. Historic
traditions and ethical obligations. JAMA 1987; 258:1924–1928
134. Bensimon CM, Tracy CS, Bernstein M, et al: A qualitative study of
the duty to care in communicable disease outbreaks. Soc Sci Med
2007; 65:2566–2575
135. Sokol DK: Virulent epidemics and scope of healthcare workers’ duty
of care. Emerg Infect Dis 2006; 12:1238–1241
136. Paladino L, Sharpe RP, Galwankar SC, et al; American College of
Academic International Medicine (ACAIM): Reflections on the Ebola
public health emergency of international concern, part 2: The unseen
epidemic of posttraumatic stress among health-care personnel and
survivors of the 2014-2016 Ebola outbreak. J Glob Infect Dis 2017;
9:45–50
137. Stawicki SP, Sharpe RP, Galwankar SC, et al: Reflections on the Ebola
Public Health Emergency of International Concern, Part 1: Post-Ebola
Syndrome: The Silent Outbreak. J Glob Infect Dis 2017; 9:41–44
138. Clark CC: Of epidemic proportions: Physicians, personal risk, and
public trust. Yale J Biol Med 2005; 78:363–372
November 2018 • Volume 46 • Number 11

Copyright © 2018 by the Society of Critical Care Medicine and Wolters Kluwer Health, Inc. All Rights Reserved.

Special Articles
139. Davies CE, Shaul RZ: Physicians’ legal duty of care and legal right
to refuse to work during a pandemic. CMAJ 2010; 182:167–170
140. Pahlman I, Tohmo H, Gylling H: Pandemic influenza: Human rights,
ethics and duty to treat. Acta Anaesthesiol Scand 2010; 54:9–15
141. Jecker NS, Dudzinski DM, Diekema DS, et al: Ebola virus disease:
Ethics and emergency medical response policy. Chest 2015;
148:794–800
142. Civaner M, Arda B: Can “presumed consent” justify the duty to treat
infectious diseases? An analysis. BMC Infect Dis 2008; 8:29
143. Schwartz AR: Doubtful duty: Physicians’ legal obligation to treat during an epidemic. Stanford Law Rev 2007; 60:657–694

Critical Care Medicine

144. 42 U.S. Code § 12182(b)(3), 2000. Available at: https://www.law.
cornell.edu/uscode/text/42/12182. Accessed September 1, 2018
145. Bragdon v. Abbot, 524 U.S. 649, 1998. Available at: https://
supreme.justia.com/cases/federal/us/524/624/.
Accessed
September 1, 2018
146. Hiser v. Randolph, 617 P.2d 774. Ariz Ct App, 1980. Available at:
https://www.courtlistener.com/opinion/1149756/hiser-v-randolph/.
Accessed September 1, 2018
147. The Model State Emergency Health Powers Act § 608(a). Center
for Law & Public Health Ethics, 2001. Available at: https://www.aapsonline.org/legis/msehpa2.pdf. Accessed September 1, 2018

www.ccmjournal.org

1855

Copyright © 2018 by the Society of Critical Care Medicine and Wolters Kluwer Health, Inc. All Rights Reserved.

Downloaded from https://journals.lww.com/ccmjournal by wrHCvhjO7WkRUaHFQgU5sRwb2NhXz4eRzyeq5zSV0JyTxvvLn1BjMyWyV9jGZbQ5M+fMhyNPRN0Y5Otd+lOlDZzIGaRbeXm/WHXH8aZuSBvINZM4A2PR2zKFXmRAiiSR81IPmKVVUOiM4NYc0EiJEIvYMK5bRWvG on 03/03/2020

