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Adjuvant Therapy




B-18
Duration: 388-93
ACCRUAL.: 1,523

B-27
Duration: 95-00
ACCRUAL.: 2,411

B-40
PCR endpoint
Started 11-06




B-18

OPERABLE BREAST CANCER

FNA or Core
Age, T, cN
OPERATION AC x 4
| |
AC x4 OPERATION

Tam for women >50 yrs. only




NSABP B-18

OPENED: Oct. 1988
CLOSED: Apr. 1993
ACCRUAL: 1,523

MTS: 9.5 years (2001)
16 years (present)




B-18 Clin.Tumor/Node Status

cm o/,
<20 28
21-4.0 59
> 4.1 13
Node neg. 74




Tumor Response




Tumor Response (685pts.)
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Tumor Response (685pts.)
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Outcome




B-18 DFS and Survival
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DFS
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N Ev HR P
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Pre 742 410 .93 0.27
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N Ev HR P
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Pre 487 255 .81 0.05




Survival
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N Ev HR P
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Treatment by Age
Interaction




<50yrs DFS 250yrs
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v Treatment by Age
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PCR and Outcome
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Survival and pCR
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B-27

OPERABLE BREAST CANCER

Age, T, cN
\
AC AC—Txt* AC
\ \ l
OPERATION OPERATION OPERATION
*100mg/m? x 4; Tam for all Txt




NSABP B-27

OPENED: Dec. 1995
CLOSED: Dec. 2000
ACCRUAL.: 2,411

MTS: 6.5 years (2006 JCO)
8.5 years (present)




B-27/18 Clin.Tumor/Node Status

cm B27 B18
<2.0 15 28
21-4.0 41 59
> 4.0 45 13

Node neg. 70 74




Tumor Response




Path Complete Response
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Path Complete Response
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Nodal Response
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pCR: AC—-T
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PCR and ER Status

ER v treatment p=0.69

HAC
BAC+T

Neg Pos Unk

p=0.002 p<0.001 p<0.001
32% 45% 23%
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Nodes and Tumor Response

p<0.0001




Outcome




DFS
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Survival
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PCR and Outcome




DFS and pCR
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Survival and pCR
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B-27 DFS
no pCR and Nodes (1881)
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Years after Randomization




Txt Resp
Txt Non-R

N=24

Txt 100mg/m? q3w x 4
92 genes correlated
with Txt response
(p=0-001)

Jenny Chang

Lancet 362’03



NSABP B-40
Her2 Neg >2cm

Tissue for Tissue for
Biomarkers Biomarkers

\
Tx4| ==p| AC x 4

TX x 4| mmp| AC x 4

TG x 4| == | AC x 4

<-oa-=c 0 é

OPN-—-S0Q3>Y

+ Bevacizumab x 6

Endpoints: pCR; 2° endpoint: pCR A (29—38%)
DFS N=1200 Started: 11-07
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NSABP B-41

O O —T9=0TO

Her2 Pos

Paclitaxel/wk +

AC X4 - Trastuzumab
S
Paclitaxel/wk +| |U
® ACX4 |m"= " tinib r
| 2,9
e
Paclitaxel/wk +| |

AC X 4

-

Lapatinib +

oo 3 -

Trastuzumab

N=522; pCR A 22% (42—64%)
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Mediocrity for a new millennium
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