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‰ ̔
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ȍ ᴍȎ 

ᴍ̔  

ѿ DNA ֲ ᾥ ᵣ̆ Ῑԍ Ῑ

Ҭ Ӳꜚ ̂Ҭ ד CHÕ ֟ ̆

̆ ֪ ֜ Ȃ 

̔L- ̆L- ̆α,α- ԋ ȁ 20Ȃ 

ȍ Ȏ 

150 mğҹ ᵣȂ ҹ

̆ Ӳᾣ ̆ᶫ Ȃ ҹ 21 mg/mlȂ 

ȍ Ȏ 

Ӳ ̔ 

ԍ HER2 Ӳ ᵬ̔ҹ ѿ 1ҩ ҩ

Ӳ ҍ̕ ז ̆ ԍ Ӳ Ȃ 

Ӳ ̔ 

ԍ HER2 Ӳ ̔  

● ԅ ȁ ꜛ ̂ ̃ ꜛ Ȃ 

● ҍ ז ꜛ Ȃ 

● ҍ ז ꜛ Ȃ 

● ҍ ꜛ ̆ ץ ꜛ ̆ ԍ ̂ ̃

>2 cm Ӳ Ȃ 

̔ 

ז 5- ԍ

HER2 ֜ Ȃ 

ԍ HER2 H̆ER2 ӈҹᶏ

⌠ IHC3+ IHC2+/FISH+ Ȃ 

ȍ Ȏ 

150 mg/  
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ȍ Ȏ 

ľ ‰ Ŀ ᾟ№ ᶏ Ȃ 

Ȃ 

╠̆ HER2 Ȃ 

ᶏ ῒזᴋᵥ └ ף Ȃ 

Ȃ 

Ӳ  

  

∆ ╕ ̔ ∆ ╕ ҹ 4 mg/kgȂ 90№  Ȃ҉ץ

╕ ̔ ҹ 2 mg/kgȂ ̆↕

ҹ 30№ Ȃ 

3  

∆ ╕ ҹ 8 mg/kğ 6 mg/kg ҈ ѿ Ȃғ 6 mg/kg ҈

ѿ ҹ 90№ Ȃ ̆ ҹ 30

№ Ȃ 

 

҈ ѿ ̆∆ ╕ ҹ 8 mg/kğ 6 mg/kg ҈

ѿ Ȃ ҹ 90№ Ȃ ̆

ҹ 30№ Ȃ Ȃ 

 

● Ӳ ᶏ Ҍ Ȃ 

● Ӳ ᶏ 1 Ҍ ̂ ᵥ

ҹᾢ̃ȂҌ EBC 1 Ȃ 

● ᶏ Ҍ Ȃ  

╕  

 

● Ҭ ᵞ Ȃ  

● ҳ ᵞ Ҭ Ȃ  

● ̔ ӄẢ Ȃ 
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╠ № ̂LVEF̃ ̆ Ӟ

℗ LVEFȂ₮ Ҋ↓ ’ ̆ Ả 4 ̆ 4 1

LVEFȂ 

● LVEF ╠ ṿҊ ≥16%Ȃ 

● LVEFᵞԍ Ҭ ғ LVEF ╠ ṿҊ ≥10%Ȃ 

● 4~8 ῤ LVEF LVEF ╠ ṿҊ ≤15%̆ ᶏ

Ȃ 

● LVEF Ҋ ̂>8 ̃̆ 3 ҉ץ Ả ̆

ӄẢ ᶏ Ȃ 

⁞  

ҳ Ҭ ⁞ ᶏ Ȃ └ Ҭ ׅ

ᶏ ̆ ⁞ ᶏ ╕ ≢ ̆ ℗

₮ Ҭ ⁞ Ȃ 

 

ѿ ̆ ῒ ԇ ╕

̂ ѿ 2̔ mg/kg̕ ҈ ѿ 6̔ mg/kg̃̆Ҍ Ҋѿ

Ȃ ̆ ԍ ѿ ҈ ѿ №≢ 7 21 ԇ

╕ Ȃ 

ѿ ̆ ԇ∆ ╕

̂ ѿ ̔4 mg/kg̕ ҈ ѿ ̔8 mg/kg̃̆ ҹ 90

№ Ȃ҉ץ ̆ ԍ ѿ ҈ ѿ №≢ 7 21 ԇ

╕ ̂ ѿ 2̔ mg/kg̕ ҈ ѿ 6̔ mg/kg Ȃ̃ 

‰  

└ Ҭ̆ ה Ȃ ᾧ֟ Ҍ̆

ᾧץ̆ ׆ Ҭ ╕ Ȃ 

└  

Ҍ ╕̆ ᵬȂ

̂ ᶫ̃ Ȃ └ ҹ 21 mg/ml p̆Hṿ 6.0Ȃ └
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ҹ ᵣȂ ╠ ֟ Ȃ ᴆ

Ҋ ᵬ̆ └ 2͘8℃ ᴆҊḠ 48 ̆Ҍ ‛‟Ȃ 

7.2 ml ‟ Ҭ ῀̆

‟ ҬȂ 

ꜚ ץ ꜛ ȂҌ ˻  

└ ᴪ ̆ 5№ Ȃ 

 

∆ ╕ 4 mg/kg ӊ 1 2 mg/kg ╕

ᵣ ̔  

ᵣ =
ᵣ ̂Kg̃ ×╕ ̂4 mg/Kg 2mg/Kg ̃

21̂mg/ml, ̃
 

∆ ╕ 8 mg/kg ӊ 3 6 mg/kg ╕

ᵣ ̔  

ᵣ =
ᵣ ̂Kg̃ ×╕ ̂8 mg/Kg 6mg/Kg ̃

21̂mg/ml, ̃
 

׆ Ҭ ₮ ⱴ῀ 250 ml 0.9% Ҭ̆Ҍ ᶏ 5%

̂ ᴝ ̃Ȃ ̆ ֟ Ȃ

ᶏ ╠ ֟ Ȃѿ ᶏ Ȃ └

Ҥ └ ҹ ᴆҊ ̆ 2͘8℃‛ Ḡ 7 ̆

Ҍ 30℃ ҊḠ 24 Ȃ 

ᴝ  

ᶏ Ҙ ⌠ Ȃ 

Ҍ ᶏ 5% ̆ ῒ ᶏ Ȃ 

Ҍ ҍῒ Ȃ 

ᶏ /  

⁞ Ҭ ȂҌ ҡ ԍ ҬȂ

ΐ ̆ ᶏ ᶏ Ȃ

ᶏ / Ȃ 
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Ҥ Ҋ₃ҩץ ῏ᶏ ῒז ≠ ̔ 

● Ҍ ᶏ Ȃ 

● Ḡ ≠ Ҭ̂ ┬ ѿ ̃Ȃ 

ȍҌ Ȏ 

ҊҌץ ᴪ ӥ ῒז № ̔ 

● ⱳ Ҍῃ̂ ȍ Ԋ Ȏ̃ 

● ̂ ȍ Ԋ Ȏ̃ 

●  

● Ҭ ⁞ ⱴ ̂ ȍ Ԋ Ȏ̃ 

● ̂ ȍ Ԋ Ȏ̃  

ꜛ Ӳ ԍ Ӳ Ҭ Ҍ ̔ ȁ

ȁ ȁ ȁ ȁ ȁ ⱴ ȁ ȁӎⱬȁ ȁ ȁҬ

⁞ ȁ Ȃ Ҭ Ả Ҍ ᾟ̔ ⱬ

ȁ ⱳ Ҋ ȁ Ȃ 

ԍ Ҭ̆ Ҍ ̂≥10%̃̆ ҍ

ⱴ≥5% Ҍ ̔Ҭ ⁞ ȁ ȁӎⱬȁ ȁ  ȁ

ᵣ ⁞ ȁ҉ ȁ ȁ ⁞ ȁ ȁ  Ȃ ԅ

̆ Ả Ҍ ȁ Ҭ ⁞ Ȃ 

ҳ Ҭ Ҍ  

1 ԅ ῏ ҳ Ҭ ҍῒז Ҍ

Ȃ ԍ῏ ҳ Ҭ Ȃ ԍ ҍῒז

ᶏ ̆ Ҍ Ԋᴆҍ / ῏ Ȃ 

Ҍ ≢ ԍץҊ ᶛ̔ № ̂≥1/10̃ȁ ̂≥1/100 

 <1/10 ȁ̃Ẽ ̂≥1/1,000  <1/100 ȁ̃ ̂≥1/10,000  <1/1,000 ȁ̃ № ̂<1/10,000 ȁ̃

̂ ׆ ᵀ ̃Ȃ № ῤ̆Ҍ ⌠ᵞ

↓₮Ȃ 
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1̔ ҳ Ҭ Ҭ Ҍ  

№  Ҍ *  

᷅   №  

 №  

  