Ethics of Outbreaks Position Statement. Part 2:
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Objectives: Continue the dialogue presented in Ethics of Outbreaks Position Statement. Part 1, with a focus on strategies for
provision of family-centered care in critical illness during Pubic
Health Emergency of International Concern.
Design: Development of a Society of Critical Care Medicine position statement using literature review, expert consensus from the
Society of Critical Care Medicine Ethics Committee. A family
member of a patient who was critically ill during a natural disaster
served on the writing panel and provided validation from a family
perspective to the recommendations.
Setting: Provision of family-centered care and support for patients
who are critically ill or who have the potential of becoming critically ill, and their families, during a Pubic Health Emergency of
International Concern.
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Interventions: Communication; family support.
Measurements and Main Results: Family-centered interventions
during a Pubic Health Emergency of International Concern include
understanding how crisis standards may affect regional and local
traditions. Transparently communicate changes in decision-making authority and uncertainty regarding treatments and outcomes
to the family and community. Assess family coping, increase family
communication and support, and guide families regarding possible engagement strategies during crisis. Prepare the public
to accept survivors returning to the community.(Crit Care Med
2018; 46:1856–1860)
Key Words: decision-making; disease outbreaks; ethics; familycentered; moral duty; nursing; public health

T

he purpose of this position statement is to continue the
dialogue from Part 1 (1) with a specific focus on the
provision of family-centered care in critical illness during a public health disaster.
This report was constructed by literature review, and validated by a family member of a patient who was critically ill
during a public health disaster. The Ethics Committee of
the Society of Critical Care Medicine (SCCM) iteratively
reviewed and approved the document during development
and approved the recommendations by expert consensus.
Recommendations were further approved through the SCCM
leadership team. The SCCM for providing critical care within
the context of a shared decision-making model. This is especially important in serious outbreaks of disease such as Ebola.
Those supporting an endangered country/region/segment
of society in a Public Health Emergencies of International
Concern (PHEIC) must be cognizant of avoiding a paternalistic stance. Further, it is important to understand how families
and communities are structured and the regional/local traditions that affect public discourse.
Decision-making in the diverse cultural milieu of the
affected region(s) must be acknowledged and respected
despite competing priorities. The American Academy of
Pediatrics has recommended that family-centered care (FCC)
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be provided during mass critical care disaster (3). Although
mass critical care disasters are similar to emerging outbreaks,
the nature of infectious disease complicates provision of
FCC even further. In accordance with the respect for persons (autonomy), SCCM/American College of Critical Care
Medicine advocates for providing critical care within the context of a shared decision-making model (4). Further, a joint
statement between SCCM and the American Thoracic Society
has recommended that healthcare providers (HCPs) default
to a shared decision-making model and then further refine
the approach to decision-making following an assessment of
patient/family wishes and values for involvement (2). In shared
decision-making, medically appropriate options for care are
outlined, and decisions are made together between the patient
or their surrogate and the provider. In an emerging outbreak,
aspects of patient/family involvement in decision-making,
and individuals’ rights to self-determination, are threatened
on many levels and may be replaced by crisis standards, a
paternalistic decision-making model (5, 6). Competing priorities exist in all elements of crisis management complicating efforts to sustain patient-centered care/FCC. Herein we
will address, explore, and make recommendations regarding
decision-making and outbreaks, respect for family presence
and engagement, and maintaining family integrity through a
crisis such as an emerging outbreak.

SEARCH STRATEGY
The SCCM refworks account for FCC including all known
citations for family, and ICU or intensive care was searched
for relevant manuscripts on topics of postintensive care syndrome-family (PICS-F), shared decision-making, and family
integrity.
PubMed was searched iteratively for combinations of
family (outbreak or pandemic or PHEIC or Ebola), (ICU or
intensive care or critical care), ethics, (decision-making or
[visit* or family presence]), survivor syndrome resulting in
188 citations. After deleting duplicates and those that were
off topic, 13 citations were found to have information that
could inform this document within the context of critical
care.
Articles were selected from these searches that matched the
topic of FCC in ICUs during outbreaks. Background manuscripts describing FCC are cited as indicated for topic introduction. We explore the following:
1) Decision-making and outbreaks,
2) Respect for family presence and engagement, and
3) Maintaining family integrity through crisis.

