The present

i nvention is directed to co-therapy and nethods for the

treatnent and prevention of glucose-rel ated di sorders such as Type 2

di abetes nellitus and Syndronme X,

sai d net hods conprising adm nistering to

a subj ectad) NTIRSATIONRL @eFLIGATIOR u»amsﬁnm@;ﬂm 1@iEfPRCEN V€O GHIRUNIONOTREG DY tHaeS apy

conpri sj,
(b) ac

pharnaceutlcal
di sorders.

{)é}p (gr?d) dInFFecLua{ 15’90‘;1%8 ((?rfanp Zil

conp05|t|ons for the
(43) International Publication Date
13 January 2011 (13.01.2011)

S HliuREOERYEE FunEabuh B AIE80 "

BET ADY 1 )1 @GRS o RLaAbE Gumber

WO 2011/005811 A1

woO 2011/005811 A1 I T 0K 000 OO

(51

eay)

(22)

(25)
(26)
(30)

1

(72)
(73)

74

International Patent Classification:

AG61K 45/06 (2006.01) AG61P 3/04 (2006.01)
A61K 31/155 (2006.01) AG61P 3/10(2006.01)
A61K 31/7034 (2006.01)

International Application Number:
PCT/US2010/041136

International Filing Date:

7 July 2010 (07.07.2010)
Filing Language: English
Publication Language: English
Priority Data:
61/223,881 8 July 2009 (08.07.2009) Us
12/830,479 6 July 2010 (06.07.2010) US

Applicant (for all designated States except US):
JANSSEN PHARMACEUTICAL NV [BE/BE]; Turn-
houtseweg 30, B-2340 Beerse (BE).

Inventors; and

Inventors/Applicants (for US ornly): LIANG, Yin
[US/US]; Welsh & McKean Roads, Spring House, PA
19477 (US). RYAN, John [US/US]; 1431 Angela Court,
Jamison, PA 18929 (US). WOLDU, Abraham, B.
[US/US]; Welsh & McKean Roads, Spring House, PA
19477 (US). WU, Lisa, E. [US/US]; Welsh & McKean
Roads, Spring House, PA 19477 (US).

Agents: JOHNSON, Philip S. et al.; Johnson & Johnson,
One Johnson & Johnson Plaza, New Brunswick, NJ
08933 (US).

62y

84)

Designated States (unless otherwise indicated, for every
kind of national protection available). AE, AG, AL, AM,
AO, AT, AU, AZ, BA, BB, BG, BH, BR, BW, BY, BZ,
CA, CH, CL, CN, CO, CR, CU, CZ, DE, DK, DM, DO,
DZ, EC, EE, EG, ES, FI, GB, GD, GE, GH, GM, GT,
HN, HR, HU, ID, IL, IN, IS, JP, KE, KG, KM, KN, KP,
KR, KZ, LA, LC, LK, LR, LS, LT, LU, LY, MA, MD,
ME, MG, MK, MN, MW, MX, MY, MZ, NA, NG, NI,
NO, NZ, OM, PE, PG, PH, PL, PT, RO, RS, RU, SC, SD,
SE, SG, SK, SL, SM, ST, SV, SY, TH, TJ, TM, TN, TR,
TT, TZ, UA, UG, US, UZ, VC, VN, ZA, ZM, ZW.

Designated States (unless otherwise indicated, for every
kind of regional protection available): ARIPO (BW, GH,
GM, KE, LR, LS, MW, MZ, NA, SD, SL, SZ, TZ, UG,
ZM, ZW), Eurasian (AM, AZ, BY, KG, KZ, MD, RU, TJ,
TM), European (AL, AT, BE, BG, CH, CY, CZ, DE, DK,
EE, ES, FI, FR, GB, GR, HR, HU, IE, IS, IT, LT, LU,
LV, MC, MK, MT, NL, NO, PL, PT, RO, SE, SI, SK,
SM, TR), OAPI (BF, BJ, CF, CG, CI, CM, GA, GN, GQ,
GW, ML, MR, NE, SN, TD, TG).

Declarations under Rule 4.17:

as to the identity of the inventor (Rule 4.17(1))

as to applicant's entitlement to apply for and be granted
a patent (Rule 4.17(i1))

as to the applicant's entitlement to claim the priority of
the earlier application (Rule 4.17(iii))

Published:

with international search report (Art. 21(3))

(54) Title: COMBINATION THERAPY FOR THE TREATMENT OF DIABETES

A Y
X
“\\\OH
HO
Yy~ YOH
OH

(1)

(57) Abstract: The present invention is directed to co-therapy and methods for the treatment and prevention of glucose-related
disorders such as Type 2 diabetes mellitus and Syndrome X, said methods comprising administering to a subject in need thereotf a
therapeutically effective amount of co-therapy comprising (a) metformin or a pharmaceutically acceptable salt thereof; and (b) a
compound of formula (I). The present invention is further directed to pharmaceutical compositions for the co-therapy of glucose-
related disorders.



