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Helping to support patients with type 2 diabetes
starting Humalog, one small step at a time.

The Humalog Small Steps Patient Support program is a

free series of 7 educational mailings designed to be

delivered to your patients over the first 3 months after

initiating Humalog® (insulin lispro injection [rDNA origin]).

The program was created to complement the training you

provide, reinforcing and supporting your efforts to help

patients fit Humalog into their lives.

For more details, ask your Lilly sales representative or 

call 1-800-LillyRx (1-800-545-5979). 

Indication

Humalog (insulin lispro injection [rDNA origin]) is for

use in patients with diabetes mellitus for the control

of hyperglycemia. Humalog should be used with

longer-acting insulin, except when used in combination

with sulfonylureas in patients with type 2 diabetes.

Important Safety Information

Contraindications

Humalog is contraindicated during episodes of hypoglycemia

and in patients sensitive to Humalog or one of its excipients.

Warnings

Humalog differs from regular human insulin by its rapid

onset of action as well as a shorter duration of action.

Therefore, when used as a mealtime insulin, Humalog

should be given within 15 minutes before or immediately

after a meal.

Due to the short duration of action of Humalog, patients

with type 1 diabetes also require a longer-acting insulin

to maintain glucose control (except when using an

insulin pump).

Glucose monitoring is recommended for all patients

with diabetes.

The safety and effectiveness of Humalog in patients less

than 3 years of age have not been established. There are

no adequate and well-controlled clinical studies of the use

of Humalog in pregnant or nursing women.
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Dutasteride Slows Early Prostate Ca Progression

B Y  PAT R I C E  W E N D L I N G

FROM THE GENITOURINARY

CANCERS SYMPOSIUM 

D
utasteride slowed the time to
prostate cancer progression in
men with low-risk, early-stage

disease who were followed with active
surveillance in the phase III REDEEM
study.

Of the 302 patients who were ran-
domized, 38% of men given dutasteride
(Avodart) 0.5 mg daily and 49% of those
given placebo experienced some pro-
gression of their cancer.

This resulted in a relative risk reduc-
tion of 38.9% in the dutasteride group,
lead author Dr. Neil Fleshner said dur-
ing a press briefing that was held in ad-

vance of the Genitourinary Cancers
Symposium.

The aggregate primary end point of
the Reduction With Dutasteride of Clin-
ical Progression Events in Expectant
Management (REDEEM) study was time
to either therapeutic or pathological pro-
gression. Therapeutic progression was
defined as prostatectomy, radiation, or
hormonal therapy. Pathological pro-
gression was defined as at least four pos-
itive biopsy cores, at least 50% of any one
core positive, or a Gleason pattern of 4
or more. 

At final biopsy, 36% of 140 men re-
ceiving dutasteride had no cancer vs.
23% of 136 men on placebo (P = .024).
“This is a statistically, and I think, clini-
cally significant improvement,” said Dr.
Fleshner, head of urology at University
Health Network in Toronto.

There was no evidence of increased
Gleason score progression in patients
given dutasteride in the three-year trial,
he said. At final biopsy, 12% of men giv-
en dutasteride and 14% of those given
placebo had a Gleason score of 7, and 2%
of men in both groups had a Gleason
score of 8.

This is noteworthy as an increase in
high-grade prostate cancers was ob-
served in men treated with dutasteride
compared with those on placebo in the
Reduction by Dutasteride of Prostate
Cancer Events (REDUCE) trial. 

Avodart’s maker, GlaxoSmithKline,
filed for a chemoprevention indication
for dutasteride in the United States and
Europe based mainly on the results of
REDUCE, a 4-year study of 8,231 men
aged 50-75 years considered at an in-
creased risk of prostate cancer because of

an elevated PSA (2.5-10 ng/mL) and one
negative biopsy.

The company has since announced
receiving a Complete Response Letter
from the Food and Drug Administration,
which signals that the indication has not
been approved.