DECISION-MAKING AND OUTBREAKS
During an outbreak governmental authorities take over a proportion of medical decisions (7). For instance, if a medical
worker is volunteering in a resource-poor country and contracts the disease, one of the first decisions is whether or not
to evacuate to the country of origin. Timely evacuation may
Critical Care Medicine

affect health outcomes because resuscitation in diseases such as
sepsis, for instance, is time sensitive. Government officials on
both sides have input into the decision to evacuate instead of
the patient/family or even medical providers. Medical specialists should collaborate with governmental agents and public
health officials during decision-making (8). The public at large
should be informed when decisions are made through crisis
standards (8, 9).
Evacuation decisions can be complicated. Should victims
who originate from resource-intensive nations be evacuated
whereas others die? Should those who volunteer in known
risky situations receive the resources of evacuation when
others native to the region do not have basic medical supplies for resuscitation (10)? Or should they be repatriated
to decrease the burden of their illness on the resource-poor
country? These questions cannot be answered on a personal level and require societal agreement to conditions,
terms, and transparency about decisions (11). Such answers
require analysis of context; values, available resources, burdens, and benefits cannot be preordained in a one-size fits
all standard.
For those evacuated from resource-poor areas to receive
superior care elsewhere, the patients and their families may
experience distress in the form of survivor’s guilt or depression (12). Healthcare workers need to be available to listen
to patients or families experiencing guilt and support them
as they work through this iterative process. Such a decision
may be governmentally controlled. A declination of a family’s preferential request for care may cause distress/anger.
In PHEIC, the decision of where to receive healthcare is
not made by the critically ill patient’s family, as it would be
in other situations. Communication needs to be increased
when decisions cannot be shared. In the American College
of Chest Physicians (ACCP) consensus statement for
PHEICs, it is recommended that decisions made through a
crisis standard be communicated to patients and their families so that there is complete transparency of the process
(5, 6). Disaster preparedness programs need to preestablish
a structure for providing information to families who are
geographically separated from their disease-affected family
member (13).
Decisions regarding distribution of resources and rationing
will occur if the need for resources exceeds capacity. Clinicians
executing clinical decision-making during a crisis may also
need to make decisions in the best interest of the public, rather
than the individual, thus sacrificing autonomy and normal civil
liberties of the patient and family. More specifically, authorities
may infringe on autonomy by demanding the administration
of a vaccine or encroach on civil liberties by enforcing quarantine (1). Where to draw the line for the common good, or
what is permissible, may be unattainable or unanswerable until
a particular threat presents itself. Describing the rationale for
these decisions with those affected is an important part of the
process (14).
The ability to share in decision-making is also affected
because there is less certainty about medically appropriate
www.ccmjournal.org
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options (15). There can be dissonance between the need to
take action and the sense that action should be evidence-based
(15). Following the severe acute respiratory syndrome (SARS)
pandemic in Canada, it was recommended that a “precautionary principle” be deployed during decision-making in future
pandemics. The precautionary principle supports action to
reduce risk prior to scientific certainty (15). In contrast, U.S.
government health officials caution that premature use of
untested therapies may cause mass harm (16). The balance
point between action and preventing harm is not known.
Panic, anxiety, and uncertainty are heightened during an
outbreak. Provider confidence is compromised in proportion
to what is known about the available treatments, and relinquishing control may be difficult. This creates a situation of
needing to act autocratically in a time-sensitive crisis.
Because of the overt uncertainty, some families that may
have preferred a shared decision-making model, now expect
a paternalistic approach. Conversely, a paternalistic approach
(such as that used during implementation of crisis standards),
although instilling a sense of order may also breed mistrust if
the family is accustomed to involvement in medical decisionmaking. Where the opportunities for involvement in decision-making are limited, good communication is needed. It
is important that there is transparency around decision-making. It has been suggested that engaging the public prior to a
disaster is indicated to: 1) develop better disaster plans, and
2) prepare the public. Advanced preplanning and bidirectional
dialogue will prepare the public for the loss of autonomous or
shared decision-making during an outbreak (with or without
consensus) (17–19).
Treating patients in outbreaks creates a high profile situation. Decisions are not only scrutinized by medical colleagues,
but also by the media and government. In dealing with an
emerging outbreak, providers may fear retribution for mishandling cases. The fear of retribution may be so intense that
it makes those involved feel as if mistakes could be career
altering. This pressure may lead to an instinctive overprotective mechanism of sheltering (vs sharing) of information.
This decreased communication, born from fear, may also
decrease patient/family information that limits trust building when patients and families need it most. With respect to
these issues, including ethicists when planning for disasters,
and during the event (due to anticipated conflict of values), is
very important (5, 6).
It is important to remain open to advice from others and
seek advice from outside normal patterns of consultation
because of situational uncertainty. The person with the most
experience in handling the situation may be in another state or
country. Reaching out may either validate the uncertainty of
the situation or provide new insight from which to direct care.

