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Table 1. Risk category of node—-negative breast cancer
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Tumor size ER/PR Histologic gr Age Comment
Low risk <2 cm Positive >35 All factors must be present
High risk >2 cm Negative <35 At least one factor present
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Table 2. Adjuvant chemotherapy regimens

Dose & schedule

interval (days)

CMF Cyclophosphamide 100 mg/m? PO (day 1~ 14) 28 days, 6 cycles

(classic) Methotrexate 40 mg/m?, day 1 & day 8
5—fluorouracil 600 mg/mz, day 1 & day 8

CMF Cyclophosphamide 600 mg/mz,day 1 21 days, 6 cycles
Methotrexate 40 mg/m?, day 1
5-fluorouracil 600 mg/m® day 1

CAF Cyclophosphamide 600 mg/mz, day 1 21 days, 6 cycles
Adriamycin 60 mg/m% day 1
5-fluorouracil 600 mg/m® day 1

FAC Cyclophosphamide 500 mg/mz, day 1 21 days, 6 cycles
Adriamycin 50 mg/m% day 1
5-fluorouracil 500 mg/m® day 1

AC Adriamycin 60 mg/m® day 1 21 days, 4 cycles
Cyclophosphamide 600 mg/mz, day 1

AC4 —> T4 Adriamycin 60 mg/m?% day 1 (Ist~4th cycle) 21 days, cycles
Cyclophosphamide 600 mg/m? day 1(1st ™ 4th cycle)
Paclitaxel 175 mg/m?, day 1 (5th~ 8th cycle)

TAC Docetaxel 75 mg/mz, day 1 21 days, 6 cycles

Adriamycin 50 mg/m? day 1
Cyclophosphamide 500 mg/mz, day 1

T
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Table 3. Randomized clinical trials of taxane—containing adjuvant chemotherapy

. No. of Median follow— . . .
Patients . K Disease-free survival Overall survival
patients up duration
CALGB 9344 AC X 4 3170 69 months 65% 7%
AC X 45T X 4 70% 80%
NSABP-B28 AC X 4 3060 65 months 72% 85%
AC X 4-T X 4 76% 85%
BCIRG 001 FAC X 6 1491 55 months 68% 81%
TAC X 6 75% 87%
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Table 4. Ongoing randomized clinical trials of ovarian ablation

Treatment

Patients

SOFT
(Suppression of
Ovarian Function Trial)

TEXT
(IBCSG 25-02/BIG 3-02)

PERCHE
(IBCSG 26-02/BIG 4-02)

ABCCSG AU 12

TAM X 5 yr
OAXb5yr+ TAM X 5 yr
OAX5yr+ EXE X5 yr

OAXb5yr+ TAM X 5 yr
OAX5yr+ EXE X5 yr

OA X 5 yr + TAM or EXE
+ any chemotherapy

Z+ TAM X 3 yr
Z+ ANZ X 3 yr

+ ZOL twice a year
(2 X 2 design)

2700 premenopausal women with
endocrine-responsive disease
treated with no adjuvant
chemotherapy or remain
premenopausal after chemotherapy

2025 premenopausal women with
endocrine responsive disease who may or
may not receive chemotherapy

1750 premenopausal women with
endocrine-responsive disease

1250 premenopausal women with stage
/Il disease (< 10 positive lymph nodes)

OA, ovarian ablation; TAM, tamoxifen; Z, goserelin, EXE, exemestane; ANZ, anastrozole; ZOL, zoledronate
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Table 5. Published randomized clinical trials of aromatase inhibitor versus tamoxifen in postmenopausal

patients with hormone-receptor—positive breast cancer

ATAC IES

MA-17

ITA

9,366 4,742
After surgery

Number of patients
Timing of aromatase
inhibitor

Aromatase inhibitor Anastrozole 1 mg

Study design DASyr 1) TAM 273 yr=E 273 yr
2) TAM 5 yr 2) TAM 5 yr
3) combination 5 yr

Treatment duration 5 years 5 years

Median follow-up 47 months 30 months

Results: 4 yr-DFS: 3 yr-DFS:

86.9% in A arm
84.5% in TAM arm
(p=0.03)

No difference

Disease-free 91.5% in E arm
survival (DFS)
(p=0.00005)
Results: No difference

Overall survival (0S)

Exemestane 25 mg

86.8% in TAM arm

After 27 3 years of tamoxifen

5,187
After years of tamoxifen

Letrozole 2.5 mg
1) T AM 5 yr—=LET 5 yr

448
After 27 3 years of tamoxifen

Anastrozole 1 mg
DT273yr—A 273 yr

2) TAM 5 yr—placebo 5 yr  2) TAM 5 yr

5 years or 10 years 5 years

28 months 36 months

4 yr-DES : 3 yr-DFS:

93% in LET arm 88% in A arm
87% in TAM arm 83% in TAM arm
(p<0.001) (p=0.001)

No difference No difference
(benefit, only in patients

with lymph node-positive
breast cancer)

A, anastrozole; TAM, tamoxifen; E, exemestane, LET; letrozole
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Table 6. Clinical trials of trastuzumab adjuvant therapy

Trial Schema
NCCTG N9831 AC x4 q 3w Arm 1
Arm 2
Arm 3
NSABP B-31 AC x4 q 3w Arm 1
Arm 2
HERA Any acceptable Arm 1
chemotherapy Arm 2
Arm 3
BCIRG0O06 Arm 1
Arm 2
Arm 3

Paclitaxel g w X 12
Paclitaxel ¢ w X 12 — trastuzumab q w X 52
Paclitaxel/trastuzumab q w X 12
—trastuzumab q w X 40
Paclitaxel X 4 q 3 w
Paclitaxel X 4 q 3 w & trastuzumab g w X 12
—trastuzumab q w X 40
Observation
Trastuzumab X 1 yr
Trastuzumab X 2 yr
AC x 4—Docetaxel x 4
AC x 4—Docetaxel x 4
—trastuzumab q 3 w X 1 yr
Docetaxel/carboplatin/trastuzumab q 3 w
—trastuzumab q 3 w to complete 1 yr

B-319} NCCTG N9831& 7]1¥E42 AC o9 43] &
paclitaxel& =x12 02 AP HA 525719] trastu—
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A= trastuzumabs 3F 7HA 9] paclitaxel? sA el
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Alof] B paclitaxelo] By 3o A|Zbskoitt. A2 o
2 49 ¥ AEE] 247} 85%9) 67% (Hazard ratio
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Table 7. Algorithm for adjuvant systemic therapy

Axillary LN status Tumor size ER+ or PR + ER and PR -

LN-negative <1 cm +Tamoxifen +Chemotherapy

LN-negative 172 cm Chemotherapy Chemotherapy
— tamoxifen X 5 yr

LN-positive any size Chemotherapy Chemotherapy
+Taxane or £Dose dense tTaxane

— Tamoxifen X 5 yr

tDose dense

+Aromatase inhibitor
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