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Abstract

In critical care, the specific, structured approach to patient care
known as a “time-limited trial” has been promoted in the
literature to help patients, surrogate decision makers, and
clinicians navigate consequential decisions about life-sustaining
therapy in the face of uncertainty. Despite promotion of the time-
limited trial approach, a lack of consensus about its definition
and essential elements prevents optimal clinical use and rigorous
evaluation of its impact. The objectives of this American Thoracic
Society Workshop Committee were to establish a consensus
definition of a time-limited trial in critical care, identify the
essential elements for conducting a time-limited trial, and
prioritize directions for future work. We achieved these objectives
through a structured search of the literature, a modified Delphi
process with 100 interdisciplinary and interprofessional
stakeholders, and iterative committee discussions. We conclude

that a time-limited trial for patients with critical illness is a
collaborative plan among clinicians and a patient and/or their
surrogate decision makers to use life-sustaining therapy for a defined
duration, after which the patient’s response to therapy informs the
decision to continue care directed toward recovery, transition to care
focused exclusively on comfort, or extend the trial’s duration. The
plan’s 16 essential elements follow four sequential phases: consider,
plan, support, and reassess. We acknowledge considerable gaps in
evidence about the impact of time-limited trials and highlight a
concern that if inadequately implemented, time-limited trials may
perpetuate unintended harm. Future work is needed to better
implement this defined, specific approach to care in practice
through a person-centered equity lens and to evaluate its impact

on patients, surrogates, and clinicians.
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A “time-limited trial” is a specific, structured
approach to patient care that has been
promoted for patients with critical illness,
with the intention of helping patients,
surrogate decision makers, and clinicians
navigate decisions about life-sustaining
therapy in the face of uncertainty. Despite
the promotion of time-limited trials, this
approach to care lacks a clear definition and
consensus about its essential elements. To
inform future research and implementation
efforts, the American Thoracic Society
organized a workshop committee to establish
a consensus definition of a time-limited trial
in critical care, identify the essential elements
for conducting a time-limited trial, and
prioritize directions for future work. The
committee’s key conclusions are as follows.

Key Conclusions

o The time-limited trial in critical care is
operationally defined as a collaborative
plan among clinicians and a patient
and/or their surrogate decision maker(s)
to use life-sustaining therapy for a
defined duration, after which the
patient’s response to therapy informs
the decision to continue care directed
toward recovery, transition to care
focused exclusively on comfort, or
extend the trial’s duration.

o Time-limited trials are designed to help
patients, surrogate decision makers,
and clinicians collaboratively navigate
uncertainty in critical illness. This
specific approach to patient care aims
to uphold a set of goals held by many
patients: to extend life when possible
and to avoid prolonged life-sustaining
therapy if the chance of survival is low
or the impact on quality of life is
unacceptable.
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16 essential elements that follow four
sequential phases: consider, plan,
support, and reassess.

o For patients with critical illness, time-
limited trials are primarily led by
intensive care unit (ICU) clinicians and
do not require routine clinical ethics
consultation. The support of other
healthcare teams (e.g., consultants,
specialty palliative care, continuity
physicians) can be beneficial in some
cases.

o Ifinadequately or inappropriately
implemented in clinical practice, time-
limited trials may contribute to conflict
with patients and surrogates or

exacerbate existing healthcare inequities.

e Future work on time-limited trials
should evaluate how best to implement
this approach to patient care in practice
through a person-centered equity lens
and determine its impact on patients,
surrogates, clinicians, and health
systems.

Introduction

Providing care that aligns with an individual
patient’s goals, priorities, and treatment
preferences is a cornerstone of high-quality
critical care. However, achieving this
standard in clinical practice can be
challenging because critical illness is often
fraught with both diagnostic and prognostic
uncertainty. Amid this uncertainty, patients
and their surrogate decision makers (herein
surrogates) face the challenge of making
unfamiliar, complex, and highly
consequential medical decisions.

The time-limited trial is an existing,
specific approach to patient care that has
been promoted in the literature by palliative

surrogates, and clinicians navigate these
challenging decisions (1-3). This approach
has been described as an attempt or “trial” of
life-sustaining therapy, with specific, agreed-
on guidelines designed to help clinicians,
patients, and surrogates evaluate whether the
therapy is providing benefit to the patient.
These guidelines typically include a
boundary on how long the trial lasts and
clinical criteria that help determine the
patient’s response to the therapy. After the
trial is over, patients (if able), surrogates, and
clinicians use these criteria to consider
whether to continue life-sustaining therapies
or, instead, focus exclusively on comfort (1).

