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Specializing in cellular
& molecular immunology

As one of the first Labs to develop a test
for autoimmune chronic urticaria, IBT
exclusively offers the CU Index™ test†. 
IBT understands the complexities of this
disease and its evaluation. With our
leading scientists continuing to develop
new assays that complement our original
assay, we provide answers you and your
patients can rely on.

IBT’s broad menu of autoimmune chronic
urticaria and related tests includes:

• CU Index™ test 
• Anti-IgE
• Thyroid Autoimmune Panel

Trust the Best 

Ask for IBT, the scientific and technical
leader in Allergy and Immunology
evaluation for over 25 years.
† Patent Pending 

Trust IBT® for Reliable Lab Results

Managing Patients with
CHRONIC URTICARIA
is Challenging Enough
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Commissioner Aims to Open FDA’s ‘Black Box’
B Y  J OY C E  F R I E D E N

In one of her first public acts at the
Food and Drug Administration, new
commissioner Margaret Hamburg

announced that the agency aims to be
more transparent about its daily work
and decision-making process.

“Over the years, complaints have been
made about FDA’s lack of transparency,”
Dr. Hamburg said in June in announcing

the launch of a transparency task force. 
“The agency has been referred to as a

‘black box’ that makes important deci-
sions without disclosing them. The
agency can and should communicate in
a way that provides more transparency,
not less,” she added. The commissioner
said it was her goal that the public looks
first to FDA for trustworthy and useful
information about drugs and devices.

“On President Obama’s first day in of-

fice, he pledged to strengthen democra-
cy . . . by creating an unprecedented lev-
el of openness” in government, noted
Dr. Hamburg, who took over at FDA on
May 22. “This will be an agency-wide ef-
fort charged with figuring out how to
make the FDA and its processes more
transparent to the public.”

The transparency task force will in-
clude the directors of all FDA centers as
well as the agency’s associate commis-

sioner for regulatory affairs, its chief
counsel, and its chief scientist. All meet-
ings will be open to the public. The task
force “expects to submit a written report
to the commissioner about 6 months
from now,” according to FDA principal
deputy commissioner and task force
chair Joshua Sharfstein.

Being clearer about why the agency
decides things a certain way is one area
of interest for Dr. Sharfstein. “People
don’t understand why the FDA may have
done something or not done something,”
he said. “In many cases, the agency has
an explanation, but you don’t necessari-
ly hear that explanation very clearly.”

Dr. Hamburg said she expects that a
wide range of recommendations could
emerge from the task force’s work. Some
recommendations “will be in areas that
we can implement swiftly, but there may
be other types of information that will
take more time, and there may be some
area where we have limitations within
the current law and need to examine
whether appropriate changes can and
should be made,” she said.

Both Dr. Hamburg and Dr. Sharfstein
emphasized, however, that a balance will
need to be struck between providing
more information and the appropriate
use of confidentiality.

Another balancing act will come in
terms of clinical trials, Dr. Sharfstein
continued. “What is the argument for
different amounts of data [being dis-
closed] at different points in the drug de-
velopment process, and on the other
side, what are the confidentiality con-
cerns and the reasons for them?”

The call for transparency comes at a
time when FDA already has a backlog
of requests under the Freedom of In-
formation Act. 

Asked how she planned to handle per-
sonnel needs at a time when the agency
is behind in its work, Dr. Hamburg said,
“When the recommendations come in,
I will work with the task force and oth-
ers on implementation. Some activity
may result in more work, and some
may result in decreased work. If we
make more information available, there
may be fewer Freedom of Information
Act requests and citizen petitions.” ■

The Federal Register notice announcing the
task force’s formation is available online at
www.federalregister.gov. 

VERBATIM
As physicians, Baby
Boomers—a generation of
optimists and
workaholics—‘have done
nothing in medicine to
improve social justice.’

Dr. Lawrence G. Smith,
on the generational shift 

occurring in medicine, p. 40




