Title:

DOSAGES OF OXYCODONE

037101384 A3 I 0000 O R0 O

=

DOSACGE FORMS AND COVPOSI TI ONS FOR OSMOTI C DELI VERY OF VARI ABLE

[err]

(12) INTERNATIONAL APPLICATION PUBLISHED UNDER THE PATENT COOPERATION TREATY (PCT)

(19) World Intellectual Property
Organization
International Bureau

(43) International Publication Date
11 December 2003 (11.12.2003)

(10) International Publication Number

WO 2003/101384 A3

(51) International Patent Classification’: A61K 9/00, 9/22,
A61P 25/04, A61K 31/485

(21) International Application Number:
PCT/US2003/016747

(22) International Filing Date: =~ 28 May 2003 (28.05.2003)

(25) Filing Language: English

(26) Publication Language: English
(30) Priority Data:
60/384,442 31 May 2002 (31.05.2002) US
(71) Applicant: ALZA CORPORATION [US/US]; One
Johnson & Johnson, One Johnson & Johnson Plaza,

WH3221, New Brunswick, NJ 08933 (US).

(72) Inventors: FINK, Tracy, Ann; 150 W. Rincon Ave.,
Apt. B, Campbell, CA 95008 (US). AYER, Atul, D.; 931
Bautista Court, Palo Alto, CA 94303 (US). JOHNSON,

(74)

(81)

(34)

Deborah, J.; 3580 L.a Mata Way, Palo Alto, CA 94306
(US). SHIVANAND, Padmaja; 870 E. El Camino Real,
#44, Mountain View, CA 94040 (US).

Agents: NELLER, Robert, R. et al.; Alza Corporation,
c¢/o Johnson & Johnson, One Johnson & Johnson Plaza,
WH3221, New Brunswick, NJ 08933 (US).

Designated States (national): AE, AG, AL, AM, AT, AU,
AZ,BA, BB, BG, BR,BY, BZ, CA, CH, CN, CO, CR, CU,
CZ,DE, DK, DM, DZ, EC, EE, ES, FI, GB, GD, GE, GH,
GM, HR, HU, ID, IL,, IN, IS, JP, KE, KG, KP, KR, KZ, L.C,
LK, LR, LS, LT, LU, LV, MA, MD, MG, MK, MN, MW,
MX, MZ, NI, NO, NZ, OM, PH, PL, PT, RO, RU, SC, SD,
SE, SG, SK, SL, TJ, TM, TN, TR, TT, TZ, UA, UG, UZ,
VC, VN, YU, ZA, ZM, ZW.

Designated States (regional): ARIPO patent (GH, GM,
KE, LS, MW, MZ, SD, SL, SZ, TZ, UG, ZM, ZW),
Eurasian patent (AM, AZ, BY, KG, KZ, MD, RU, TJ, TM),
European patent (AT, BE, BG, CH, CY, CZ, DE, DK, EE,
ES, FI, FR, GB, GR, HU, IE, IT, LU, MC, NL, PT, RO,
SE, SI, SK, TR), OAPI patent (BF, BJ, CF, CG, CI, CM,
GA, GN, GQ, GW, ML, MR, NE, SN, TD, TG).

[Continued on next page]

(54) Title:
OXYCODONE

DOSAGE FORMS AND COMPOSITIONS FOR OSMOTIC DELIVERY OF VARIABLE DOSAGES OF

Oxycodone HC1 Multiple Dose 20 mg

g 12
5 10 -
£ 8
e 6 - ,
2 4]
g
27
o 0 . T .
96 102 108 114 120
Hours

(57) Abstract: Dosage forms, compositions and methods for the controlled release of oxycodone over a prolonged period of time
are described. The present invention discloses a novel means for delivering varying doses of oxycodone using a drug composition
having only oxycodone, a polymer carrier and varying amounts of salt to provide a particular viscosity of the hydrated drug core
for delivery of the drug at the desired release rate. The present invention functions by modulating the viscosity of the hydrated drug
layer in operation by the addition or reduction of salts in the drug composition. The system is independent of solubility enhancers
or pH modifiers. The sustained release dosage forms provide therapeutically effective average steady-state plasma oxycodone con-

centrations when administered once per day.
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