In critical care, the time-limited trial
approach aims to provide greater
nuance to a clinical decision that is often
oversimplified as a dichotomous choice
between either open-ended life-sustaining
therapy or an immediate transition to
comfort-focused, end-of-life care. Rather,
many critically ill patients have more
nuanced goals, such as extending life when
possible and avoiding prolonged life-
sustaining therapy if the chance of survival
is low or the impact on quality of life is
unacceptable (4, 5). Time-limited trials offer
a middle ground may better uphold this set
of patient goals within the uncertain context
of critical illness and the complex system of
the ICU environment.

Since time-limited trials were first
described in healthcare literature, clinicians
and researchers have increasingly discussed
and debated about this specific approach to
patient care. Critical care and palliative care
professional societies have recognized the
potential of time-limited trials (6, 7), and the
lay media has reported favorably on their use
in the ICU (8). Time-limited trials have also
been promoted in the fields of nephrology,
neurology, and surgery (9-11).
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However, there remains a lack of clarity
about the definition of a time-limited trial
and a lack of consensus about the essential
elements required for its conduct, which has
hindered the clinical use of this approach and
our understanding of its impact (12-14).
For example, emerging observational data
suggest clinicians currently lack adequate
guidance and tools to optimally and safely
operationalize time-limited trials in practice
(12, 15). In one study, clinicians perceived
surrogates who requested extensions to the
time-limited trial as a barrier to successful
implementation, despite the original
description of this approach as not binding
with an option to extend the trial if desired
(1, 15). Furthermore, it remains unclear
whether and to what extent time-limited
trials are distinct from current, usual care
for patients with critical illness and from
other best practices for palliative care and
communication in the ICU. Because of this
imprecision in what constitutes a time-
limited trial, there is limited understanding
about how time-limited trials affect
outcomes for patients, surrogates, clinicians,
and health systems.

The objectives of this American
Thoracic Society (ATS) Workshop
Committee were to establish a consensus
definition of a time-limited trial in critical
care, identify the essential elements for
conducting a time-limited trial, and
prioritize directions for future work. The
intended audience of this report includes
interprofessional clinicians who are either
considering or already using time-limited
trials; researchers and ethicists who are
investigating these trials and their impact on
patients, surrogates, and clinicians; and
policy makers and administrators who
influence the organization and delivery of
critical care. We also developed a companion
ATS Patient Information Series fact sheet
(https://www.atsjournals.org/doi/abs/10.
1164/rccm.209i3p1) for patients, surrogates,
and other friends and family members.

Methods

Committee Membership

The objectives and activities of this
committee were reviewed, approved, and
funded by the ATS Project Review
Committee and Board of Directors. The
committee had 27 members, including
healthcare professionals (n = 25), a family
member of a prior ICU patient, and a person
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who survived critical illness. The committee
cochairs identified potential members with
clinical, academic, or personal experience
related to critical care and time-limited trials
(e.g., evidenced by authorship on relevant
articles or reccommendation from another
committee member) and sought to achieve
diverse committee representation. Of those
invited, two potential members (a physician
and a family member of an ICU patient)
declined to participate. The final committee
included clinicians, researchers, and
administrators representing the clinical fields
of cardiology, critical care, neurology,
palliative care, pulmonary, and surgery.
Members’ professional backgrounds
included chaplaincy, clinical ethics, law,
nursing, medicine (physicians), physical
therapy, respiratory therapy, and healthcare
administration. Committee members’
research fields of expertise included
bioethics, clinical trials, epidemiology, health
services and outcomes, health equity and
disparities, ICU organization and operations,
implementation science, and palliative care.
Potential conflicts of interest were disclosed
and managed in accordance with the policies
and procedures of the ATS; no significant
conflicts were identified.

Literature Review and Search Strategy
In May 2022, the workshop chairs conducted
a structured literature search before the first
committee meeting to build a comprehensive
reference library of time-limited trials
literature. We searched the title and abstract
fields in MEDLINE via PubMed and the
Cumulative Index to Nursing and Allied
Health Literature for the exact phrases “time-
limited trial” and “time-limited trials” (see
the data supplement for search details). We
excluded papers that did not refer to serious
illness care or life-sustaining interventions.
We did not restrict the search results by date
of publication, publication format, or study
design. We included additional articles
recommended by committee members and
newly published articles that met our criteria
throughout the workshop process. The
commiittee used these references to inform
committee objectives, identify items for a
modified Delphi process, support committee
findings, and put committee findings into
context with prior publications.

