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Concordunce of HER2 Central Assessment by Two: Internatinml
Central Laboratories: A Ring Study within the Framework of
the Adjovant HERZ-Pasitive ALTTO Trial (BIGE-06/ 56300
ECEF 106T0E),
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In thee Prenst Intemational Group (B0 and Morth Centeal Concer
Tretment Group {NCCTC) co-led phose T odjuvant breost concer irial,
ALTTO Adjuvame Lapatinib and‘or Trastusunsh Treatment Ciptimisatisal,
two centntl Bsbarmtorizs, (he Evropean Inshtute of Oneslogy (1EO: Milan,
Halyd amel Mayo Clinic (Rochester, MN), ore responsable for confirming
the human epidermel growith facior receptor-2 [HERZ), estropen rece il
i (ERY, and progesterome recepter satus of the primary brenst iumors for
tre Best of World (excluding Cliny which conducts o separate central
revigw ] and Morth Antecicon potients, respectively, prior o patient
atudy entry. As of December 2000, dizcordance in HERZ and ER testing
berween lacal and central laboratories was ohserved by both ceitral
labarories. For [EC, 14.3% of 8037 HER? cases locally pesitive by
either immenoliseshemistry (THC ) or Auorescence in sl hvbridization
[FISH)] were nat able to be confimmed os centrally pasitive; whereas
fur Maye, 58% of 412 HER2 cases locally positive were it able
b comficmizd as centrally pasitive {Table 13, Ceneral and local NIC ER
diseordance was 1 20% amd | T% for 9,021 1EO servensd cases and 4 19
Mayo sereened eases, respectively {Table 20, In particalar, 1EC obgeryed
oo Filse-positive {locally positive/centrally negotive) HER2 Firshings
than Mayo nid Mayo observed more false-positive ER findings than [ED,
Purpose: Mativaled by the above findings, we lsunched a ring study 1o
dasess wehether the contrul lab resulis ofa subset of localicemeal diseerdnt
ALTTC cnses could b confinmed mihe other central lab, Methods: 150
el Mnve exchanged and netested o subser of FEPE breast fumors collecizd
inALTTOL LEC sent HEHERD flse-positive. 5 ER filse-pasitive, and 5 ER
flse-napziive (Tocally negativeiceninally positive) ALTTO bresst tomors
v Maya, Mayo sent 5 HERZ [alse-positive, 200 ER false-positive, and 3
ER false-negatve ALTTC hreast tumsoes 1o [ECL 1EO and Mayo perfomed
IHL Far ER necerding b aheir owi methuslabogy: DAKO eocktul of ER
P el 20123 monocional antibodies ond monaclonal BB 105 angibady,
respectively. The two labaraiories performed [HC for HERZ necarding
A0 the Hercep Test® munnfciurens” instodctians (1nko, Carpenieria. CA)
and FISH for HER2 using the Putlyysion HERZ DA probe kit and the
HERZ centromere |7 proke misture (Abbatt Moleculor, Des Plaines, [L)
Resulis: [ECH and Miyo confimmed the central HER2-pegntive result in
I of 25 coses, Analvses of ER ore ongoing ond ER. resulis will s
presented, Conclusions: i s subset of pafiens, ecomollment ineligibiliy
il rss change when HER? testing was pecfornmed by either 1EC or Movo
Clinie contral Enberalarmes,
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Maolecular Analysis of Single Circulating Tomar Cells for
Characterization of the Targets of Systemic Brenst Cancer Therap
a5 Chance to Individoalize Therepy.
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Hackground: In bicastcavcer thermpy predictive o prognostic norkers i
derivied Lroni the primary fumor bt sysemie thecipy aims nf elimiraiing
the renmmant fumor cells lefl in g body alter simpery which the cell
carculating in peripheral boed are port of, For individualized thera,
theretore, it waould be advantageous fo bester characterize this remna
disense for sunre targeled therapeutic approaches.

Materials and Methods: 10 10 20 single live epithelinl ontigen positive
cells were isolaied from periphend blaod of 50 pewly dizpnosed brest
cancer paticnts using the aubemated capillary cell sdation syslem o
the MMI CellEcior and individually deposited urnler visual corirl oom
Aunpht Grid slides (Advalyties), The mRENA was ihe reverse trnserited
awnd amplified using peiers for & dilTerend umor associated targels amosg
them EpC AN s FlarZiney,

Rzsubis: Expression profiling could be swecesslully performed rom s
than $0% of ol individually depasited iselnted cells demonsiratng tbe
epithelial rature of these celis but nfso heleropeneity smong the el
of in individuad patienis witl reegiect b other genes, Thus we show ke
cereulading epithelial cells from brsest cancer palients can be dslviduall
depasited ond these single celsh can subsequently be subject o exprese
pradiling.

[riscwssion: Further analvsis by high darougshepug profiling of the remel
twmar burden in breast cancer patients afier surgery comprising ks ol
circulnting in-peripheral blood moy contribute tbetter elamelenze the
torges of systemic thempy inorder toindividualize concer therape,
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Histopatholegical Subelossification of Triple Nepmiive Bres
Carciinmna Using Prognostic Scoring Sysiem.

Miivasioio W Pl T, Tovessaki X Amsard A vl N, Sisaan B Todak
Liiverrind Dradlacte Sclool of Mealoine, Sendal, Wivasd, Japn; Tokob
Liebversity Hospital, Fesdal, Mivags, Jupe

Purpese; Triple pegative breast carcinoma (THBC) is currenly barg
required o be classified plumlisticolly o order o provide e mo
appropriabe therepy b the potienis, We aiteniged b subalassify THAC
cases indo subgroups based en clinical owicome or prognoais of 1k
pittiemts with TWEBC vsdine archivil specimens, Maoterinls and betheds W
amulyzed 102 Japanese coes of invasive THBC who inderwens surpey
betwoen Januury 1998 and December 2007, The clinicopatholegicl
factars and clinical information of tese pabients were rebrospective
retrieved from clears of the patients: Tmmunobistechemieal stanme wa
performied For estrogen recepros (ERL progeiterone recepsor (1R ), bma
epidermal growth facior reeepror 2 (HER2), epidermnl prowth face
recepter | (EGFR I, CES6, Ki=6T and CO31 for microvessel dens
{MVEN, Resulis: Median dlow-up fime of ihe paticats was 685 moniks
Multivariable analvsi= demonsirated that the patholopic node s
wits' the most significantly associed with relopse-fres survival (IF5)
amel brenst cancer-specific survival (BCSS) of the. pattents. Fathalopol
tumor sz, basal-dike tepe, Ki-67 labeling indes (11 anc MY D werne da
iidependently pssecinred with BFS and OS5, Based o these reals
we devised the Risk Score systen reflecting Hozard ratios (FRs) of b
progpoostie faclor ahove,
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