Ҭ ⁞   

  

  

  

҉   

  

  №  

⁞  №  

Ҭ ⁞  №  

⁞ / ⁞  №  

Ҭ ⁞  №  

ᾧ    

ᴡᾥ  

ף ҍ Ῑ  ᵣ Ҋ  №  

ᵣ ⱴ №  

Ҋ  №  

  №  

  

  

  №  

 №  

 №  

⁞  №  

 №  

ⱬ֚   

  

  

  №  

 №  

ҍ   Ẽ  

 № Ҋ  №  
+1

҉   
+
ⱬ  (ᾟ )  

  
1

  

 Ẽ  

ҍ   №  

 №  
+1ᵞ   
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ȁ  
+

 №  

 №  

 №  

 №  

 №  

  

  
+

  

  

 Ẽ  

 Ẽ  

  №  

 №  

 №  

 №  

Ҍ  №  

Ḃ  №  

 №  

 ᴴ  

  

ҍ Ҋ   №  

 №  

 №  

 №  

 №  

  

  

  

  

җ   

  

  

 Ẽ  

ҍ  ῏  №  

 №  

῏   

  

  

  

  

ᵣ   

ῃ ҍ ᵝ 

 

ӎⱬ №  

 №  

 №  

Ꞌ №  

 №  

῏  №  
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ⱳ Ҍῃ ԍ ╕ ̂ 2̆ 1ȁ 2̃ȂAC-TH ҍ Ҭᵝ 2.0

№ ̆ № ⱳ Ҍῃ ᶛ

ׅ ᵌȂ № ֞ ⱳ Ҍῃ ̆AC-TH ᾟ ⱬ

Ҭ̆64.5% ̆90.3% № ῃ № Ȃ 

2̔a 
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1̔NSABP B31 NCCTG N9831̔ ₮ LVEF Ҋ ≥10% ғ ṿᵞԍ 50%

̆ ֙ҹ Ԉ Ԋᴆ 

  
+ ̂ ̃ 

---ACŕT            ĺACŕT+H 

T̔            H̔  

 0 + Ȃ 

 

 

2̔BO16348 ̔ ₮  LVEF Ҋ ů10% ғ ṿᵞԍ 50% ̆ ֙

ҹ Ԉ Ԋᴆ 

̂ ̃ 

---                            —  1   

 0 № Ȃ 
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3̔ BCIRG006̔LVEF ԍ Ҋ ů10%ғ ᵞԍ 50%ᵄ ֙ҹ Ԉ Ԋ

ᴆ  

 

 0 № Ȃ 

҈ ῏ ҳ Ҭ̆ Ҭ 3/4 ⱳ Ҍῃ

̂ ᾟ ⱬ ̂CHF̃̃ ҍ ᵌ

̂0.3 - 0.4%̃Ȃ ⱴ ̂2.0%̃Ȃ 3 ̆  

AC→P̂  + ӊ ̃+ Ĥ ̃ Ҍ

Ԋᴆ 3.2%̆ AC→P ҹ 0.8%Ȃ5 Ҍ Ԋᴆ

ⱴȂ 

5.5 ̆AC→D̂ + ӊ ז ̃ȁAC→DĤ + 

̆ӊ ז + ̃ DCarbĤ ז ȁ ̃

Ԋᴆ LVEFԊᴆ№≢ҹ 1.0%ȁ2.3% 1.1%Ȃ ԍ CHF

̂NCI-CTC 3-4 ̃̆AC→DȁAC→DH  DCarbH  5 №≢ҹ 0.6%ȁ1.9%

 0.4%ȂAC→D ҍ DCarbH Ԋᴆ ᵣ ᵞ ғ ᵌ̕

 AC→D  DCarbH ̆AC→DH Ҍ Ԋᴆ ⱴ̆

ҹ Ҍ Ԋᴆ  LVEF Ԋᴆ  2.3%̆ ңҩ

̂AC→D  DCarbH̃ ҹ 1%Ȃ 

Ҭᵝ 12ҩ 1 Ҭ̆ ꜛ
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₮  NYHA III-IV ⱬ ҹ 0.6%ȂҬᵝ 3.6 ̆

ѿ  CHF ⱳ Ҍῃ №≢ҹ 0.8% 9.8%Ȃ 

BO16348Ҭ Ҭ̆ᵝ 8 ̆ ѿ CHF

̂NYHA III-IV ̃ ҹ 0.8%̆ ⱳ Ҍῃ ҹ 4.6%Ȃ 

Ҭ 7̆1.4% CHF ̂ ӈҹԊᴆ ң  

LVEF ṿ≥50%̃̕79.5% ⱳ Ҍῃ ҹ Ȃ  17% ⱳ Ҍῃ

῏ Ҍ Ԋᴆ ԍ Ȃ 

NSABP B-31 NCCTG N9831 № Ҭ̆ AC→PH ̂

+ ̆ӊ + ̃Ҭᵝ 8.1 ̆ҍ AC→PH Ҭᵝ 2.0

№ ̆ ⱳ Ҍῃ ̂ LVEF ̔18.5% AC→PH

ֲ LVEFṿ ᵞ 
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3̔LVEF ԍ ’ ̂BO18255 ̃ 

LVEFҊ : ᵞṿ /  

(N = 290) 

( № ) 

/ /  

(N = 294) 

( № ) 
*
LVEF Ҋ ≥ 10%̆ <50% 1.1% 4.6% 

ṿ <50% 1.1% 5.9% 
*
LVEF Ҋ ≥ 10%̆ ≥ 50% 11.8% 16.5% 

*ֽ  LVEF ҍ∆  LVEF ̂FP̆n=187 ҍ H

̅FP̆n=237̃ 

 

4̔ Ҍ Ԋᴆ̂BO18255 ̃ 

 /  

(N = 290) 

( № ) 

/ /  

(N = 294) 

( № ) 
ῃ Ҍ Ԋᴆ 6% 6% 

≥ 3  NCI CTCAE 3.0  *3% **1% 

* 
9  9 ᶛԊᴆ 

** 
4  5 ᶛԊᴆ 

ᵣ ̆ ⱳ ҌῃԊᴆ ӊ ₮ Ȃ  

῏ ̂IRR̃/  

ҳ Ҭ ⌠ IRR̆ /

ȁ ȁᵞ ȁ ȁ ȁ ꜚ ȁ Ҋ

̂ ȍ Ԋ Ȏ̃Ȃ 

IRRҳ ҉ ҍ №Ȃ 

Ҍ ȁ ҍ ȁҌ ̆

ӊ IRR Ҍ Ȃ 

Ӳ Ҭ̆ IRR 49% 54%ӊ ̆

36% 58%ӊ ̂ ῒז ̃Ȃ ̆ IRR

̂3 ̃҉ץ 5% 7%̆ 5% 6%Ȃ 

Ӳ Ҭ̆ IRR 18% 54%ӊ ̆

6% 50%ӊ ̂ ῒז ̃Ȃ ̆ IRR̂ 3

̃҉ץ 0.5% 6%̆ 0.3% 5%Ȃ 

Ӳ ꜛ Ҋ̂ BO22227̃̆ IRR ҍ҉ ҳ ѿ ̆

37.2%̆ IRR̂3 ̃ 2.0%̆ 4 5 IRRȂ 
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ҩ≢ ᶛҬ ⌠ Ȃ  

 

Ӳ  

ҬҌ ̆WHO№ 3

⁞ ȁ ⁞ ᵞԍ 1%Ȃ ⌠WHO№ 4 Ȃ

WHO№ 3 4 ԍ

̂34% 21%̃Ȃ ז 3 4 ԍ ז

̂3/4 Ҭ ⁞ 32% 22%̆ NCI-CTC ‰̃Ȃ

ז Ҭ ⁞ Ҭ ⁞

ԍ ז ̂23% 17%̃Ȃ 

NCI-CTC ‰̆ BO16348 Ҭ̆ 0.4% ׆ ҉

3 4 ̆ ҹ 0.6%Ȃ 

 