Dutasteride and finasteride, another
5-alpha reductase inhibitor, were shot
down as prostate chemoprevention
agents in December 2010 by the FDA’s
Oncologic Drugs Advisory Committee
on the basis that the risk-benefit profile
for either drug is not favorable when it
is used to reduce the risk of prostate
cancer. 

The current results will not resurrect
GSK’s attempt to gain a chemopreven-

tion indication for dutasteride. “They
are not going to apply for it,” Dr. Flesh-
ner told reporters at the meeting.

“This was not a registration trial, and
the time required to reassemble and
complete another one will not fit in
with their patent expiration. So, I don’t
think we will see a formal indication for
surveillance,” he said.

A separate cost-utility analysis pub-
lished in February showed that dutas-

‘This is a
statistically, and I
think, clinically
significant
improvement.’

DR. FLESHNER

REDEEM study included men with low-risk, early-

stage disease followed with active surveillance.



And our support can help patients out here.

Important Safety Information, continued

Warnings, continued

Starting or changing insulin therapy should be done

cautiously and only under medical supervision.

Hypoglycemia

Hypoglycemia is the most common adverse effect

associated with insulins, including Humalog. Hypoglycemia

can happen suddenly, and symptoms may be different

for each person and may change from time to time.

Severe hypoglycemia can cause seizures and may

be life-threatening.

Other Side Effects

Other potential side effects associated with the use of

insulins include: hypokalemia, weight gain, lipodystrophy,

and hypersensitivity. Systemic allergy is less common, but

may be life-threatening. Because of the difference in action

of Humalog, care should be taken in patients in whom

hypoglycemia or hypokalemia may be clinically relevant

(eg, those who are fasting, have autonomic neuropathy

or renal impairment, are using potassium-lowering drugs,

or taking drugs sensitive to serum potassium level).

Important Safety Information, continued

For additional safety profile and other important

prescribing considerations, see the accompanying

Brief Summary of the full Prescribing Information.

Humalog® is a registered trademark of Eli Lilly and Company and is

available by prescription only.
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teride at a cost of $626 per year, down
from the current $1,400, was unlikely to
be cost effective for chemoprevention use
in men at elevated risk for prostate can-
cer (Cancer Prev. Res. 2011;4:277-83).

The moderator of the press briefing,
Dr. Nicholas Vogelzang of Las Vegas,
who is with US Oncology, said that the
paper is important because of the in-
creased anxiety experienced by the

growing number of men under watch-
ful waiting.

“With this drug, dutasteride, the PSA
[prostate-specific antigen] drops by
about 50%; it makes the gland smaller,
so they have [fewer] urinary symp-
toms,” he said.

“Now we have learned that this seems
to reduce the amount of cancer in the
gland, and we are now able to offer the
patients who wish to have watchful
waiting an active treatment option. I
think it’s an important step forward,”
Dr. Vogelzang noted.

Dutasteride was approved for benign

prostatic hypertrophy in men with an en-
larged prostate in 2001. Currently, no
drug is approved for prevention of
prostate cancer.

At baseline, men in the REDEEM
study were aged 48-82 years, they had a
PSA level of less than 11 ng/mL, a Glea-
son score of 6 or less, and clinical stage
T1c-T2a disease.

The data were formally presented at
the symposium, which is sponsored by
the American Society for Clinical On-
cology, the American Society for Radia-
tion Oncology and the Society of Uro-
logic Oncology. ■

Major Finding: Taking dutasteride 0.5 mg daily reduced relative risk of
prostate cancer progression by 38.9% vs. placebo.

Data Source: Phase III REDEEM trial in 302 men with low-risk, early stage
prostate cancer followed with active surveillance.

Disclosures: GlaxoSmithKline sponsored the study. The investigators disclosed
relationships with GSK, including consultant/advisory roles, employment/stock
ownership, and research support and honoraria. Dr. Vogelzang disclosed fi-
nancial relationships with multiple pharmaceutical companies.

V
IT

A
L

S