Committee Meetings and lterative
Discussions

Workshop committee members attended a
series of virtual teleconference meetings

between June 2022 and November 2022.
Before the first committee meeting, patient
and family representatives met separately
with the cochairs to learn about the concept
of a time-limited trial, prepare for committee
activities, and provide input on committee
objectives and activities. At the first full
committee meeting, all members discussed,
refined, and accepted the project objectives.
The committee was then divided into five
subcommittees on the basis of members’
expertise: definition, essential elements,
contextual factors (e.g., sociocultural and
spiritual), future directions, and patient and
family engagement. After the first full
committee meeting, each subcommittee held
separate virtual teleconference meetings to
review and synthesize the existing literature
published on its subtopic, use the literature
synthesis to develop items for the Delphi
process, and develop preliminary findings
and statements to be reviewed by the full
committee. We held a final full committee
meeting in November 2022 to review the
Delphi results, clarify and arbitrate areas of
consensus and nonconsensus, and finalize
contents for this report.

Modified Delphi Process

We used a modified Delphi process to
measure stakeholder consensus on key items
related to time-limited trials and their
essential elements, following the Guidance
on Conducting and Reporting Delphi Studies
guidelines (16). The ATS Survey Screening
Committee approved the survey, and the
University of Wisconsin Institutional Review
Board approved the Delphi study. The
Delphi survey participants included the
committee members and other relevant
stakeholders with time-limited trial expertise,
identified through snowball sampling (17).
The snowball sampling process continued
until we reached 100 respondents (Table 1),
which required sending the survey invitation
to 193 identified stakeholders (i.e., 52% initial
survey response rate).

Given the scope of this workshop
commiittee, we prespecified that the Delphi
process would consist of two rounds. In the
first round, participants received a 29-item
survey about time-limited trial elements
and statements based on the subcommittees’
review of the literature. In the second
round, we sent a follow-up survey to the
100 first-round participants, 87 of whom
responded (i.e., 87% second-round response
rate). The 23-item second-round survey
included items that did not reach consensus
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Table 1. Characteristics of the modified Delphi participants (n=100)

Characteristic*

Geographical area’
North America
Europe
Asia
Gender
Female
Male
Rolet
Physician
Researcher/scientist
Personal experience as family member
of an intensive care unit patient
Nurse
Advanced practice provider
Ethicist
Chaplain
Occupational therapist
Physical therapist
Respiratory therapist
Years in practice®
0-5
6-10
11-20
21-30
31-40
=41

n (%)
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*No response: n=7 (geographical area), n=6 (gender), n=5 (role), and n= 23 (years in practice).
TCountries included the United States, Canada, China, the Czech Republic, France, Germany,
Greece, Israel, Norway, and the United Kingdom.

iF’ercentages may total greater than 100% because some participants had more than one role.
$Among participants who identified as healthcare practitioners.

in the first round (modified, if necessary, on
the basis of free-text comments) and new
items suggested by participants. The surveys
are provided in the data supplement. After
the second round, as described above, we held
a meeting with the full committee to review
and arbitrate all items not reaching
consensus.

The surveys used a nine-point scale to
measure consensus for each item. For general
statements, participants rated their
agreement with the statement using a scale
ranging from 1 (strong disagreement) to 9
(strong agreement). A priori, we defined
consensus agreement as =80% of
participants rating the item =7 and

consensus disagreement as =80% of
participants rating the item <3. For potential
steps of time-limited trials, respondents were
asked to rate each step on a scale ranging
from 1 (neither beneficial nor necessary for a
time-limited trial) to 9 (beneficial and
necessary for a time-limited trial), with
scores of 4-6 representing grades of benefit
without necessity. A priori, we defined a
consensus essential element of a time-limited
trial as =80% of participants rating the step
=7. We also a priori defined potentially
beneficial elements as =80% of participants
rating the item =4 without meeting essential
element criteria. All other results were
classified as nonconsensus. During each

round, participants also provided free-text
commentary on survey items and suggested
new items to include, as necessary.

Committee Report

This workshop report was drafted by the
committee cochairs and the leaders of each
of the subcommittees. The full committee
then reviewed, revised, and approved the
report before submission for peer review.
The patient and family engagement
subcommittee created a companion fact
sheet for ICU patients and families that will
be published within the ATS Patient
Information Series (https://www.atsjournals.
org/doi/abs/10.1164/rccm.209i3p1).

Section 1: An Operational
Definition of Time-limited Trials
for Patients with Critical lliness

This workshop committee proposes the
following operational definition for a
time-limited trial in critical care:

A collaborative plan among clinicians
and a patient and/or their surrogate deci-
sion maker(s) to use life-sustaining ther-
apy for a defined duration, after which
the patient’s response to therapy informs
the decision to continue care directed
toward recovery, transition to care
focused exclusively on comfort, or extend
the trial’s duration.