ҳ Ҭ̆ ԍ ̆

ᵣ ̂30%vs21%[BO16348 ]̃ȁNCI-CTC 2~5 ᵣ ̂12.3%vs 

6.7%[NSABP B31]̃̆ ᵣ ̂0.1% vs 0[NCCTG N9831]̃Ȃ

̂H0649gҬ̃ ̆NCI-CTC 3 < 1%Ȃ BO18255̂

̃Ҭ̆ ҍ ̆ №≢ҹ 28% 21%̆NCI 

CTC 3/4 №≢ҹ 12.2% 10.3%Ȃ 

Ҭ ⁞  

Ӳ ꜛ ҳ Ҭ̆ ԍ

̆NCI-CTC 4͘5 Ҭ ⁞ ̂1.7%vs0.8%[NCCTG N9831]̃ 2͘5

Ҭ ⁞ ̂6.4%vs4.3%[NSABP B31]̃Ȃ Ӳ ҳ

Ҭ̆ └ NCI-CTC 3/4 Ҭ ⁞

̂32% vs 22%̃ Ҭ ⁞ ̂23%vs17%̃Ӟ ԍ

Ȃ BO18255̂ Ҭ̃̆ ҍ ̆

NCI CTC 3/4 Ҭ ⁞ №≢ҹ 36.8% 28.9%̆ Ҭ ⁞ №

≢ҹ 5.1% 2.8%Ȃ 
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Ӳ  

̆ 12% ᴪ₮ WHO 3 4 ̆

ҍῒҬ 60% ῏Ȃ 

ҍ ̆ᶏ WHO 3

4 ᵞ̂7% vs 15%̃Ȃ ғ ⌠WHO 3 4 Ȃ 

҉ ̆ Ȃ

4ҩ ⌠ 18ҩ Ȃ ̔ ȁ

ȁ Ȃ ᾟ ⱬ Ȃ 

 

BO18255 Ҭ̆ ⌠ң ₮ Ȃ 

NCI-CTC AÊ3.0 ̃≥3 FP̅H Ҭ ԍ FP

̂ң №≢ҹ 3% 2%̃Ȃ 

NCI-CTC AÊ3.0 ̃≥3 Ҍ Ԋᴆ̂SOCҬ Ҍ Ԋᴆ̃̔

ѿҌ Ԋᴆҹ ῒ̆ FP̅H Ҭ ԍ FP ̂ң

№≢ҹ 1% <1%̃Ȃ 

 

̆ ԍ Ȃ ᵣ ̂46% vs 

30%[H0648g]̃ȁNCI-CTC 2-5 / Ҭ ⁞ ᵣ ̂24.3% vs 

13.4%[NSABP B31]̃ 3-5 / Ҭ ⁞ ᵣ ̂2.9% vs 

1.4%[NCCTG N9831]̃Ȃ ꜛ Ҭ ᵝ ̔҉ ȁ Ȃ 

BCIRG006Ҭ̆ ⱴ AC-T ̆ᵖ

ⱴ TCH [44%̂AC-TH̃̆37%̂TCH̃̆38%̂AC-T̃]Ȃ҈ NCI-

CTC 3-4 ᵌ[25%̂AC-TH̃̆21%̂TCH̃̆23%̂AC-T̃]Ȃ 

Ӳ ҳ Ҭ̆ └

Ҭ ⁞ ԍ̂23% vs 17%̃ Ȃ 

⌠ ⱴ̆Һ ҳ ӈ ҉
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Ȃ 

 

Ӳ ꜛ  

Ӳ ꜛ Ҭ̆ ԍ ̆

NCI-CTC 2͘5 ̂14%vs 5%[NSABP B31]̃̆NCI-CTC 3͘5

2 ̂3.4%vs 1%[NCCTG N9831]̃Ȃ

ҹ ̂NCI-CTC 2͘5 ̔11.8%vs 

4.6%[NSABP B31]̕NCI-CTC 2͘5 ̔2.4%vs 0.2%[NCCTG N9831]̃Ȃ 

/ ̆ ҹ 0.7%̆ ҹ 0.3%Ȃ

Ҭ̆3ᶛ ̆ῒҬ 1ᶛ ҹ ⱳ

Ȃ Ҭ̆1ᶛ Ȃ 

Ӳ  

Ӳ Ӟ ⱴȂ

Ҍ Ԋᴆᵬҹ ѿ № ҉ ̆ ̔ ȁᵞ ȁ

ȁ ȁ ȁ Ȃΐᵣ ȍ Ԋ ȎȂ 

/  

ҳ Ҭ ҈̆ ̆

ԍ ̂2.6% vs 1.5%[NSABP B31] 2̆.5% 3.7% vs 2.2 %[BCIRG006] 

2.1% vs 0%[H0648g]̃Ȃ 

  

Ӳ  

Ӳ ꜛ ̆ ԍ NCI-

CTC 2͘5 ̂6.7% vs 5.4%[NSABP B31] ȁ̃NCI-CTC 3͘5 ̂2.2% 

vs 0%[NCCTG N9831]̃ȁNCI-CTC 1͘4 ̂7% vs 1%[BO16348]̃Ȃ

BCIRG006Ҭ̆ Ҭ 3-4 [5.7% AC-TH̆5.5% TCH vs. 

3.0% AC-T] 1-4 [51% AC-TH̆63% TCH vs. 43% AC-T] Ȃ

Ӳ ҹ 27%Ȃ Ӳ Ҭ̆
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ֽ Ȃ 

 

BO18255 Ҭ̆ Ҭ№≢ 109 ̂37%̃

80 ̂28%  ̃₮ ԅ Ҥ ≢ Ȃ NCI-CTCAE 3.0 Ҥ ‰̆

FP FP+H №≢ 4% 9% ₮ ԅ≥3 Ȃ 

ᾧ  

Ӳ ̂EBC̃ ꜛ BO22227Ҭ̆Ҭᵝ 70ҩ ̆

̂ └╕̃ Ҭ 10.1%̂30/296̃ ֟ ԅ ᵣȂ

30ᶛ Ҭ̆ 2ᶛ Ҭ ⌠Ҭ ᵣȂ 

֓ ᵣ ҳ ῏ Ҍ Ȃ ᵣ ⱬꜚף ̆ [

ῃ ̂pCR̃ ᴇ] Ԋᴆ ̂EFS̃ ᵀ ῃ [ ῏

̂ARRs̃Ԋᴆ ᵀ] Ȃ 

ᵣ ᶭ ԍ Ȃ ̆ Ҭ ⌠ ᵣ

̂ Ҭ ᵣ̃ ᴪ ⌠ῒ ̆ № ȁ ȁ

ȁɐ ῒ Ȃ ԍ ֓ ̆

ῒ ֟ ᵣ ᴪᶏֲ Ȃ 

҉  

Ҋץ Ҍ ҹ ҉ Ҭ Ҍ Ȃ 

5̔҉ Ҭ Ҍ  

№  Ҍ  

 ᵞ₀  

ᾧ ⁞  

ᾧ   

 

  

 ᴡᾥ 

ꜚ  

ȁ   

Ҋ  
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ᵞ  

 

  

ⱳ  

ȁ֟ ҍ ֟ ’ Ҍῃ 

Ҍῃ 

 

Ҍ Ԋᴆ 

Ҋ ₮ԅץ Ҍ ԊᴆȂ ԍ

ҍ ֓Ԋᴆӊ ῏ ̆ Ҋ̆↓Ҍ ԊᴆҌ

ԍ Ȃ  

6̔Ҍ Ԋᴆ 

№  Ҍ Ԋᴆ 

ҍ᷅   

 

  

  

ṩ 

 

ҍ   

ȁ   

Ꞌⱬ  

  

 

ҍ   

  

ҍӲ  Ӳ  

ῃ ᵝ  Ҍ  

ȍ Ȏ 

ԍ ᴋᵥ Ȃ 

ȍ Ԋ Ȏ 

ѿ ’ 