RESPECT FOR FAMILY PRESENCE AND
ENGAGEMENT
The core concepts of FCC include, among others, patient and
family participation in medical decision-making and collaboration between the patient and family, and the healthcare
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system in the delivery of medical care. This closely cooperative
collaboration benefits patients, families and medical care providers, but may also present challenges in the form of required
or the perceived requirement of isolation in the case of an outbreak. The Pediatric Emergency Mass Critical Care Task Force
acknowledges the family as a cohesive unit and encourages the
housing and close physical proximity of family and patient,
including during bedside rounds and procedures (3). In many
cases, the family may have the most accurate information
regarding the patient’s baseline status, modest changes from
baseline and current needs.
An outbreak or disaster brings to the forefront the five basic
emotional needs of people: to feel safe, calm, connected; to feel a
sense of efficacy; and to feel hope (20). These needs are disrupted
by fear and/or separation (natural or enforced). The precautionary principle invokes that it is not necessary to have fully validated evidence in order to institute policies that reduce risk to the
public (15); many governmental bodies have declared isolation
for outbreaks in one form or another, with the intent to protect
public safety. When combined with the human tendencies toward
fear and separation anxiety, these mandated requirements might
increase skepticism, fear, and anxiety in those isolated from family.
Respect for persons, and the patient or family’s desire to have
proximity and information can be challenged in an outbreak.
Government officials and medical authorities may perceive
that they need to have strong validated data and full knowledge
of the anticipated risks before communicating with the family.
In reality, families appreciate honest communication, even if
there is uncertainty. Good communication is the key because
their usual rights given by the hospital will be suspended during times of disaster or crisis, and what will be allowed will be
explained on an ongoing basis.
Some families will experience both acute stress during a
period of critical illness, as well as posttraumatic stress disorder
(PTSD) months later. PTSD may not correlate with the severity
of the patient’s illness, but with the perceptions of mortality
risk (21). Communication and trust building can serve to reassure family members in the setting of their inability to be in
close proximity during isolation. It can also help the medical
team to understand the level of understanding and fears of the
family, in order to intervene in an effective manner.
In an outbreak, the patient is the first priority, but family health and well-being is also an important priority. The
health of the family depends on multiple components,
including biological, psychologic, spiritual, sociological,
aesthetic, and cultural aspects of their lives and the impact
of the crisis of their loved one (22). In order to effectively
approach and address family wellness, an effort must be
made to determine the family structure, strengths, relationships, and particular needs.
Supportive strategies should be presented to the patient and
family. These may include but are not limited to psychologic
support, diary formation, keeping other family members, and
friends informed, use of computerized technology to e-visit and
promote e-presence. Patients have expressed less suffering with
a significant level of family involvement and social support (22).
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The family may engage in coaching activities when provided
with a means to communicate directly with the patient.
The impact of isolation is heightened bidirectionally when
the patient cannot see outside of the room and the family
cannot see in. When constructing care and isolation units,
consider choosing or building the space to include a viewing
window for patients and families to see each other, in addition
to a window to view the outside world.
In outbreaks, although respect for persons is acknowledged,
priorities may change for the sake of improving the well-being
of the masses. The decision to isolate a patient, while protecting
public safety, may have far-reaching implications when perception is fueled by fear and ill-informed media. If the public is not
informed as to knowledge and uncertainty, mistrust in the system can result, just as it may with families resulting in avoidance
behaviors such as not seeking medical attention when indicated.
A misinformed public could result in a delay in controlling the
outbreak. Families and patients may be ostracized because of the
public’s inaccurate perceptions of risk. The goals of protecting
personal autonomy and promoting community well-being may
create stress for the family as well as the patient with respect to
isolation due to the inability to be with each other. Stress following discharge from a critical illness is common but may be
heightened during the reemergence of the patient and family into
the mainstream. The public needs to be informed regarding why
the decision to discharge is safe so that the patient and family
will be welcomed back into their communities. If the family is
strong in their relationships and have good support systems in
place, they may cope through an outbreak crisis without external resources. Other families may need additional help in coping
with the stresses.