We developed this definition by
synthesizing I) published definitions in the
healthcare literature, 2) stakeholder
consensus obtained through the modified
Delphi process, and 3) iterative revision and
discussion within the workshop committee.

During our review of published
definitions in the healthcare literature, we
identified two common approaches to
defining time-limited trials (Table 2): an
operational approach (focused on essential
elements and pragmatic steps of conducting

Table 2. Major themes in the healthcare literature on the definition of a time-limited trial in critical care

Operational Approaches
(Essential Elements and Pragmatic Steps)

Conceptual Approaches
(Objectives and Rationales)

Theme (subthemes) Interventions (life-sustaining care in general,
specific life-sustaining therapies)
Engagement with patients or surrogates

(agreement, planning, standardization)

Prognosis (uncertain, poor)

Decision making (uncertainty, readiness,
disagreement)
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a trial) and a conceptual approach (focused
on a trial’s objectives and rationales).
Through the Delphi process, we measured
the degree of consensus around each of these
major themes. We identified strong
consensus about the operational themes,
which led to our formulation of the
operational definition above, characterizing
the major elements of conducting a time-
limited trial.

Early in our process, a fundamental
question arose about whether time-limited
trials can or should be distinguished from all
critical care delivery in general, which
implicitly consists of a trial of life-sustaining
therapy with assessment of clinical response.
Our committee concluded that the time-
limited trial approach is distinct from current
“usual care” for patients with critical illness,
largely because of strong consensus that the
trial is explicitly proposed to the patient
and/or surrogate(s) who can then endorse
the structured plan. This explicit, agreed-on
nature of a time-limited trial is reflected in its
operational definition.

We also identified strong consensus
among Delphi participants that time-limited
trials can be considered for an individual,
specific life-sustaining therapy (e.g., a trial of
mechanical ventilation) or for life-sustaining
care in general, which could include all
available life-sustaining therapies or could be
an agreed-on, limited set of acceptable
therapies.

80%
70%
60%
50%
40%
30%

20%

Percentage of Delphi Participants

10%
I_n.

Disagree

0

x

Despite strong consensus on how to
operationally define a time-limited trial, we
found a range of opinions on the conceptual
definition of a time-limited trial, including its
main objectives (Figure 1). Although the
majority (>50%) of Delphi participants
agreed or strongly agreed with each potential
objective of a time-limited trial, none met
our a priori defined consensus threshold.

This committee supports the
fundamental, conceptual view that the time-
limited trial approach should be primarily
framed by and focused on the uncertainty
inherent in critical illness, which can be
experienced and voiced by clinicians, patients,
and/or surrogates. Others, including thought
leaders and clinicians, propose that time-
limited trials should be used when clinicians
believe with near certainty that the patient
will not survive, but our committee concludes
this is an overly narrow conception. By
focusing on the acknowledgment and
management of uncertainty instead of on
“poor prognosis,” time-limited trials may
safeguard against well-described prognostic
inaccuracies and biases about which patients
are likely to benefit from critical care (18-21).
Our conclusion is further supported
by the dynamic and fraught nature of
prognostication, because of ever-evolving
technology and the inability of clinicians’
prognostic estimates to account for individual
patients’ priorities and values about
acceptable health states.

Neither agree
nor disagree

Agree

Section 2: Essential Elements
for Conducting a Time-limited
Trial in Critical Care

We first identified 18 potential steps of a
time-limited trial in the healthcare literature
and presented them to the 100 Delphi
participants in the first-round survey.
During this round, we identified consensus
that 11 of these steps are essential elements
of a time-limited trial, according to our a
priori definition. During the second round,
we identified seven additional essential
elements on the basis of suggested
modifications and newly proposed steps
from the first round (see the data
supplement for details). The committee
then combined 4 related items into two
steps (to reach 16 essential elements), made
minor language modifications for clarity,
and organized steps into four phases of
care: consider, plan, support, and reassess
(Figure 2).

We also identified steps to consider
when conducting a time-limited trial that
may be helpful in some cases, but not
necessary for all trials. For example, Delphi
participants noted the need to involve other
disciplines and healthcare teams (e.g.,
primary care providers, primary oncologists,
specialty palliative care) is highly dependent
on a patient’s specific situation and on the
available hospital resources. We also found
near consensus (78% agreement among

Potential objectives of a time-limited trial:

To increase the patient's and/or surrogate
decision maker's readiness to make
decisions about limiting or withdrawing
life-sustaining interventions.

To decrease uncertainty about the
patient's prognosis.

- To help align expectations among
clinicians, patients, and/or surrogate
decision makers about the benefits of life-
sustaining interventions.

- To help align expectations among

clinicians, patients, and/or surrogate
decision makers about the downsides of
life-sustaining interventions.