ҹԅ └ ̆ ᴆҬ ̂ ̃

Ȃ 

ֽ Ҋ Ȃ  
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ⱳ Ҍῃ 

ѿ  

ⱳ Ҍῃȁ ȁ ȁ ⱬ ȁ ȁ

֙̆Ӟ № (LVEF) ᵞȂ

ᾟ ⱬ ̂CHF̃̂ ᴪ[NYHA]II-IV ̃ ⱳ Ҍῃ

ⱴȂ ֓Ԋᴆ ԍ ̂ ̃

Ȃ ⱳ Ҍῃ Ҭ׆ ⌠ ҍ ֙Ԋᴆ

῏Ȃ ̆ ̂ᶛ ȁ  ꜚ ȁCHFȁ ⱳ Ҍῃȁ ֲ̃

Ȃ 

ᵣ ⱬꜚף Ả̆ 7ҩ ̆ Ҭׅ

̂ ȍ ⱬꜚף Ȏ̃ȂẢ ̆ ⱳ Ҍ

ῃ ׅ ⱴȂ 

ᾧ Ả  7 ҩ ῤ ԇ Ȃ

ᶏ ̆↕ ℗ ⱳ Ȃ 

ԇ ╕ ӊ╠̆ ≢ ᾢ╠ ̆

ᵀ̆ ȁᵣ ȁ ̂ECG̃ץ ꜚ  MUGÂ

̃ Ȃ ꜛ ≢₮ ⱳ Ҍῃ ̆ CHFᵣ Ȃ

ᵀ̆ 3ҩ ѿ ̆ 6ҩ ѿ ̆ Ả

 24 ҩ Ȃ 

LVEFṿ Ҋ 10ҩ № ̆ ғҊ ↕Ҋ̆ץ50% Ảᶏ

̆ 3 ῤ ᵀ LVEFȂ  LVEF ̆ ѿ Ҋ ̆ ₮ ҳ

ӈ CHF̆↕ ̆ ҹ ԍ Ȃ ԍ

ⱳ Ҍῃ ̆ ̂ 6-8 ѿ ̃Ȃ ⱳ ⁞

̆ᵖׅḠ ̆ ̆ ҹ ҩᵣ ԍ Ȃ 

ԍ ₮ ⱳ Ҍῃ ᶏ ῃ ̆ ╠

╠ Ȃ ԅ ⱬ ↕̆ ᶏ  ⱬ ̂HF̃

‰ Ȃ ῏ Ҭ̆ ⱬ ⱳ Ҍῃ

ԇ ‰ ⌠ԅ Ȃ ֓ ‰ ̂ACẼ └╕

ᵣ ╕̂ ARB̃  β ╕Ȃ ҳ
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̆ Ҭ̆ ₮ ῒ ҳ ԊᴆȂ 

Ӳ ̂MBC̃ 

Ӳ Ҭ̆ Ҍ ᶏ Ȃ 

Ӳ ̂EBC̃ 

ԍ EBC ̆ ᵀ̆  3 ҩ ѿ ̆  6

ҩ ѿ ̆ Ả 24ҩ Ȃ

ѿ ̆ ғ ѿ ̆ 5 ̆  LVEF 

Ҋ Ӈ Ȃ 

Ӳ ꜛ ҳ ̂MĨ ȁ  

ȁCHF̂ NYHA II –IṼ ȁῒז ȁ ȁΐ ҳ ӈ

ȁ └Ҍᶃ̂ ‰ └ ̃

ꜚⱬ Ȃ 

ꜛ  

ꜛ Ҭ̆ Ҍ Ȃ 

EBC Ҭ̆ҍ ז ̆

̆ Ԋᴆ ⱴȂ ҍ

Ҭ Ԋᴆ Ȃ

ᵥ ̆ № Ҍ Ԋᴆ ╠ 18 ҩ ῤȂ 

4 ꜛ ̆ Ԋᴆ ̂> 50 ̃ȁLVEF 

ᵞ  LVEF Ҋ ̂< 55%̃ȁ ȁ ╠  LVEF ᵞ

ᶏ Ȃ ꜛ Ҭ̆

ⱳ Ҍῃ ҍ ╠ ԇ ╕ ᵣ

̂BMI>25kg/m2̃ ῏Ȃ 

ꜛ  

ꜛ EBC Ҭ̆ ҍ ̆ ғֽ

ԍ∆ Ȃᵞ╕ ╕ Ҍ  180 

mg/m2̂ ̃  360 mg/m2̂ ̃Ȃ 
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ꜛ ᵞ╕ ҍ ̆

↕ Ҍ Ῥ Ȃ 

҉ץ 65 Ҭ ꜛ ҳ Ȃ 

ⱳ  

ԇ ╕ ӊ╠̆ ᾟ№ ᵀ ⱳ ̆ ȁr ȁ  

ꜚ  MUGÂ ̃  LVEF ṿȂ ҳ Ҭ̆ Ҋ

ⱳ ̔ 

● ╠ LVEF ṿȂ 

●  3 ҩ ѿ LVEF ғ̆ ѿ Ȃ 

● ң ῤ  6 ҩ ѿ  LVEF Ȃ 

● Ҥ ⱳ ҌῃẢ ̆  4 ѿ  LVEF ̂ ȍ

Ȏ̃Ȃ 

 NSABP B31Ҭ̆AC-TH  15%̂158/1031̃ Ҭ  β8.7 ̆ ԍ

ⱳ Ҍῃ LVEF̂ № ̃Ҋ ҳ Ҭ Ȃ 

 BO16348 ̂ҹ ѿ ̃Ҭ̆ Ҭᵝ 12.6 ҩ ̆

2.6%̂ 44/1678 ɒ ̃ Ả ᶏ Ȃ BCIRG006 Ҭ̆

TCH ῍ 2.9%̂ 31/1056̃ ̂  1.5%̆ 1.4%̃ ĂC-TH  5.7%

̂61/1068̃ ̂  1.5%̆  4.2%̃ Ả ԅ Ȃ

 64 β ꜛ ₮ ᾟ ⱬ ̂CHF̃ Ҭ̂ NSABP B31ȁNCCTG N9831̃̆

1 β ԍ ̆ѿᶛ ̆ 3̆3 ɒ ѿ

Ȃ ѿ ̆  24% № ̂ ӈ

ҹ≥ 50%̃̆ғ Ȃᾟ ⱬ ↓ԍ  7Ȃ

₮ ⱳ Ҍῃ ῃ Ȃ 

7̔Ӳ ꜛ Ҭ ᾟ ⱬ  

 
ᾟ ⱬ  

   

NSABP B31& NCCTG 

N9831
a 

AC
b 

→ +  

 
3.2%̂64/2000  ̃ 1.3% ̂21/1655̃ 

BO16348d →  2% ̂30/1678̃ 0.3% ̂5/1708̃ 

BCIRG006 
AC

b
→ ז +  

 
2% ̂20/1068̃ 0.3% ̂3/1050̃ 
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BCIRG006 
ז + +  

 
0.4% ̂4/1056̃ 0.3% ̂3/1050̃ 

a 
 NSABP B31  2 Ҭ AC→TH Ҭᵝ ҹ 8.3 Ȃ 

b ̂ ̃ Ȃ 
c 

 1 ᶛ  1 ᶛ Ȃ 
d ҹ ѿ Ҭᵝ 12.6 ҩ  NYHA III & IV ֙Ȃ 

 

 BO16348̂ҹ ѿ ̃Ҭ̆ Ҭᵝ 8 ̆ ᾟ

ⱬ ̂NYHA III  IV ̃ ҹ 0.8%̆  ⱳ

Ҍῃ ҹ 4.6%Ȃ 

 8̔ Ӳ Ҭ ⱳ Ҍῃ 
a

 

   

  NYHA I-IV  NYHA III-IV  

 Ԋᴆ     

H0648ĝAC̃b ⱳ Ҍῃ 28% 7% 19% 3% 

H0648ĝ ̃ ⱳ Ҍῃ 11% 1% 4% 1% 

H0649g ⱳ Ҍῃ 
c 7% N/A 5% N/A 

a ᾟ ⱬ  LVEF № Ҋ Ȃ 
b ̂ ̃ Ȃ 
c 

 1 ɒ Ȃ 

 

