
INSULIN

By the time of diagnosis, patients may have lost up to 
50% of -cell function, and it may continue to decline, 
on average, by ~5% annually.1

Patients may not know that their pancreas is no longer making
enough insulin and that their disease has progressed.2

Based on data from 2003-2004, about 40% of patients with
diabetes nationwide were not adequately controlleda—and 
may have spent an average of 5 years with an A1C >8% from
diagnosis to insulin initiation.3,4

You may be surprised that in a survey, about 80% of patients 
with type 2 diabetes taking OADs said they would consider 
taking insulin based on your recommendation.5

Patients may focus on blaming themselves for their uncontrolled
blood glucose, but you can help them focus on turning this
negative mindset into positive action for managing their disease.2

Insulin may help make a difference. According to the ADA, 
insulin is the most effective way to lower blood glucose.6
It works as part of an overall treatment plan.b

Helping patients get their blood glucose under control 
earlier in the disease process may help reduce their risk 
of long-term complications.7

So, consider prescribing insulin today to help lower blood
glucose for your appropriate patients.
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FDA Panel: Prostate Ca Therapy Trials Needed 
B Y  J E S S I C A  B Y L A N D E R  

G A I T H E R S B U R G ,  M D.  —  Develop-
ers of targeted prostate cancer treat-
ments should include randomized clini-
cal trials with “watchful waiting” as a
control, according to the Food and Drug
Administration’s Gastroenterology and
Urology Devices Panel. 

Active surveillance may be an appro-
priate control for studies of whole-gland

therapies that treat or remove the entire
prostate, as well as for studies of target-
ed therapies in which only the known
cancerous regions are treated (focal treat-
ments); however, the panel reached con-
sensus only on the focal-treatment study
controls.

The primary end point for active sur-
veillance studies would measure the im-
pact of therapy on disease progression.
Because prostate cancer progresses so

slowly, survival rates are not a feasible
end point, the panel said.

“A win in the active surveillance arm
is not needing treatment, and a win in
the treatment arm is [cancer] not recur-
ring after treatment,” said panel member
Dr. Peter Scardino of Memorial Sloan-
Kettering Cancer Center in New York.

There is a growing interest in devel-
oping new, minimally invasive device
therapies, as current treatments may pose

risks that are disproportionate to the risk
of the disease itself, according to the
FDA. New treatment methods include
high-intensity focused ultrasound, ra-
diofrequency ablation, lasers, microwave
devices, and photodynamic therapy.

Current prostate cancer treatments
rely on the radical, whole-gland ap-
proach in which the entire prostate is re-
moved or irradiated, and they are asso-
ciated with significant morbidity, the
FDA noted. It asked the panel whether
nonrandomized study designs for new
prostate cancer treatments could be con-
sidered, and to identify appropriate con-
trol groups, patient selection criteria,
and effectiveness end points.

The panel agreed that randomized tri-
als were necessary, despite the many
challenges of conducting them, and that

outcomes from focal treatments, at least,
should be compared with outcomes
from a watchful-waiting (or active sur-
veillance) approach.

Few randomized studies comparing
different prostate cancer treatment
modalities have been completed, the
FDA noted. The Southwest Oncology
Group study of prostatectomy vs. ex-
ternal-beam radiation treatment, for
example, was terminated after enrolling
only 6 of 1,000 planned subjects.

According to Dr. Scardino, it would be
easier to enroll patients in a trial with an
active surveillance control. He pointed to
non-U.S. randomized studies that were
successfully completed by using an active
surveillance control.

Quality of life measurements and
complication rates are also important,
panel members said, but they disagreed
on which data elements to collect and
whether quality of life should be a pri-
mary or secondary end point. Nor did
the panel reach consensus on the length
of follow-up for randomized studies.

Janine Morris, acting director of the
Division of Reproductive, Abdominal,
and Radiological Devices in the FDA’s
Center for Devices and Radiological
Health, said that although the panel was
able to answer the FDA’s most important
questions, she was disappointed that
there was not time for further discussion
when it met on Dec. 11, 2009.

“We will have to address this in an-
other format,” such as another advisory
panel meeting, a public workshop, or a
meeting with industry stakeholders, she
said in an interview. “We have unan-
swered questions.” ■
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There is a growing interest in
developing new, minimally
invasive therapies, as current
treatments may pose risks that
are disproportionate to the risk
of the disease itself.