To decrease uncertainty about the
patient's goals, priorities, and/or treatment
preferences.

Figure 1. Degree of stakeholder agreement that a statement should be considered a main objective of a time-limited trial.
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Essential Elements for Conducting a

Time-limited Trial in Critical Care

With the patient and/or surrogate(s):

ConSider « Discuss the patient’s goals and priorities, including what is an acceptable level of
Y recovery after acute critical illness

« Discuss estimates of the patient’s prognosis, including level of uncertainty

« Meet with the patient and/or surrogate(s) to discuss a time-limited trial and:

« Define trial guidelines:
(1) Planned duration
P[an (2) Clinical criteria of improvement and/or deterioration
« Discuss which therapies are acceptable to the patient during the trial
! « Discuss potential decisions to be made at the end of the trial

« Provide an opportunity for the patient and/or surrogate to agree or decline to
participate in the trial

« Schedule a future meeting with the patient and/or surrogate(s) to discuss the
patient’s response to therapy

« Document the meeting and plans in the health record

Support « Disseminate plans to entire interprofessional care team
+ whenever staffing rotation occurs
« Update patient and/or surrogate(s) about major changes in the patient’s

w’/ condition

« Reconsider plans if necessary due to major changes in the patient’s condition

« Meet with the patient and/or surrogate(s) and:

« Use clinical criteria to assess the patient's response to therapy

« Consider potential decisions:
(1) Continue care focused on recovery (e.g., if the patient is improving)
(2) Transition to care focused exclusively on comfort
(3) Extend the trial for a newly agreed-upon duration

Document assessment and next steps in the health record

Potentially beneficial steps to consider:

« Determine if additional interprofessional intensive care unit team members or other healthcare teams should be
involved in the consider/plan phases, including:

- Longitudinal healthcare teams (e.g., primary care, oncology, surgery)
- Specialty palliative care
- New consultant teams from current hospitalization

« During the plan phase, elicit preferences from the patient and/or surrogate about how they would like to
communicate over the course of the trial

Figure 2. The essential elements for conducting a time-limited trial in critical care.
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Delphi participants, with unanimous
consensus within the committee) that time-
limited trials in critical care do not require
routine clinical ethics consultation.
Although the time-limited trial is
fundamentally a collaborative process
between clinicians, patients, and
surrogates, their respective roles may vary
across the different elements of a trial. In
the Delphi process, we measured
participants’ views on these respective
roles for three major elements of a time-
limited trial: I) the clinical criteria of
improvement and deterioration, 2) the
duration, and 3) the acceptable degree of
recovery or the clinical outcome after the
time-limited trial. We asked participants
to rate each element on a scale of 1
through 9, with 1 representing an element
that should be exclusively determined by
clinicians and 9 representing an element
that should be exclusively determined by
the patient and/or surrogate(s) (Figure 3).
Conducting a time-limited trial also
requires support of the patient and
surrogates throughout its duration, after
the initial plans are made. An important
component of this support is ongoing

Clinicians
should primarily determine
1 2 3

Mean rating 2.9 (SD 1.9)

Clinical criteria of improvement
and/or deterioration during the trial

Rationale:

Clinicians’ medical knowledge and

experience determine what clinical

changes represent improvement or
deterioration.

Patients’ goals and priorities help
determine the extent of improvement
that is an acceptable level of recovery.

communication among clinicians, patients,
and surrogates about the patient’s
condition. However, we identified
important considerations about the
amount, extent, and frequency of this
communication and updating about the
patient’s condition. On one hand, a time-
limited trial should be flexible and
modifiable, to account for unexpected
clinical changes and patients and/or
surrogates whose preferences or priorities
evolve during the trial. On the other hand,
time-limited trials may benefit patients and
surrogates by minimizing information or
decision “overload,” including minor, daily
fluctuations in physiologic status that may
have minimal clinical significance.
Continual updating and revision of trial
plans according to these minor changes is
likely to undermine this benefit. In the
second round of the Delphi process, we
found strong consensus on an approach
that balances these two considerations:
patients and/or surrogates should be
updated according to major changes in the
patient’s condition, and plans should be
revised if necessary due to these major
changes.

Section 3: Collaborative
Planning and Clear
Communication with Patients
and Surrogate Decision Makers
during a Time-limited Trial

As established in Sections 1 and 2 of this
report, the time-limited trial approach is
fundamentally a collaborative, structured
process among patients, surrogates, and
clinicians. Communication is a key aspect of
this process, with the primary goal of
fostering transparency and collaboration
during the time-limited trial (Text Box).