 BCIRG006 Ҭ̆  NCI-CTC 3/4 / ̔

̂AC-TH̔0.3% (3/1068)̆TCH̔0.2% (2/1056)̃ ԍ AC-T(0 ᶛ)Ȃ 

῏ ̂IRR̃ 

ᶏ  IRRȂ  

IRR ҳ ҉ ҍ №Ȃ 

⁞  IRR Ȃ 

ѿ ↓ ̆ ҹ ȁ ̆Ẽ ᴪ ȁ ȁ ̂ ֓

ᶛ ᵝ̃ȁ ȁ ȁ ȁᵞ ȁ ӎⱬ̂ ȍҌ Ȏ̃Ȃ 

ᶏ Ҥ  IRR ȁᵞ ȁ ȁ ȁ ꜚ

ȁ Ҋ ȁ ȁ ҉ ̂ ȍҌ Ȏ̃ Ȃ

IRR ȂҬ ꜛԍ └ ̆ ⁞ ̆

Ȃ Ә ̆

҉ץ ȂҤ ȁβ- ᵣῐ ╕ȁ ⱳ Ȃ ֓

ᶛҬ̆ ֓ ҍ ֙ ῏Ȃ ԍ
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Ҋ ̆ ᴪ Ȃ ̆ ֓ Ҍ

Ȃ 

ҳ Ҥ ᵞ ̆ Ҭ ̆ ԇ

Ȃ ҉ ȁ ȁ ȁ ╕ Ȃ

ᵀ ⌠ ᵣ ῃ Ȃ Ҥ

ӄẢ Ȃ 

╠ ῏ԍ ≢ ԅ Ῥץ ῃ

Ȃ Ῥ ӊ╠̆ ԅҤ

/ ̆ѿ֓ Ῥ ̆

ѿ֓ ԅ ᵖ ԅ Ȃ 

 

ᶏ ᴪ ᾙ ᴴ Ȃ҉ Ҭ̆ ᶏ ᴪ

ῒ Ҍῃȁ ᾙ ֙Ȃ ᶏ

╠ ῒ Ȃ ᶏ ץ Ả 7ҩ ῤ ᴪ

ᾙ ᴴ ̆ ᶫ Ⱶ̂ ȍ Ӳ Ȏ̃Ȃ 

 

҉ ҳ Ҭ Ҥ Ԋᴆ̆ ֓ԊᴆẼ ᴪ

֙ Ӟ̆ IRR № Ȃ ̆ ᶛ ̂

̃ȁ ȁ ȁ ȁ ȁ ȁ

ⱳ ҌῃȂ 

ӊ╠ ᶏ ῒז

̆ ȁ ז ȁ Ȃ

Ȃ ̆ ֓ Ҍ

Ȃ 

Ҭ ⁞ ⱴ  

Ӳ ȁ ҳ Ҭ̆ └

Ҭ NCI CTC 3͘4 Ҭ ⁞ Ҭ ⁞ 

Ȃ ֙ ң ᵌ̂ ȍҌ Ȏ̃Ȃ 

http://www.pifuke.cn/printpage.asp?id=661
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HER2  

 HER2 ̆ ҹ HER2 

׆ Ҭ ȂHER2  HER2 

ȂҌ ᵬ̆ ᶏ ᶃ ‰ ȁ

╕ȁ ̆ ᴪ Ҍ

Ȃ 

ѿ֓ ‰ ҙ ꜛԍ Ȃ ֓  

HercepTest

HercepTestHercepTestHercepTestHercepTestHercepTestHercepTestHER2 HER2 
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ҹḠ ‰ ̆ Ғ ᾟ№Ḡץ̆

Ȃ 

ᴇ IHC № Ҋ̔ 

№   HER2 ᵀ 

0 < 10% Ȃ  

1+ ⌠> 10% ҹ /₃Ӎ Ҍ⌠̆ Ҭ

ֽ № Ȃ 

 

2+ ⌠> 10% ῃ ҹ ⌠Ҭ  

Ȃ 

 

3+ ⌠> 10% ῃ ҹ Ȃ  

ѿ ’Ҋ̆ ҩ  HER2 ҍ ᵣ 17 ԍ

ԍ 2̆ ᵣ 17 ’Ҋ̆ ҩ  HER2 ԍ 4̆↕ ҹ 

FISH Ȃ 

ѿ ’Ҋ̆ ԍ 50% Ҭ ҩ  HER2 5 ҩ̆

↕ ҹ CISH Ȃ 

῏ ᵬ ̆  FISH  CISH 

ӥ̆Ӟ ץ  HER2 Ȃ 

ᴋᵥῒ ᵀ HER2 ̆↕ ᶫ ᾢ

Ҭ Ȃ ΐ ‰ ץ̆ ₮ HER2 

̆ ғ №Ҭ ̂2+ ҍ̃ ̂3+ H̃ER2 ӊ Ȃ 

 HER2  HER2  

‰  HER2  HER2 ̆  IHC ᵬҹ

̆  HER2 ’ ↕̆ ᵝ ֜ ̂SISH̃

 FISH Ȃᵖ ̆ ᴇ̆↕  SISH 

ȂҹḠ ΐ ‰ ̆ Ғҙ

ᵬֲ  HER2 Ȃ ῏ ̆  

HER2 ╕ ᶫ ֟ Ḥ ӥȂ 

 BO18255 Ҭ̆  IHC3+  FISH ҹ HER2 

῀ Ȃ ԍ ҳ ̆ ԍ HER2  ̆  IHC 

№ ҹ 3+̆  IHC№ ҹ 2+ ғ FISH Ȃ 
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ѿ Ҭ̂D008548 ̃̆SISH  FISH HER2 

ѿ ̂>95%̃Ȃ 

 IHC  ISH  HER2 ̆ Ȃ  

ᴇ IHC № Ҋ̔ 

№ 

 

℗  -   -  HER2  

ᵀ 

0 <10%  

₮  

ᴋᵥ   

1+ ≥ 10% ₮ /₃ 

Ӎ Ҍ⌠ ̕ ֽ

₮ № Ҭ 

₮ /₃Ӎ 

Ҍ⌠ Ҍ̆

№  

 

2+ ≥ 10 % ₮ ⌠Ҭ 

ῃ ȁ ᶷȁ ᶷ

 

₮ ⌠Ҭ  

ῃ ȁ ᶷȁ ᶷ ̆Ҍ

№  

 

3+ ≥ 10% ₮  

ῃ ȁ ᶷȁ ᶷ  

₮ ῃ 

ȁ ᶷȁ ᶷ ̆Ҍ

№  

 

ѿ ’Ҋ̆ ҩ  HER2 ҍ ᵣ 17 ӊ ԍ

ԍ 2̆↕ ҹ SISH  FISH Ȃ 

ᵬ ⱬ 

ᵬ ⱬ ̆ Ҭ ₮

̂ ȍҌ Ȏ̃Ȃ₮ ῏ ̂ ȍ Ԋ Ȏ Ҋľ ῏ Ŀ̃

ῒ ῃ ╠Ҍ ᵬ Ȃ 

ȍ Ӳ Ȏ 
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ⱬȂ ꜚ Ҭ ֟ ⱬ ᾙ Ȃ 

҉ ̆ ԅ ᶏ

ץ ↓ ̆ ҹ Ҍ ȁ ᾙ ֙Ȃ ֓

Ҭ̆ ѿ֓ Ả Ȃ 1 ɒ

̆ Ȃ 

ԍ ᶏ ̆ Ȃ

↕̆ Ғ Ҋ Ȃ

Ҍ Ȃ 

Ҭ ̆ ֲ ╕ ̂2mg/kg̃  25 Ṑ╕ ̆

ᾙ Ȃ ̆ ᴇ ԍֲ ̆ ꜚ HER2 

ᵣ ӎ ᵣ ֙ ’

