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and responsibilities in a clinical trial, he adds.
Researchers can use tools to determine a

potential participant’s capacity for making
informed consent, and some studies rely on these
when the study population has been diagnosed
with a mental illness. For example, the
MacArthur Competence Assessment Tool for
Clinical Research (MacCAT-CR) is sometimes
used for this purpose.2,3

Whether a researcher uses this tool or another
one for determining decisional capacity, use of
the tool and informed consent process needs to
be well-documented, says Alan M. Sugar, MD,
chairman of the New England Institutional
Review Board and a professor of medicine at the
Boston University School of Medicine in Boston,
MA. Sugar is a member of the editorial advisory
board of IRB Advisor.

“We certainly require that competency be doc-
umented so if the principal investigator/doctor
says the person is competent, you’d expect that
to show up in the medical record as a primary
clinical determination,” Sugar says. “Preferably,
you’d have why the person was [deemed] com-
petent in the source document.”

Another avenue IRBs might pursue is to
require studies to use patient advocates, who
would advise potential study participants about
their informed consent decision, particularly
when potential participants’ decisional capacity
might be in doubt.

IRBs could request that patient advocates be
used when a study appears to warrant such a
measure, Csernansky says.

“I’ve chaired a committee meeting where an
advocate was necessary for a given study,”
Csernansky says. “And I’ve also been a principal
investigator of a study where an IRB asked me to
have an advocate present.”

“In general, this is a good approach for some
studies — and not just for research with patients
with psychiatric disorders, but also for a variety
of disorders where patients are vulnerable,”
Csernansky says.

Other possibilities might be to have surrogate
decision makers or family members present dur-
ing the informed consent process, but these could
pose problems, as well, the experts note.

“We have had studies with surrogate decision
makers, and in the amazing perspective of time,
the decisions made were contrary to what the
people would have wanted,” Schreiner says.
“But at least it was somebody looking out for the
subjects’ interest.”

If researchers were to have family members
serve as surrogates or at least be present during
informed consent for potential study participants

Timeline of Markingson’s
involvement with CT
• Fall, 2003: Mary Weiss convinced her son

Dan Markingson to return home to
Minnesota where she could seek treatment
for his apparent psychiatric illness.

• Nov. 12, 2003: Markingson was taken to
Regions Hospital in St. Paul, MN, but was
quickly transferred to the University of
Minnesota Medical Center in Fairview, MN.

• Nov. 14, 2003: Psychiatrist Stephen Olson,
MD, recommended that a Dakota County
District Court commit Markingson to the
state treatment center in Anoka because of
Markingson’s delusions.

• Mid-November, 2003: Olson changed his
mind and told the court that Markingson
had begun to acknowledge his need for
treatment.

• Nov. 20, 2003: A judge required Markingson
to follow Olson’s treatment plan.

• Nov. 21, 2003: Markingson signed an
informed consent document to be a volun-
teer in the antipsychotic drug study, called
Comparison of Atypicals for First Episode
(CAFÉ). He also signed a hospital discharge
plan that told him to follow Olson’s instruc-
tions, take his medication, and attend CAFÉ
study appointments.

• Winter, 2003/2004: Markingson received
quetiapine fumarate (Seroquel®).

• Dec. 8, 2003: Markingson was transferred
from the hospital to a halfway house.

• Winter, 2004: Weiss wrote Olson and
Charles Schulz, MD, head of the University
of Minnesota’s psychiatry department,
about her concerns regarding her son’s con-
tinued delusions, and she requested that
they consider different treatment options for
Markingson. She considered but did not
achieve legal guardianship.

• May 8, 2004: Markingson killed himself with
ritualistic mutilation involving a knife. An
autopsy found no quetiapine in his system.
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