Communication among clinicians,
critically ill patients, and their surrogate
decision makers is an integral component of
all care delivery in the ICU (22-25),
regardless of whether a patient is undergoing
a time-limited trial. Communication skills
can be taught, learned, and deliberately
practiced by clinicians, similar to other
medical procedures (26-29). In the specific
setting of a time-limited trial, the importance
of high-quality communication in building
trust and consensus is heightened.

Communication during a time-limited
trial should be viewed as a longitudinal

Mean rating 3.8 (SD 1.6)

Mean rating 6.3 (SD 2.0)

The duration of the trial

Rationale:

Clinicians’ medical knowledge and
experience inform the timeframe
during which a meaningful clinical
change could occur.

Patients may place limits on the
maximum acceptable duration of a trial
(e.g., “I am willing to try mechanical
ventilation for three days, but not
longer”).

Y

What is an acceptable level of
recovery or clinical outcome after the
trial

Rationale:

Patients’ goals and priorities determine
what is an acceptable level of recovery
and clinical outcome at the end of an
acute critical illness.

Clinicians’ medical knowledge and
experience help determine what is the
range and probability of potential
outcomes.

Figure 3. The respective roles of patients, surrogates, and clinicians during the collaborative planning process of a time-limited trial. Delphi
participants were asked to rate the different elements of a time-limited trial on a scale ranging from 1 (element exclusively determined by
clinicians) to 9 (element exclusively determined by patient and/or surrogate[s]). The mean score and SD of scores among participants are
labeled. The rationales describe findings from Delphi free-text comments and committee consensus about the nature of the roles. SD = standard

deviation.

American Thoracic Society Documents

193



AMERICAN THORACIC SOCIETY DOCUMENTS

decision maker for her husband.

Box 1. The perspective of a surrogate decision maker who participated in a time-limited trial as the surrogate

Surrogate Decision Maker Voice: I think employing the terminology [time-limited trial] is helpful. To me, it would help
patients and families feel there is a solid plan with a start and end date. When there is so much unknown, the more
clarity the better. Goal setting gives everyone something to target and focus on, rather than feeling adrift with endless
ICU days ahead. And to know that if a treatment isn’t working it will be discontinued is also important since so many
treatments are uncomfortable for the patient. I want to hear that there is goal setting, with a plan to evaluate and
re-evaluate at specific times. Also, if Plan A is not effective, what is Plan B? At the same time, I would want the doctor to
express flexibility, understanding that every patient is different and his or her response to treatment might be wildly
different than the patient who came before. I would advise patients/families to never be afraid to (respectfully) speak up
or ask questions if they don’t understand why a treatment is being implemented.

process requiring continuous engagement
and support throughout the four trial phases
(consider, plan, support, and reassess)
instead of as a one-time event (e.g., a single
planning meeting). These moments for
communication and support are also
opportunities to appropriately frame the
time-limited trial, to prevent or mitigate
concerns, misconceptions, and mistrust
(Table 3).

The terminology of time-limited trials,
including the name of the approach itself,
was somewhat controversial within the
committee and among the Delphi
participants. Although the term “time-
limited trial” is accepted and widely used in
the literature, some committee members and
Delphi participants expressed concerns about
potential misinterpretation when this
terminology is used with patients and
surrogates. First, the word “limited” could be
misinterpreted to mean lower quality care or
that restrictions are being imposed on a
patient’s care. Second, the word “trial” could
be misinterpreted as meaning a research
study or experimentation. Through the
Delphi process, we did not reach consensus

about whether it is important to use
consistent terminology across contexts,
including clinical care and research.
Although consistency in terminology may
promote transparency and trust, we
acknowledge many examples of technical
terms in healthcare that promote
communication among clinicians and
researchers but that are not typically used
with patients and families (e.g., “myocardial
infarction,” “cerebrovascular accident”).

The committee ultimately concluded
that these questions of potential
misinterpretation and optimal terminology
should be informed by future empirical work
that includes patients and surrogates. Despite
these unanswered questions, the committee
unanimously agreed that the most important
aspects of communication with patients and
surrogates are transparency, clear framing,
and communication describing what the
time-limited trial approach to care is instead
of what the care approach is called. As
described in Figure 2, this transparency
includes providing an explicit opportunity for
patients to agree or decline to participate and
to revise plans during the trial. To support

Table 3. Important framing for time-limited trials to promote collaboration among

patients, surrogates, and clinicians

Time-Limited Trials

Should Be

Framed by uncertainty

Transparent

Individualized and adaptable

lterative

Oriented to patients’ goals and priorities

Trials of high-quality, standard-of-care therapies

A collaborative process between patients,
surrogates, and clinicians

Should Not Be

Framed by notions of “poor prognosis”
Coercive

Prescriptive or binding

Time pressured or finite

Oriented to one specific outcome
Lower quality care

Determined exclusively by clinicians
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this communication, the committee has
developed a companion patient- and
surrogate-facing resource about time-limited
trials that is available at (https://www.
atsjournals.org/doi/abs/10.1164/rccm.
209i3pl1).