ῤ Ȃ ̂  20͘50 ̃ ̂  120͘150 ̃ ⌠

Ȃ 

╠ Ҍ ᶏ ⱬ ᾙ Ȃꜚ

ⱬ ᾙ Ȃ 

Ӳ  

Ҍ № ⌠ֲӲ Ҭ̆ ԍֲᾧ ̂IgG̃ № ⌠ֲ

Ӳ Ҭ̆ ᾙ ᴴ ̆ ץ ᾧ ӲȂ ῏

̔Ӳ Ҭ ᵣҌ ῀⌠ ᾙ ᾙᵣ ҬȂ 

Ҭ ѿ ̆ 120~150 ץ ԇ 25Ṑֲ ╕

̂2mg/kg̃ ̆ № ⌠֟ Ӳ ҬȂ ῤ ԍ

ה

͘
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ȍ Ȏ 

ԅ Ӳ [H0648g  H0649g] ꜛ [NSABP B31 NCCTG 

N9831] Ҭ̆  386 ɒ ҉ץ 65  ᶏ ԅ ̂ῒҬ̆

Ӳ ꜛ  253 ɒ ̆ Ӳ  133 ɒ ̃Ȃ ⱳ Ҍῃ

ԍ Ȃ ԍ ᵬҹӲ ꜛ  4 ҳ Ҍ

Ҍ̆ ∞ Ҭ Ҍ ԍ Ȃ ҳ

ӞҌ ᾟ№ ̆ Ӳ Ӳ ꜛ Ҭ̆

̂ ̆ ̆ ̆ ̃ Ҍ ԍ

ԍ 65 Ȃ 

ȍ ⱳ Ҍῃ Ȏ  

ᵣ ⱬꜚף № ̆ ⱳ Ҍῃ Ȃ 

ȍ ԑᵬ Ȏ 

ֲᵣҬ ԑᵬ Ȃҳ ҍῒ

̆ ҳ ӈ ԑᵬ ̂ ȍ ⱬꜚף Ȏ̃Ȃ 

ҳ Ҭ̆ ҍ ̆ 1.5 

ṐȂ ԑᵬ Ҭ ҍ̆ ̆ ז ⱬꜚף

Ȃ 

ҍ ז ȁ ȁ Ҭ̆ ֓

ⱬꜚף Ȃ 

Ҍ ̂ ῒҺ ף  6-α ̂POH  ̃

̂DOL̃̃ Ȃ 

ᵖ ⱴѿ ף ̂7- -13-ԋ ̆ D7D̃

ȂD7D ף ҳ ӈ Ҍ Ȃ

̆Ӟ ⌠ Ȃ 

ԑᵬ ᵀԅ ז ҍ Ҍҍ ꜚף

ⱬ ̂PK̃Ȃ ̆ ז ף ֟ ̂  5-FŨ ף

ꜚⱬ Ҍ + Ȃ ̆ ҍ

̆ ז ₮ Ȃ ̆ ⱬꜚף
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Ҍ ז ז + Ȃ

ⱬꜚף ᴇȂ 

ȍ Ȏ
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῍ 3752ᶛ ῀Һ № ̔ Ҭᵝ 2.0 ̆AC→ 

+  DFSȂ № Ҭ ᾢ ⅞  OS№  4063ᶛ ̆ №

ҹҬᵝ 8.3 ̆AC→ + 707ᶛ ֙ Ȃ ԅ

 NSABP B31 ң  NCCTG N9831 ҈ҩ Ҭ ң ̆ № ȂҺ

 DFS № Ҭ Ҭᵝ ҹ 49 ̂ ̔22-80 ̕6% > 65 ̃̕84%

ҹ ֲ̆7%ҹ ֲ̆4%ҹ ֲ̆4%ҹ֒ ֲ/ Ȃ  90%ҹ

̆38%ҹ T1̆91%ҹ ̆27%ҹҬ ̆66%ҹ ̆

53%ҹ ER+ /  PR+ Ȃ Ҭᵝ 8.3 ̆ ᴇֲ Ҭ AC→ +

ֲ ᵌȂ 

 BO16348 Ҭ̆Ӳ Ҭ  HER2 ̂IHC 

3+̃ ̂FISH̃Ȃ Ӳ № ԍ≥ T1c ῀ Ȃᾟ

ⱬ  LVEF <55%ȁ ȁ ȁҳ ȁ

ECG ̆ └Ҍᶃ(  > 180 mm Hg > 100 mm Hg)

֓ Ҍ ҍ Ȃ 

 BO16348 ҹ  HER2 Ӳ Ҭ̆ ȁ  

̂ ̃ ̆ ѿ ң ҈ ѿ ҍ Ȃ

ץ ҩ ̆ № ̂1:1:1 ҹ̃Ҍ ῒז

̆ ѿ ң Ȃ ℗ ֞

‰ ȂER+ /  PgR+ ‗ ̆  ῃ ꜛ Ȃ  8 

mg/kg ╕ ̆  6 mg/kğ ҈ ѿ ╕ ԇ ȂҺ

ҹ ̂DFS̃̆ῒ ӈҍ NSABP B31 NCCTG N9831 Ȃ 

Ҭᵝ 12.6 ҩ Ҭ № ̆

ѿ ҍ ̆ № DFS ᶭ Ȃ

№ ̂n =1693̃ ѿ ̂n= 1693̃ 3386ᶛ Ҭᵝ

ҹ 49 ̂ ҹ 21-80 ̃̆83%ҹ ֲ̆13%ҹ֒ ֲȂ ̔94%ҹ

̆50%ҹ ER+ / PgR+ ̆57%ҹ ̆32%ҹ ̆ 11%

Ҭ̆ ԍ ꜛ ̆ ᵀ Ȃ96%̂1055/1098̃

̔ 1098ᶛ Ҭ 4̆9%̂ 543 ҹ̃ ER- PgR-̆

47%̂ 512̃ҹ ER / PgR +̆ ғ Ҋץ Ҭ ѿ ̔ ԍ
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2 cmȁ
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↓ԍ 4̆Ҭᵝ 8.3 AC→TH ↓ԍ 5Ȃ BCIRG006

↓ԍ 6Ȃ Ҭ̆ DFS№ Ҋץ̆ ҩ֒ ῤ ֲ

Ҍ ̆ ҍ ᵣ ֲ ̔ᵞ ȁ /

֒ ̂ ֲȁ ֲȁ֒ ֲ/ ̃ῤ ȁ >65 Ȃ

NSABP B31 NCCTG N9831Ҭ̆OS ҹ 0.64̂ 95% CI:0.55 0̆.74̃Ȃ Ҭᵝ 8.3

[AC→TH]̆ᵀ AC→TH ҹ 86.9% ĂC→T ҹ 79.4%Ȃ NSABP 

B31 NCCTG N9831 OS№ ̆ ȁ ᵣ ȁ ȁ

№ / № OS ҍ ᵣֲ Ҭ ѿ Ȃ ≤50

̂n=2197 Ҭ̃ ŎS ҹ 0.65̂ 95% CI:0.52 0̆.81̃̆ >50 ̂n=1866̃

Ҭ̆OS ҹ 0.63̂95% CI:0.51̆0.78̃Ȃ ᵣ ҹ ̂ER

/ PR ̃ ֒ Ҭ̂ n=2223̃̆ ҹ 0.63̂ 95% CI:0.51 0̆.78 Ȃ̃

ᵣ ҹ ̂ER / PR ̃ ֒ Ҭ̂n=1830̃̆

ҹ 0.64̂ 95% CI:0.52 0̆.80 Ȃ̃ ҹ≤2 cm ֒ Ҭ̂ n=1604̃̆

ҹ 0.52̂ 95% CI:0.39 0̆.71 Ȃ̃ ҹ>2 cm ֒ Ҭ̂ n=2448̃̆

ҹ 0.67̂95% CI:0.56̆0.80̃Ȃ 

 9̔ ꜛ Ӳ ̂  NSABP B31  NCCTG N9831ȁBO16348  BCIRG006̃ 

 DFS Ԋᴆ DFS  

̂95% CĨ 

p ṿ 

֙̂OS 

Ԋᴆ̃ 
OS  p ṿ 

NSABP B31  NCCTG N9831
a 

AC→TH 133b 0.48b,d 289c 0.64c,d 

̂n =1872̃b ̂0.39, 0.59̃ ̂0.55, 0.74̃ 

̂n = 2031̃c p< 0.0001
e p< 0.0001

e 
AC→T 261b  418c  
̂n = 1880̃b 

̂n = 2032̃c 
BO16348

f 

→ 127 0.54 31 0.75 

 ̂0.44, 0.67̃ p=NS
h 

̂n =1693̃ p< 0.0001
g 

→ 219  40  
 

̂n = 1693̃ 

 BCIRG006
i 

TCH 134 0.67 56  
̂n=1075̃ ̂0.54 - 0.84̃ 

p=0.0006 
e, j 

AC→TH 121 0.60 49  
̂n=1074̃ ̂0.48 - 0.76  ̃p< 

0.0001 
e,i 
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AC→T 180  80  
̂n=1073̃ 

