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Objective: The aim of this studywas to determine towhat extent acute alcohol intoxication effects capacity to as-
sent, consent, or refuse research participation.
Methods: This was a prospective, observation study performed at our inner city, county hospital with N100,000
annual emergency department visits. Non-pregnant, English speaking patients older than 18 with evidence of
acute alcohol intoxicationwere considered eligible. Aftermedical screening, a trained research associate present-
ed the study version of the University of California, San Diego Brief Assessment of Capacity to Consent (UBACC)
tool. The primary outcome was the number of patients able to correctly respond to all 10 questions.
Results: Of 642 screened patients, 415 patients were enrolled and completed the tool. The mean alcohol concen-
tration was 227 mg/dL (range 25–500 mg/dL). Sixteen patients (3.9%) answered all 10 questions correctly; by
definition of theUBACC, these patientswere deemed to possess capacity to consent.Mean alcohol concentrations
in the capacity group were lower than in those lacking capacity; 182mg/dL (SD 6.7) versus 229 mg/dL, (SD 7.9).
Of the 287 patients who were interviewed upon sobriety at discharge, 182 patients (63.4%) did not recall com-
pleting the questionnaire.
Conclusions:While intoxicated emergency department patients are able to complete the questionnaire, the ma-
jority do not possess capacity to provide informed consent to research. A minority of participants remember in-
volvement once they have achieved sobriety, exception from informed consent protocols are needed to perform
emergency research in this population.

© 2016 Elsevier Inc. All rights reserved.
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1. Introduction

When individuals provide informed consent to participate in re-
search, the presumption is that they possess the capacity to consent.
In order to determine capacity, a patient must first exhibit the ability
to 1) understand the details necessary to make a decision, 2) appreciate
the meaning of the decision they are being asked to make, 3) compre-
hend the risks, benefits and alternatives, and finally 4) make and ex-
press their decision [1]. It is important for patients to possess capacity,
not only to consent to medical treatment, but more so to consent to in-
clusion in researchwhere there are inherent risks above and beyond ac-
cepted treatment modalities.

Many objective tools have been proposed to access capacity and
have been validated in various patient populations. Among these are

the University of California, San Diego Brief Assessment of Capacity to
Consent (UBACC) tool. Originally developed as a practical method to
screen and document decisional capacity, it has been used in potentially
vulnerable patients with schizophrenia, schizoaffective disorder, trau-
matic brain injury, dementia and cognitively impaired individuals to de-
termine the capacity to provide informed consent for clinical care and
research [2-7]. There are 10 questions in the UBACC that are comprised
of four items assessing understanding, five items for appreciation, and
one assessing reasoning. Capacity, as defined by UBACC, is the ability
to answer all 10 screening questions correctly.

Recently, an intriguing pilot study using the UBACC found that
acutely intoxicated Emergency Department (ED) patients, irrespective
of serum alcohol concentrations, may possess the capacity to provide
consent for research study participation [8]. In this study, participants
were frequent ED users with alcohol use disorders. This finding is coun-
terintuitive; in clinical practice, we usually assume acutely intoxicated
patients do not have the capacity to make informed decisions about
their health care. If the assumption that intoxicated patients lack
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capacity is in fact incorrect as suggested by the pilot study, current prac-
tice may be denying these patients autonomy in clinical and research
decision making.

The objective of this trial was to assess the feasibility of using the
UBACC in any alcohol intoxicated patient presenting to our ED, in
order to determine their capacity for decisionmaking.We sought to de-
termine the generalizability and external validity of the pilot study re-
sults in a larger sample size, in a less narrowly defined cohort, and
with consecutive patient enrollment.

2. Methods

2.1. Study setting and design

This was a prospective, observational study to assess the feasibility
of the UBACC to determine capacity in clinically intoxicated ED patients,
and their ability to provide meaningful consent for potential research
participation. Specifically trained, undergraduate research associates
were utilized for patient interviews and data collection.

The study was conducted at an urban, level one trauma center with
approximately 110,000 ED patient visits per year. Enrollmentwas limit-
ed to patients presenting to a single unit in our ED specifically designed
and staffed tomanage patients acutely under the influence of alcohol or
illicit substances. Patients are typically brought to the ED by police and
paramedics, having been “found down” and presumed intoxicated.
Rapid, focused evaluation is performed in this area of the ED to confirm
acute intoxication, and to assess for concomitant medical or traumatic
issues. Clinicians caring for the patientswere not blinded to the research
protocol, but were unaware of the study question, details of the assess-
ment tool, or outcome measures.

2.2. Human subject compliance

The study was approved by the Human Subjects Research Commit-
tee and the protocol met criteria and was performed with a waiver of
consent in accordance of 45 CFR 46.116. Although formally approved
with this waiver, our Human Subjects Research Committee requested
that the research associate interviewer read a brief statement
explaining the special consent process (Fig. 1) to each participant
prior to administration of the UBACC questionnaire (Table 1). Copies

of these documents were provided to each subject upon their discharge
from the ED.

2.3. Participants and data collection

Patients were prospectively screened and enrolled immediately
upon arrival to the ED. Non-pregnant, English speaking patients aged
18 years or older with clinical evidence of acute alcohol intoxication as
thepredominant etiology of alteredmental statuswere eligible. Patients
were excluded if intoxicationwas due to a substance other than ethanol
(negative breath alcohol concentration), if they had extremeagitation, if
they overtly refused to answer any questions, or if the treatingphysician
deemed the patient medically unstable. Patients were also excluded if
theywere known to have been previously enrolled in the study. Trained
research associates screened all consecutive patients during 12-hour
randomized blocks (7 am to 7 pm, or 7 pm to 7 am) between July 22,
2015 and September 29, 2015.

The studywas not initiated until the patient had been deemedmed-
ically stable, typically by a nurse and resident physician or physician as-
sistant. A trained research associate then verbally presented the UBACC
questionnaire to the patient. Research associates were individually
trained on the protocol by study coordinators. Specific instruction on
interviewing intoxicated patients and administering the questionnaire
was performed by one of two emergency physicians (authors MM, LK).

The 10 questions that constitute the UBACC include a mixture of
short answers and yes/no responses. An uncomplicated, theoretical sce-
nario about alcohol and drug use was developed and used as the basis
for the UBACC screening questions. Per UBACC standards, predefined
closed–ended prompts were used when patients were unsuccessful or
unable to answer a question on thefirst attempt. If patientswere unable
to answer a UBACC question, the appropriate scripted follow up ques-
tion was presented to assist the patient in generating the correct re-
sponse. Whether the patient answered correctly on the first attempt,
or after a prompt, they were given credit for correctly answering the
question. A maximum of one prompt per question was allowed, as de-
fined by the UBACC. If, after the prompt the patient still responded in-
correctly, or was unable to respond, no credit was given for that
question. Capacity to consent was defined by the ability to correctly an-
swer all 10 UBACC questions [2,8].

Fig. 1. Summary informed consent statement read aloud to each participant prior to performing the UCSDBACC questionnaire.
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