
tion to researchers without asking them to give
us an unreasonable amount of time in the 
classroom.”

So far, the Learning Shots have been popular.
“We’re always receiving suggestions for new

topics, so we have a long list of Learning Shots
topics we’re trying to develop right now,” Black-
man adds.  ■

Weigh the vulnerability of
clinical research subjects
Economic, power vulnerability exist

Investigators and clinical trial associates some-
times miss the more subtle signs of vulnerabili-

ties among potential study participants. 
There are times when participants are vulnera-

ble for economic reasons or for coercive pressures
that the investigator has not fully considered.

Even when physicians who also are investiga-
tors ask their patients to consider participating in
a study, this can be a situation involving vulnera-
bility, says Helen McGough, who works with the
Collaborative IRB Training Initiative (CITI) as a
writer and editor of modules. McGough is retired
from the office of research at the University of
Washington in Seattle, WA, and she speaks about
vulnerability and research at national confer-
ences, including the recent PRIM&R conference
on advancing ethical research, held Nov. 17-19,
2008, in Orlando, FL.

“I think researchers don’t recognize that poten-
tial subjects may view the invitation to partici-
pate in research as weighted,” McGough says. “If
I say, ‘No,’ what will my doctor think of me?”

Patients have more invested in their relationship
with their doctors than do the doctors, particularly
if they have a life-threatening illness, she adds.

“If I have a condition that’s life-threatening,
then I’m a lot more vulnerable than I am with
male pattern baldness,” McGough says.

Vulnerability associated with powerlessness
can be associated with various aspects of life,
depending on a potential subject’s physical
health, psychological/social conditions, language
differences, cultural orientation, or it can be an
entirely individual matter, she says.

It’s investigators’ responsibility to be aware of
subjects’ vulnerabilities, even when the partici-
pants are unaware that they are vulnerable to
making a decision without fully understanding
their options, says Monika Markowitz, PhD,
director of the office of education and compliance
oversight in the vice president’s office of research
at Virginia Commonwealth University in Rich-
mond, VA. Markowitz also spoke about vulnera-
bilities at the PRIM&R conference.

For example, a student might enroll in a study
that is not specifically targeting college students.
And the student might be limited in providing
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The University of Virginia in Charlottesville, VA,
has created brief, on-line, educational sessions for
the human subjects research community, including
investigators and clinical trial staff.
Some of the “Learning Shots,” located at
http://www.virginia.edu/vpr/irb/hsr/education_online
.html include these topics:
• HIPAA & Waiver of Consent Part 1: Terminology
(15 min);
• HIPAA & Waiver of Consent Part 2: Privacy Plan
(15 min);
• Safety Reporting Part 1: Adverse Events (8 min);
• Safety Reporting Part 2: Protocol Violations and
Unanticipated Problems (12 min);
• Use of consent and assent forms to enroll minors
(12 min);
• Use of short forms for non-English speaking sub-
jects (8 min);
• Recruitment, advertising and HIPAA (10 min);
• Process for modifying IRB-approved protocols (7
min);
• The informed consent process for clinical
research (11 min);
• Tips for writing better research consent forms (13
min);
• Using bullets and tables in your research consent
form (4 min);
• IRB-HSR protocol submission requirements for
international research (13 min);
• Continuing review and five year updates (8 min);
• Post-approval monitoring (PAM) program
overview (7 min);
• Source documentation (14 min);
• Clinical researcher roles and responsibilities (14
min);
• New protocol review process for non-scientists
(11 min);
• Continuations (9 min);
• Modifications (7 min).

Here’s a list of Learning Shots




