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Continuous Monitor/Pump Combo Lowers HbA, .

BY MIRIAM E. TUCKER

Senior Writer

CHIcAGO — Findings from a recent
study suggest that the combined real-
time continuous glucose monitor/insulin
pump system reduces glycemic variabili-
ty and improves glucose control in se-
lected insulin pump users with type 1 di-
abetes, Dr. Irl B. Hirsch reported at the
annual scientific sessions of the American
Diabetes Association.

A significant finding of the 6-month
study was that the benefits of real-time
continuous glucose monitoring (RT-
CGM) were realized only in patients who
wore the sensor device consistently, said
Dr. Hirsch, professor of medicine and
medical director of the Diabetes Care
Center at the University of Washington,
Seattle.

In the study, 138 adolescents and adults
with poorly controlled type 1 diabetes
(defined as having a hemoglobin A,. of
7.5% or greater) despite 6 months or more
of insulin pump therapy were randomized
to either wear the combined pump/RT-
CGM device (MiniMed Paradigm 722 Sys-
tem) and to perform self-monitoring of
blood glucose (SMBG) four or more times
a day, or to perform SMBG while wearing
the MiniMed pump by itself. All insulin ad-
justments were based on SMBG values.
Clinical staff contacted the patients on a
weekly or biweekly basis throughout the
study period. The study was funded by
Medtronic, maker of the devices.

The group was 90% white, nearly two-
thirds female, and had a mean diabetes du-
ration of 18 years. There were 40 adoles-
cents with a mean age of 14 years, and 98
adults with a mean age of 41 years. Mean
hemoglobin A, (HbA, ) levels did not dif-
fer between the two groups at baseline.

At 13 weeks, mean HbA,  levels had
dropped significantly and to a nearly iden-
tical degree in both groups, from 8.4% to
7.8% in the controls and from 8.5% to
7.7% in the CGM group. There were no
further significant drops in either group,
and by week 26, both groups had a mean
HbA,. of 7.8%. However, the proportion
reaching the HbA, . target of less than 7%
was significantly greater in the CGM pa-
tients, at 38%, compared with 19% of the
controls. Similar results were seen when
the adults were analyzed separately.

Among the adolescents, only the CGM
group had a significant drop in HbA,.
from baseline, from 8.8% to 8.0% at 26
weeks, with 35% reaching an HbA, . below
7%, compared with just 9% of controls,
said Dr. Hirsch.

Differences in the amount of hypo-
glycemia—but not hyperglycemia—could
help explain why the proportion drop-
ping below 7.0% between the two groups
was significantly different, whereas the
overall HbA, . values were not. Although
there were no differences in the time and
amplitude of exposure (in mg/dL per
minute) for hyperglycemia between the
two groups, the controls spent signifi-
cantly more time at glucose levels below
70 mg/dL than did the CGM group (0.8
vs. 0.3 mg/dL per minute), suggesting
that they had more glucose variability.

Compliance strongly predict-
ed the results among the CGM
patients. With “compliance” de-
fined as wearing the sensor 6
days a week (meaning it was
possible to be more than 100%
compliant) HbA, . levels patients
with 100% or greater compli-
ance dropped from 8.6% at base-
line to 7.7% at 26 weeks. Those
with 80%-100% compliance
dropped similarly, from 8.4% to

7.7%, as did those with 60%-
80% compliance, 8.2% to 7.5%.
All of those reductions were sig-
nificant. However, when com-
pliance dropped below 60%,
mean HbA, . actually rose slight-
ly (but not significantly), from
9.5% to 9.6%. In the teens, only
those with 80%-100% compli-
ance had a significant drop in
HbA,., by 1 percentage point
from baseline. L]
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Efficacy: MIRAPEX is proven to significantly help relieve RLS symptoms...
— with improvements sustained long term’

Safety: MIRAPEX is well tolerated and has no predicted P450 interactions
p—

Convenience: MIRAPEX Starter Kit offers simple single-step titration

— ® 75% of patients on the 0.25 mg dose

responded to therapy”

IMPORTANT SAFETY INFORMATION ABOUT MIRAPEX: Patients have reported falling asleep without
perceived warning signs during activities of daily living, including operation of a motor vehicle.
Hallucinations and postural (orthostatic) hypotension may occur. The most commonly reported adverse
events in RLS clinical trials for MIRAPEX vs placebo were nausea (16% vs 5%), headache (16% vs 15%),

fatigue (9% vs 7%), and somnolence (6% vs 3%).

Patients and caregivers should be informed that impulse control disorders/compulsive behaviors may
occur while taking medicines, including pramipexole, to treat Parkinson's disease and RLS.

Please see accompanying Brief Summary of Prescribing Information.

*Results of a 12-week, placebo-controlled, randomized, double-blind, fixed-dose-treatment trial to assess the efficacy and safety

of MIRAPEX vs placebo in the treatment of moderate to severe primary RLS.

Responders defined as patients with symptoms rated as “much improved” or “very much improved,” as measured on the CGI-I.
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