MAINTAINING FAMILY INTEGRITY THROUGH
CRISIS
Families under the stress of critical illness are prone to anxiety, depression, PTSD, and complicated grief (in the bereaved)
(23). These issues may persist past the hospitalization or death
of the critically ill patient and a family such as this is described
as a PICS-F (24). The exposure to critical illness and resultant
caregiving burden may also cause financial stressors and strain
on family roles and marriage (25, 26). Uncertainty negatively
affects the ability to cope (27).
It is recognized that patients have long-term psychologic
issues following survival from outbreak (28). Very little is
known about psychologic health of families following outbreak. In one small study of family members of patients hospitalized during an influenza pandemic, anxiety, and depression
were found at similar rates to previous studies of ICU families.
Contrary to previous studies of other critical illness, the stress
increased with age of the family member (29). In another small
study conducted 1 year following SARS, both patients and
their family members reported significant reduction in mental
health (30).
When interviewed, families expect support in maintaining
family integrity during the crisis of critical illness (31, 32). Family
integrity is best preserved through dignity and control (33).
Critical Care Medicine

Normally, the family stressors stimulated by exposure to
critical illness may be mediated by involvement in shared
decision-making, communication, family involvement, and
family presence. We have described how all of these mechanisms are limited during outbreak. Supportive measures
have a heightened importance and demonstrate respect for
persons, which may in turn help to preserve family integrity.
Those supportive measures offered during routine critical illness should be offered during outbreak. The use of ethics,
social service, and palliative care consults are endorsed by
the ACCP consensus state on PHEICs and should be offered
understanding that individual family preference for use of
these services may vary (5).
Providers often question how deeply to engage in family
issues. If enough communication is occurring, the provider
should be able to assess whether or not the family members
are coping with the situation and whether or not there is intrafamily strain. An assessment of family dynamics is indicated.
Providers should acknowledge family strain when it exists,
engage in listening, provide support and reassurance, answer
questions, and provide advice as needed. This obligation to
provide family care is not replaced by referral to supportive
services.

RECOMMENDATIONS
1) Honestly disclose the unknown/uncertainty and have a
low threshold to seek external advice in the setting of a
rare disease causing a PHEIC.
2) Describe to the patient/family how decisions are being
made and by whom, and how this process is different in
light of the PHEIC and a rare disease.
3) Increase patient/family communication, including frequent care conferences. Explain why shared decisionmaking, while typically the standard, may not be possible
and allow opportunities for families to communicate their
concerns as well as to be involved in public crisis planning.
4) Anticipate and be sensitive to families’ self-protective
behaviors (e.g., distancing themselves from each other,
the medical team or the patient) that may be particular
to the nuances of a PHEIC and fear of public judgment
(20).
5) Include family coping in daily assessment, providing listening, supportive reassurance, advice, and answering
questions, with particular attention to the loss of typical
avenues of support in light of a PHEIC and the attendant
fears in society (22).
6) Build a program of FCC to offer supportive services particular to the unique challenges of a PHEIC, such as:
		a) Diary or blog development, cards, or letters of healing,
		b) Social service referral (family dynamics and financial
counseling),
		c) Pastoral care,
		d) Behavioral health consultation,
		e) Palliative care, and
		f) Ethics consultation.
www.ccmjournal.org
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7) Consider basic architectural standards such as a window for family members and patients to see each other
through when strict isolation is mandated by the contagious nature of the disease.
8) Provide education on family care within disaster preparedness programs for healthcare workers.
9) Support and foster further research to evaluate decisionmaking, trust-building, communication, and ICU design
strategies during outbreaks resulting in critical illness.
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