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Study Schema of N-SAS BC 02

|Eligibility: Stage I-IlIA, node positive, age<70, PS: 0-1|

No. of patients: 1060

Randomization
Stratification: No. of positive node, HER2 positivity, Types of surgery, Hospital
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ACD PTX DTX

ACP (Control)

Paclitaxel x 8 Docetaxel x 8

Paclitaxel x 4 Docetaxel x 4
+- Radiation therapy to the breast, +- Tamoxifen for 5 years

AC: Doxorubicin (or Epirubicin) 60mg/m? (or 75 mg/m?) + Cyclophosphamide 600 mg/m? g3wks
PTX: Paclitaxel 175 mg/m? g3wks DTX: Docetaxel 75 mg/m? q3wks

Primary endpoint: Disease free survival (DFS)
Secondary endpoints:  Recurrent free survival (RFS), Overall survival (OS),
CIPN, HRQOL: Incidence and severity of adverse events, cost-effectiveness
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Spearman'’s correlation coefficient; Overall Cycles

PNQ- FACT-Ntx | NCI-CTC- | NCI-CTC-

motor subscale sensory motor [FAGI=E

PNQ sensory | 0.48 0.66 0.44 0.19 0.29

0.51 0.22 0.16 0.39

PNQ-motor

FACT-Ntx
subscale

0.45 0.23 0.43

NCI-CTC-
sensory

0.28 | 0.09

NCI-CTC-
motor

0.11

« Patient-based PNQ-sensory scores strongly correlated with FACT-Ntx scores (r=0.66), and
weakly correlated with clinician-based NCI-CTC-sensory scores (r=0.44)
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Shimozuma K et al: Support Care Cancer 2009
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3 B Scale ACPACD vs PTX+DTX ACP+PTX v5 ACDFDTX
2 2 = ’
3 & AuC ACP+ACD  PTXsDTX  Pualue ACP+PTX  ACDSDTX  Pvalue
z
g o {from baseline) {n=149) in=151) in=150) in=150)
PNG sensory
H—J Kappa=0.16 H_} Kappa=0.02
To cycle 7 32 21 49 2o [om 45 (24) 36 (23) 669
- . To year 1 51 (28 72 (33 (o 66 (31) 56 (32) 493
* PNQ scores distributed between A and E (full range), while NCI-CTC scores ena
mainly distributed between 0 and 1. el
To cycle 7 35 (21) 42 24) 180 39 (24) 38 (22) 3%
Shimozuma K, et al, Support Care Cancer 2009"” To year 1 52 (29) 62 (31) 343 56 (1) 59 (29) T4
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Baseline 272 238 169 14 470 57 69 14 Baseline C'yc\e 3 Cycles Cy'cle? 7Months 1 vear Baseline  Cycle3 Cycle5 Cycle7 7Months 1 Year
Cycle 3 0/69 370 43 11770 | 157 870
Scale ACP+ACD vs PTX+DTX ACP+PTX vs ACD+DTX
Cycle 5 8/68 2/66 30 1167 | 164 172
AUC ACP+ACD PTX+DTX P value ACP+PTX ACD+DTX Fvalue
Cyele? 1as7 264 31 865 107 (from baseling) {n=148) (n=151) (n=150) {n =150}
7 Months 360 50 2/64 31 563 T8 14/66 NCI-CTC sensory
1Year 2/58 34 053 00 257 35 456 71 Tocycle 7 o0& (07 17 14) 15 {1.3) 08 {11)
ACP, anthracycline-cyclophosphamide followed by paclitaxel; ACD, anthracycline-cyclophosphamide followed by Toyear 1 5 12y 28 (19) 27T N 16 (15
docetaxel; PTX, paclitaxel alone; DTX, docetaxel alone NEI-CTC mator
Tocycle 7 02 (04) 03 (o7 248 03 @7 01 (04) 446
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Baseline Qjcle 3 O}cle 5 C;/cle 7 7‘ Months 1‘ Year
Scale ACP+ACD vs PTX+DTX ACP+PTX vs ACDH+DTX
0 T T T T 1
Baseline Cycle 3 Cycle 5 Cycle 7 7 Months. 1 Year AUC ACP+ACD PTX+DTX P yalue ACP+PTX ACD+DTX P yalue
Scale ACP+ACD vs PTX+DTX ACP+PTX vs ACD+DTX {from baseling) in=143) in=151) (n=150) {n =150}
auc ACP4ACD  PTX+DTX  Pualue ACP4PTX  ACD+DTX  Puaive FACT-G
Ntx subscale
Tocycle 7 1478 (11.7) 1367 (16.1) =00 1382 (15.3) 1454 (143) = 001 Tocycke 7 3039 (499) 2855 (48.7) 144 2971 (50.6) 3022 (481) arz
i . p 22
To year 1 2184 (174) 2035 (225) = 001 2080 (20.7) 2138 (218) 017 To year 1 4659 (58.0) 4500 (e8.1) | 4563 (70.3) 4595 (66.6) 683
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