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RAPID AND EFFECTIVE CONTROL OF EREAKTHROUGH PAIN (BTF)
AND FAVORAELE TOLERABILITY IN CANCER PATIENTS TREATED
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Transnmcosal delivery of fentanyl can provide prompt conmol of
hreakthrough pam (ETF) in cancer padents taking stable doses of opioids
for chronic pain.

The BEMA™ dmug delivery system was desizned for rapid oral mans-
mocosal drug delivery with dose to dose relisbiliny of plasma concentra-
tions and ease of patient wse. BEMA™ Fentanyl consists of 3 small,
dizsolvable, polyrner disc fonmulated with the opioid naroonc fentawy] for
application 1o the buocal membranes The ncoadhesive polymers adbere
to the membrane and rapidhy deliver fentany] mio the bloodsreann

Eighty adult cancer patients on stable opioid doses whe achieved
adequate control of BTP with BEMA™ Fentanyl (200 to 1200ug) in
an open label titration phase were treated for up to @ BTP episodes
with the previously determined BEMA™ Fentanyl dose (6 eplsodes)
and placebo (3 episodes) in a double-blnd random sequence. Subjects
recorded pain mrensity (PL; 11 point scale) at the tine of treatment,
and at 5, 10, 15, 30, 45, and §0 ndnutes after reatment; the primary
outcome measure was the sum of PI differences (SPID at 30 minutes.
Subjects also recorded their overall satisfaction with study medication
(5 pomt caregorical scale) at §0 minntes after dosing or af the time of
rascue medication use.

Atotal of 394 BTP episedes were meated with BEMA™ Fentany] and
197 with placebo. SFID values for BERMA™ Fantawyl-weated episodes
were statistically significantly greater than placebo-treated episodes
beginning at 15 minates through §0 minutes. At §0 minates after dos-
ing or at the time of rescue medication use, subjects rated their overall
satisfaction with stndy medication as “Good’ or better for 67.1% of
their BEMA™ Fentanyl-meated BTP episodes compared with 47.2% of
placebo-treated BTP episodes. The mean score for overall satisfaction
with smdy medication was statistcally significantly sreater for BERA™
Fentanyl comparad with placebo. The most conunonly reported treat-
ment related adverss events were somnolence (§.0%), nansea (5.3%),
dizziness (4.6%), and vomurtng (4. 0%), wiuch are commonly associatad
with opioid nse. Thare ware no reports of Tesment ralated mucositis or
respiratory depression.

BEMA™ Fentamyl provides patients with a rapid, effective, and comve-
nient means to coamol cancer BTP with a favorable tolerability profile.
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