A time-limited trial is a specific,
structured approach to patient care rather
than a communication tool, though
successful and appropriate use of this
approach to care relies on well-established
best practices for communication and shared
decision making (30). This includes tailoring
language and using linguistic strategies
that are culturally, ethnically, and racially
inclusive and sensitive (31-36). There is little
evidence about how best to communicate
about time-limited trials with patients and
surrogates, but several approaches have been
suggested (1, 2, 11, 37, 38). For example,
some experts propose using the combined
framing of “hope” and “worry” statements
to express uncertainty and the range of
potential outcomes to patients and
surrogates when considering a time-limited
trial (37). Communication with patients,
surrogates, and families during a time-limited
trial also presents an opportunity to introduce
complementary palliative care concepts, such
as spiritual care, symptom assessment and
management, caregiver and family support,
and care focused exclusively on comfort (e.g.,
hospice care models) (31, 39).

Communication with patients and
surrogates during a time-limited trial also
requires an interprofessional approach. As
illustrated in Figure 2, we reached consensus
that time-limited trials are an
interprofessional process and require
dissemination to and engagement from team
members with different lenses. This team-
based approach can also leverage the unique
relationships between patients and families

AnnalsATS Volume 21 Number 2 | February 2024
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and each member of the team (40), including
case managers, chaplains, dietitians, nurses,
occupational and physical therapists,
pharmacists, physicians, respiratory
therapists, and social workers. In some cases,
the important roles of cultural brokers and
chaplains may help clinicians engage patients
and surrogates and accurately describe a
time-limited trial plan.

Section 4: Potential Challenges
for Time-limited Trials

Although experts have highlighted the
potential for time-limited trials to increase
the alignment of care with patients’ goals,
improve the therapeutic alliance, and reduce
decisional conflict, there is a small evidence
base for efficacy (3, 12, 38, 41, 42). To our

Table 4. Summary of prioritized future questions for time-limited trials in critical care

knowledge, the time-limited trial approach
has been tested in only one pre-post study
of a quality improvement program focused
on implementation. In that study,
surrogates experienced earlier and more
frequent family meetings, though there was
no change in their satisfaction with medical
care or amount of decision making

conflict (38).

Stakeholder

Patients, surrogates, and families

Interprofessional clinicians who care
for critically ill patients

Health systems

Key Unanswered Questions

What are patient, surrogate, and other family member perspectives about the concept
of a time-limited trial?

What are the best words or phrases to use with patients, surrogates, and families when
discussing and planning time-limited trials?

What potential benefits of time-limited trials are important to patients, surrogates, and
other family members (e.g., decisional conflict and regret, psychological outcomes,
interpersonal experiences)?

How do we best ensure that the time-limited trial process is collaborative and centers
the patient’s perspective?

What factors influence whether patients and/or surrogates agree or decline to
participate?

What potential harms could patients, surrogates, or other family members experience
during time-limited trials?

How do time-limited trials influence patients’, surrogates’, or other family members’
perceptions of trust in clinicians and health systems?

Consider phase

e How do or should clinicians identify patients most likely to benefit from time-limited
trials?

Are there patients for whom time-limited trials are not appropriate?

How should uncertainty be identified or quantified?

How much uncertainty should exist to consider a time-limited trial?

How do clinicians ensure equity is promoted when this approach is implemented?
When is the optimal timing to consider and begin a time-limited trial (e.g., intensive
care unit evaluation, admission, within a few days of admission)?

Plan phase

e How should the duration of a time-limited trial be determined and tailored to
individual patients?

e What clinical criteria of improvement and/or deterioration should be used to assess a
patient’s response?

e How should these clinical criteria be tailored to individual patients?

Support phase

e What is the optimal way to document time-limited trials in the health record?

e What is the optimal strategy to disseminate time-limited trial plans to large,
interprofessional critical care teams?

e How should time-limited trial plans be communicated to and taken up by new
members of the care team in the setting of staffing rotations?

o What constitutes a major change in clinical status that warrants reconsidering the
time-limited trial plans?

Reassess phase

e How should clinicians address unanticipated changes in the patient’s condition (e.g.,
those that do not align with established criteria of improvement or deterioration)

e How and to what extent should clinicians new to the patient’s care team (e.g.,
because of rotation of the attending physician) revisit the initial plans?

How can health systems support the optimal implementation of time-limited trials?