CI = Ḥ Ȃ 
a 

 NSABP B31  NCCTG N9831 ̔ ̂AC→T̃  ⱴ

̂AC→TH̃Ȃ 
b ᵀֲ ̆
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 6̔ Ӳ ꜛ ̂  BCIRG006̃ 

 

 HER2 ̆ Ҭ  NCCTG N9831 

 BO16348 ԅ DFS № Ȃ 

 10Ȃ  NCCTG N9831 Ҭ̆  IHC 3+/FISH+֒  ᶛ

ҹ 81% Ԋ̆ᴆ Ȃ ԍԊᴆ Ҍ̆ ₮ ῏ῒ֒ז ῤ  Ȃ

BO16348 Ҭ Ԋᴆ ץ IHC 3+/FISH ֒  FISH+/IHC ֒ Ҭ  

DFS Ȃ 

 10̔  NCCTG N9831  BO16348 Ҭ̆  HER2 №  

 

  NCCTG N9831   BO16348
c
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ҹ Ȃ50% ҹ ̆  40%̆  10%

ԍ ԅ ꜛ ᵀ ’Ȃ ᵣ  41%Ȃ91%

ꜛ Ҭ 2̆6% ԅ ꜛ Ȃ  

BO16348  DFS № ̆Ҭ Ҭ  1  2 

№≢ҹ 81.4%  92.9%̆ 1 ᵞ ֙

 (HR 0.29, 95% CI 0.08-1.08, p=0.0489)ȂҬ ꜛ ҳ

ҍ BO16348 ᵣל ѿ Ȃ  11Ȃ 

 11̔BO16348 Ҭ̆Ҭ ֒  

 Ҭ ̂BO16348 ̃ 

→  

(n = 68) 
→  

(n = 54) 
Һ  

DFS Ԋᴆ    

 

3 
 

8 
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ԍҺ  EFS̆ + ꜛ ̆ ꜛ

̆῍  52 ̆ / Ҋ  35%Ȃ ҹ ṿ̆3 ץ 

̆ ̆ ᵀṿ ₮ 13 ҩ № ̂65% vs 

52%̃Ȃ 

Ӳ  

ѿ ȁ ҳ (H0648ğn=469) ѿ ҳ

̂H0649ğn=222̃Ҭ̆ ԍ Ӳ ῃ

ԅ Ȃ2ҩ  HER2 Ӳ ȂҬ ᾧ

ᵀ  2  3  HER2 ̂№ҹ 0͘3 ̃ ῀ ᴆȂ 

Ӳ ѿ ̂H0648g̃ 

H0648g ҹѿ ȁ Ҭ ҳ ̆  469 β Ӳ 

Ҭ Ȃ  
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13̔ H0648g̔ Ӳ ѿ  

   AC  

      

+ 

 

(n=235)       (n = 234) 

 

+ 

 

(n = 92) 

 

 

 

(n=96) 

 

+ 

AC a 

(n=143) 

AC  

 

 

(n=138) 

Һ  

Ҭᵝ TTP̂ ̃b,c 7.2 4.5 6.7 2.5 7.6 5.7 

95% Ḥ  7, 8 4, 5 5, 10 2, 4 7, 9 5, 7 

P ṿ d < 0.0001                 < 0.0001                       0.002  

 

 b 45 29 38 15 50 38 

95% Ḥ  39, 51 23, 35 
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Ӳ ԋ ҈ ̂H0649g̃ 

ѿ Ҭ ȁ ҳ ̂H0649g̃Ҭ  HER2 Ӳ

ԅ ̆ ֓ ᾢ╠  1  2 Ȃ῀

 222 β ̆66% ᾢ╠ ꜛ ̆68% ᾢ╠  2 

2̆5% ԅ ᾢ ȁ Ȃ ╕ ╕  

4mg/kg ̆ ѿ  2 mg/kg ╕ Ȃ 

ᴇ ᴪ ᵀ ŎRR̂ ῃ ̅ № ҹ̃ 14% ῒ̆Ҭ ῃ ҹ

2%̆ № ҹ 12%Ȃ ῃ ֽ ԍ ԍ Ȃ

ҹ CTA 3+ ᵣ ҹ 18%̆ ҹ CTA 2+ ҹ 6%Ȃ 

 

ѿ (1:1)ȁ ȁ Ҭ  III ҳ ̂BO18255 ̃Ҭ ԅ

ז  5-FU HER2 ῃ Ȃ

ⱴ ҹ ╠ ֜ ȂҺ

ҹ Ȃ ῍῀  594 ɒ ֒׆̆ ῀  314 ɒ ̂53%̃Ȃ ⅞ ԋ

Ҭ № ΐ ӈ ̆ ╠ Ȃ№ ῍ 351 ɒ ῀

֙̔  184 ɒ ̂62.2%̃̆  167 ɒ ̂56.0%̃Ȃ ֙ ᶛҍ

῏Ȃ 

Ҋץ № ̔ ̂ ҍ ̃ȁ ᵝ̂ vs.

֜ ̃ȁ ̂  vs. ̃ȁECOG r ⱬ ’̂0ȁ1 vs. 2̃ ̂

ז  vs. 5- Ȃ̃ ҹ HER2 ̂FISH+̃ HER2 ̂IHC 

3+̃̆ғ ΐ ⱳ ̂ LVEF > 50%̃Ȃ 

Ҭ̆ץ ԇ ̆ ╕ 8 mg/kğ

╕  6 mg/kğ  3 ѿ ̆ ₮ Ȃ ңҩ Ҭ̆׆  1 ̆

╕mg/m2 80 ץ  IV ̆  2 ̆  3 ѿ ̆῍ 6 ҩ Ȃ ңҩ

Ҭ̆ ז ╕ mg/m2 1000 ץ ̆ ң ̂ ╕  2000 mg/m2̃̆

 14 ̆ ҩ  
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ֲ Ҭᵝ  60 ̂ ̔21͘83 ̃̕76%ҹ ̕53%ҹ֒ ֲ̆38% ҹ

ⱴ ֲ̆5%ҹ ֲ̆5%ҹῒ /ֲ ̕91%  ECOG PS ҹ 0  1̕82% 

1̆8% ֜ Ȃ ֓ Ҭ 2̆3% ℗ 7̆%

ꜛ / ꜛ ̆2% Ȃ 

№ log-rank № Һ ̂OS̃̆ ԍ 351ҩ ֙ ᶛ

OS№ ΐ ӈ̂ ӈ  0.0193̃̆ № ѿ ӊ ̆ ԅ

OS № Ȃ ῏ № № ̆ 15  7Ȃ 

15̔BO18255 ̔ITT
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ֲ Ҭ ԍ HER2 ̂FISH̃ ̂IHC̃  

ԅ OS № ̆  HER2 (IHC 2+ғ FISH+  IHC 3+) ̆

ҍ Ҭᵝ №≢ҹ 16 ҩ  11.8 ҩ ̆HR 0.65 (95% CI 0.51-

0.83)̕Ҭᵝ №≢ҹ 7.6 ҩ  5.5 ҩ ̆HR 0.64 (95% CI 0.51-0.79)Ȃῒᵩ

 16Ȃ 

16̔ HER2 ’⅞№ №  

 
FC 

(N=296)a 

FC+H  

(N=298)b 

FISH+ / IHC 0, 1+ ֒  (N=133) 

֙  /n (%)  

Ҭᵝ OS ( )  

95% CI ( ) 

57/71 (80%) 

8.8 

(6.4, 11.7) 

56/62 (90%) 

8.3 

(6.2, 10.7) 

(95% CI) 1.33 (0.92, 1.92) 

FISH+ / IHC2+ ֒  (N=160) 

֙  /n (%)  

Ҭᵝ OS ( )  

95% CI ( ) 

65/80 (81%) 

10.8 

(6.8, 12.8) 

64/80 (80%) 

12.3 

(9.5, 15.7) 

(95% CI) 0.78 (0.55, 1.10) 

