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Laidlaw says.
“But some investigators have their own perspec-

tive of the appropriate way of conveying informa-
tion, and while it may be perfectly valid, it doesn’t
conform to the IRB’s expectations,” he adds. “So
there may be some resistance to changing it.”

For this reason, the IRB staff analysts work
with investigators whenever possible, Laidlaw
says.

The staff analysts also work from a template,
which is available to investigators through an
Intranet Web site. (See sample from informed
content template, below.)

“They use the template and then make sure
the IC form’s formatting is right and the narra-
tive is right,” he explains. 

The revised IC form is sent to Laidlaw for his

review and signature before it is returned to the
investigator.

Once the investigator reviews the changes, the
IC document is sent to the IRB reviewer who
often might make changes, Laidlaw says.

“The reviewer can make substantive changes,
such as saying this risk should be here, and it’s
not,” he explains.

Although the staff analysts’ work can add to
the time spent on IRB protocol submissions, the
IRB has an average five-week turnaround time,
Laidlaw says.

“From the receipt of the project in our office to
the release of an approval letter is about five cal-
endar weeks, 36 days,” he adds.  ■

Quality assurance in trials
protects human subjects
Ensures they receive treatment specified in protocol

Quality assurance programs for clinical trials
do more than improve the data coming out

of studies and the validity of the results. 
They also can improve the protection of human

subjects by ensuring that the intervention an IRB
approves is the one that subjects actually receive,
says Thomas J. FitzGerald, M.D., a radiation
oncologist and director of the Quality Assurance
Review Center (QARC) in Providence, R.I.

QARC is a research program of the University
of Massachusetts Medical School that provides
services for National Cancer Institute-supported
clinical trials involving radiation therapy. QARC
coordinates everything from credentialing sites to
ensure they are equipped to carry out trials, to
managing data and providing feedback to physi-
cians during the course of trials so that study
interventions are carried out as planned.

The center helps NCI clinical trials cooperative
groups put together multisite protocols that meet
the needs of NCI and the FDA, as well as dealing
with IRBs’ varied requirements, Fitzgerald says. 

“One of the things an IRB looks for is consis-
tency and uniformity in a clinical trial and that
the trial is written in a standard template that
will permit trial execution and trial closure,”
Fitzgerald says. 

Navigating IRB process

Fitzgerald says that while he occasionally talks

Seven key features 
of UCLA consent form
The Los Angeles Biomedical Research Institute at
Harbor-UCLA Medical Center in Los Angeles, CA,
has a three-page template that IRB staff analysts
use when reviewing informed consent documents
for style simplicity and inclusion of all necessary
elements.
Here is an excerpt from the template:
1. Purpose of the research.
2. If you take part in this research, the following
will be done:
3. The following treatments and procedures are
experimental:
4. You may reasonably expect the following risks
and discomforts (including the likely results if the
experimental treatment does not work):
5. You may reasonably expect the following bene-
fits:
• To yourself:
• To humanity:
These benefits may not happen and unexpected
side effects may also develop.
6. If you choose not to take part in this research,
the following alternative procedures might help
you:
7. The results of this research may be published to
inform other physicians and scientists. Your labora-
tory tests, photographs, videotapes and x-rays, if
any, may be published. Your name or your records
will not be given out without your consent, unless
required by law. Your records may also be
reviewed and/or photocopied by the Food and
Drug Administration, the Institutional Review Board
(IRB) or its staff and the sponsor of this study. ■
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