What, if any, are the impacts of time-limited trials on health systems?

How can health systems ensure that systemic biases do not propagate inequities in the
implementation of time-limited trials?

Should time-limited trials be used in the context of or for the purpose of allocation of
limited healthcare resources?

If yes, how can this be transparently and equitably implemented?
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It is also important to acknowledge
the potential for unintended harm due to
time-limited trial use, which may be
disproportionately accrued by structurally
marginalized patients and surrogates. First,
identifying candidates for a time-limited trial
is a subjective process that currently depends
on individual clinicians and may be prone
to unwarranted variation and biases. For
example, the largest investigation of time-
limited trials to date included patients
whom a clinician deemed to be at risk for
“potentially nonbeneficial” ICU treatments
(38). Although this practical approach
resembles usual care, inaccuracies and biases
in physicians’ prognostication for mortality
and other nonmortal outcomes (e.g., quality
of life) are well described (18, 21), and
quantitative, prognostic algorithms have not
fared much better (19, 43, 44). Furthermore,
assessment of “benefit” from medical
treatments is highly influenced by patients’
and surrogates’ cultural norms and
expectations (45, 46). Indeed, the valuation
of treatment preferences has been shown
to occur in a racialized and classed manner,
such that the values of structurally
minoritized patients and surrogates are
contested or deemed inappropriate (47-51).
Because of these factors, this committee has
unanimously agreed that time-limited trials
should be framed around the uncertainty
inherent in critical illness instead of on
perceptions or measures of poor prognosis
(see SECTION 1).

Second, as discussed in SECTION 3,
successful implementation of time-limited
trials relies on communication and
collaboration with patients and surrogates.
Although there is little evidence about the
quality of this communication and
collaboration specifically during time-limited
trials, we know from other studies of the ICU
context that communication is less common
and of lower quality with people from
racially and ethnically minoritized
populations (47, 52-63). For example, the
Institute of Medicine’s seminal “Unequal
Treatment” report from 2002 and more
recent data have demonstrated that clinicians
are less likely to ask about treatment
preferences, share all treatment options, and
provide emotional support for decision
making when communicating with racially
and ethnically minoritized surrogates and
families than White surrogates and families
(55-62). In the context of time-limited trials,
these observations raise the potential for
inadequate informed consent, limited agency
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among patients and surrogates to participate
in setting the guidelines of a time-limited
trial, and a lack of available remedies if
conflicts arise. This finding suggests
additional interventions are needed to ensure
that patients and surrogates are incorporated
as equal partners in time-limited trials.

Section 5: Priorities for Future
Work on Time-limited Trials

This committee has formulated key,
unanswered questions to help motivate
future work on time-limited trials, on the
basis of gaps identified in the healthcare
literature and on areas of nonconsensus
identified during our modified Delphi
process (Table 4). The three most pressing
objectives for future work are to determine
I) how to optimize the use of time-limited
trials in clinical practice; 2) if time-limited
trials benefit patients, surrogates, and
clinicians compared with usual care; and

3) what are the potential unintended harms
caused by inappropriate implementation of
time-limited trials and how to safeguard
against these. To realize the potential of time-
limited trials in critical care, this future work
will require a patient- and family-centered
equity lens.

Limitations

The committee members and Delphi
participants who contributed to this report
were predominantly from the United States
and from academic medical centers, so our
consensus findings may not represent those
who practice in other geographic regions or
nonacademic settings. Given the scope of
this committee, we also prespecified that
our modified Delphi process consisted of
two rounds, which were followed by
arbitration of any nonconsensus items
within the 27-member workshop
committee. Nevertheless, we did reach our
a priori threshold for consensus on all the
essential element items after two rounds
(see the data supplement for details), and
this report provides our analysis of the
nonconsensus items.

Conclusions

The time-limited trial is a specific, structured
approach to patient care designed to help

patients, surrogates, and clinicians
collaboratively navigate the uncertainty
and complexity inherent in critical illness.
This approach aims to operationalize
simultaneous goals held by many patients:
extending life when possible and avoiding
prolonged life-sustaining therapy if the
chance of survival is low or the impact on
quality of life is unacceptable (4, 5). Time-
limited trials are composed of 16 essential
elements and follow four sequential phases:
consider, plan, support, and reassess. For
patients with critical illness, time-limited
trials are led primarily by ICU clinicians
and do not require routine clinical ethics
consultation. The support of other healthcare
teams (e.g., consultants, specialty palliative
care, continuity physicians) can be beneficial
in some cases. Future work should use a
person-centered equity lens to better
operationalize this defined approach to
patient care in clinical practice and to
evaluate its impact on patients, surrogates,
and clinicians. M
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