w0 2012/159115 A1 [N 0000 00 Y O

(43) International Publication Date

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

(19) World Intellectual Property Ny
Organization é
International Bureau -,

=

\

(10) International Publication Number

WO 2012/159115 A1l

22 November 2012 (22.11.2012) WIPO|PCT
(51) International Patent Classification: (74) Agents: GIORDANO—COLTART, Jennifer et al;
GOIN 33/574 (2006.01) Kilpatrick Townsend & Stockton LLP, 1001 W. Fourth
(21) International Application Number: Street, Winston-Salem, North Carolina 27101-2400 (US).
PCT/US2012/038867 (81) Designated States (unless otherwise indicated, for every
. . kind of national protection available). AE, AG, AL, AM,
(22) International Filing Date: AO, 151", AU, Aéj, BA, BB, BG, B}{, BR, BW, BY, BZ.
21 May 2012 (21.05.2012) CA. CH, CL, CN, CO, CR, CU, CZ, DE, DK, DM, DO,
(25) Filing Language: English 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,
(26) Publication Language: English KZ, LA, LC, LK, LR, LS, LT, LU, LY, MA, MD, ME,
(30) Priority Data: MG, MK, MN, MW, MX, MY, MZ, NA, NG, NI, NO, NZ,
61/488,028 19 May 2011 (19.05.2011) US OM, PE, PG, PH, PL, PT, QA, RO, RS, RU, RW, SC, SD,
SE, SG, SK, SL, SM, ST, SV, SY, TH, TJ, TM, TN, TR,
(71) Applicant (for all designated States except US): LABOR- TT, TZ, UA, UG, US, UZ, VC, VN, ZA, ZM, ZW.
ATORY CORPORATION OF AMERICA HOLDINGS . o
[US/US]; 358 South Main Street, Burlington, North Caro- (84) Designated States (uniess otherwise indicated, for every
lina 27215 (US). kind of regional protection available): ARIPO (BW, GH,
GM, KE, LR, LS, MW, MZ, NA, RW, SD, SL, SZ, TZ,
(72) Inventors; and UG, ZM, ZW), Eurasian (AM, AZ, BY, KG, KZ, RU, TJ,
(75) Inventors/Applicants (for US only): HUANG, Weidong TM), European (AL, AT, BE, BG, CH, CY, CZ, DE, DK,

[US/US]; 5049 Lynbrook Ct., Pleasanton, California
94588 (US). WEIDLER, Jodi [US/US]; 827 Juno Lane,
Foster City, California 94404 (US). SPERINDE, Jeff
[US/US]; 623 Isabella Road, El Granada, California 94018
(US). HADDAD, Mojgan [US/US]; 80 Muth Drive,

EE, ES, FL FR, GB, GR, HR, HU, IE, IS, IT, LT, LU, LV,
MC, MK, MT, NL, NO, PL, PT, RO, RS, SE, SI, SK, SM,
TR), OAPI (BF, BJ, CF, CG, CIL, CM, GA, GN, GQ, GW,
ML, MR, NE, SN, TD, TG).

Orinda, California 94563 (US). BATES, Michael Yublished:

[US/US]; 755 Orange Avenue, San Carlos, California
94070 (US).

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

(54) Title: METHODS FOR DETERMINING THE LIKELIHOOD OF SURVIVAL AND FOR PREDICTING LIKELIHOOD OF
METASTASIS IN CANCER PATIENTS

(57) Abstract: The present invention relates
generally to methods of accurately quantifying
total HER2 or p95 expression in patients with

advanced breast cancer and correlating HER2 or

P95 expression with the risk of brain relapse and
time to brain metastasis (TTBM)- in such pa-
tients. Embodiments of the invention described
herein include methods that utilize VeraTag®
technology to accurately quantify total HER2
and p95 protein expression in tumor 30 samples
and correlate HER2 level and the risk of brain
relapse in HER2-positive advanced breast can-

cer patients, including patients that received

treatment, such as trastuzumab. Embodiments of
the invention include a novel assay that pre-
cisely quantifies total HER2 expression (H2T),

P95 and HER2 homodimers (H2D) in biological
samples.
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