FISH+ or FISH-/IHC3+
c ֒  (N=294) 

֙  /n (%) 

 Ҭᵝ OS ( ) 9 

5% CI ( ) 

104/143 (73%) 

13.2 

(11.5̆15.2) 

96/151 (64%) 

18.0 

(15.5, 21.2) 

(95% CI) 0.66 (0.50, 0.87) 

a ֒ № Ҭ̆╧ ԅ FC Ҭңᶛ FISH+̂ᵖ IHC ’Ҍ ̃ Ȃ 

b ֒ № Ҭ ╧̆ ԅ Ҭ 5 ɒ  FISH+̂ ᵖ IHC ’Ҍ ̃ Ȃ 

c ԅ  6 ɒ ȁ  10 ɒ  FISH-ȁIHC3+ ̆  8 ɒ ȁ   8 ɒ  FISH 

’Ҍ  IHC 3+ Ȃ 

Ҭ ֒ ̂ҳ 2009 1 7 ̃ 

Ҭ  15 Ҭ ҍԅ ̆  614 ᶛ ԅ HER2 ̆HER2 

ҹ 22.7%Ȃ HER2 Ҭ Ҭ 85 ᶛ ԅ῀ ‰ ῀ Ȃ

 36 ᶛ̆  49 ᶛȂᵖңҩ ֲ ȁ  ȁץ

№ ̂ ȁ ᵝȁ ȁECOG r ⱬ ’ ’̃

Ȃ  95% ΐ ̆Һ ᵝ ̂  80%̃Ȃ  80%  ECOG 

ᵣⱬ ’ҹ 0͘1̆  1 ᶛ ԅ ז Ȃ 

̆ҍ ̆ ̂ ̃Ҭ ⱴ

HER2 Ҭ ̆ ⌠ ̂Ҭᵝ  12.6 ҩ  vs 9.7 ҩ )̆
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FP̅H ֙  FP ᵞԅ 28%̂HR 0.72; 95% CI [0.40͘1.29])̆ҍ BO18255 

ᵣֲ Ḡ ԅѿ ̂Ҭᵝ  13.8 ҩ  vs 11.1 ҩ ̆HR 0.74; 95% CI 

[0.60͘0.91]̃̂  17̃Ȃ 

17̔ ̂FAS̃ 
 

 /  

̂N=48̃ 

 /  

/  

̂N=36̃ 

₮ Ԋᴆ  28 (58.3%)  19 (52.8%) 

Ԋᴆ * 20 (41.7%)  17 (47.2%) 

₮ Ԋᴆ ̂ ̃ 

Ҭᵝ # 9.7  12.6 

Ҭᵝ  95% CI# [6 ; 18]  [10 ; 18] 

  0.72  

95% CI  [0.40 ; 1.29]  

̔ ᶏ ז  5- FU 

*  

# Kaplan-Meier ᵀ 

## ṿ Ԋᴆ= ᴋᵥ ֙ 

 =“ ᵀ” “ Ҭ ”  “ ” “  

” “ ”Ҭ  

FAS̔ῃ№ ̆ ԅѿ  

 Kaplan-Meier  8 ̆ң  4 ҩ Ḡ

ԅ№ Ȃ 

 8̔Ҭ ֒  Kaplan-Meier ̂FAS̃ 
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ῒז ̂ ̂PFS̃ȁ ̂TTP̃ȁ ȁ

ҳ ̃ ⌠ԅ Ӟ̆ ₮ҍ ֲ № ѿ ̂ל  

18̃Ȃ 

18̔ ̂FAS̃ 

 /  

N = 48 
/ /  

N = 36 

 

  

Ҭᵝ ̂ ̃ 

HR̂95% CĨ 

5.5 6.8 

 0.69[0.41 ; 1.15] 
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ᴰ ̔ ‰ Ames ֲ Ҭ̆

⌠ 5000ëg/mL ̆ Ȃ ᵣῤ Ҭ̆ ⌠

118mg/kg ̆ ᵣ Ȃ 

̔ ⱬ Ҭ̆ ╕ ҳ ╕

2mg/kg/ 25Ṑ ̆ ֟ ̆ ⱬΐ Ȃ  

̔ Ȃ 

ȍ ⱬꜚף Ȏ 

ᵣ ⱬꜚף № Ҭ̆ 18  IȁII  III ̆

└╕  1582 ɒ ̆ ⱬꜚף ԅ ᴇȂ

ԋ ̆ ԍ Ҭ ԅ -

Ȃ ԍ ̆ ᵞ ȂӲ ̂MBC/EBC̃

ҹ 0.127 L/ ̆ ҹ 0.176 L/ Ȃ Ҭ̆ ̂Vmax̃

ҹ 8.81 mg/ ̆ ̂Km̃ҹ 8.92 mg/LȂӲ Ҭ ҹ 2.62 L̆

̂AGC̃ ҹ 3.63 LȂ 

19̂  1 ̃ 20̂ ̃ ₮ԅ ‰ 3  

Ӳ Ҭ ᵣ ⱬꜚף ̂5th-95th №ᵝ ̃  PK 

ҳ ῏ ̂Cmax  CmiñҊ Ȃ 

 19̔ Ӳ Ҭ ᵣ ⱬꜚף  1 ̂5
th 

- 95
th

№ᵝ ̃ 

  N Cmin 

̂µg/mL̃ 

Cmax 

̂µg/mL̃ 
AUC 

̂µg. /mL̃ 

8mg/kg + 
6mg/kg  

3  

MBC/EBC 1195 29.4 

̂5.8 - 59.5̃ 
178 

̂117 - 291̃ 
1373 

̂736 - 2245̃ 

AGC 274 23.1 

̂6.1 - 50.3̃ 
132 

̂84.2 - 225̃ 
1109 

̂588 - 1938̃ 

4mg/kg + 
2mg/kg 

  

MBC/EBC 1195 37.7 

̂12.3 - 70.9̃ 
88.3 

̂58 - 144̃ 
1066 

̂586 - 1754̃ 
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 20̔ Ӳ  AGC Ҭ ᵣ ⱬꜚף ̂5
th 

- 95
th

№ᵝ ̃ 

  

  
N Cmin,ss 

(µg/mL) 

Cmax,ss 

(µg/mL) 

AUCss 

(µg. /mL) 
 

 

( ) 

 

CL  (L/ 

) 

8mg/kg+ 

6mg/kg 

3  

MBC/ 

EBC 
1195 47.4 

(5 - 115) 

179 

(107 - 309) 

1794 

(673 - 3618) 

12 0.173 - 0.283 

AGC 274 32.9 

(6.1 - 88.9) 

131 

(72.5 - 251) 

1338 

(557 - 2875) 

9 0.189 - 0.337 

4mg/kg + 

2mg/kg 

 

MBC/ 

EBC 
1195 66.1 

(14.9 - 142) 

109 

(51.0 - 209) 

1765 

(647 - 3578) 

12 0.201 - 0.244 

ⱳ Ҍῃ   

ⱳ Ҍῃ Ҭ ΐᵣ ⱬꜚף Ȃ ᵣ ⱬꜚף № Ҭ

̆ ⱳ ҌῃҌ Ȃ  

ֲ 

₮ Ȃ 

ȍ Ȏ 

2~8℃ ᾣḠ Ȃ 

 

ᴆҊ ᵬ̆ 7.2 ml 2~8℃ Ḡ 48 Ȃ 

Ҍ ‛‟Ȃ 

 

0.9% ̆ Ҙ Ҭ 2~8℃ ᴆҊ

Ḡ 7

7777
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ȍ Ȏ 

150mg/ ̆1 / Ȃ 

ȍ Ȏ 

2~8℃ ᾣḠ ̆48ҩ Ȃ 

ȍ ‰Ȏ 

YBS00182020 

ȍ ‰ Ȏ 

‰ S20200019 

ȍ ҉ ֲȎ 

        ̔҉ └ Ὲ  

Ύ ̔҉ 1289  

ȍ ֟ᴑҙȎ 

ᴑҙ ̔҉ └ Ὲ  

֟ ̔҉ 1289  

̔200233 

̔021-33395800̂ ̃ 

ᴰ ̔021-33681208 

ᾧ ̔400--086-6800̂ ѿ ̆ῃ 24 ̃ 

 


