
® 420

PERJETA® Vial 420 mg

Pertuzumab 000942

警語：左心室功能不全和胚胎-胎兒毒性

左心室功能不全：使用PERJETA可能導致亞臨床及臨床的心衰竭而展
現出左心室射出率降低及鬱血性心衰竭。使用PERJETA治療前和治
療中的病人皆需評估左心室功能。確認有臨床顯著的左心室功能下降
時，立即停用PERJETA。
胚胎-胎兒毒性：接觸到PERJETA可能導致胚胎-胎兒死亡及先天缺
陷。告知病人這些相關風險，以及進行有效避孕的必要性。

1 適應症

1.1 轉移性乳癌(MBC)
PERJETA Herceptin (trastuzumab) docetaxel
HER2 HER2
1.2 早期乳癌(EBC)
PERJETA Herceptin (trastuzumab)

 HER2 (
2 cm )

HER2
Aphinity

HER2

2 用法用量

2.1 病人篩選
HER2 HER2  [

(1) (12)] HER2 HER2

2.2 建議之劑量與療程
PERJETA 840 mg 60 3
420 mg 30 60

PERJETA Herceptin (trastuzumab) 8 mg/
kg 90 3 6 mg/kg 30 90
PERJETA Herceptin (trastuzumab) taxane PERJETA
Herceptin (trastuzumab) PERJETA

Herceptin (trastuzumab) 3

 8 mg/kg ( ) 3 6 mg/kg (
)

 3
Herceptin (trastuzumab) (SC) 600 mg

Taxane PERJETA Herceptin (trastuzumab)
PERJETA Herceptin (trastuzumab) taxane

30 60  [ (5.3)]
anthracycline PERJETA Herceptin (trastuzumab)
anthracycline

(MBC)
PERJETA docetaxel 75 mg/m2

3 100 mg/
m2

PERJETA 3 3 6  
[ (12.2)]

NeoSphere PERJETA Herceptin (trastuzumab) docetaxel
4 fluorouracil epirubicin cyclophosphamide 
(FEC) 3
TRYPHAENA BERENICE FEC 3 4

PERJETA docetaxel Herceptin (trastuzumab) 3 4

TRYPHAENA PERJETA docetaxel carboplatin Herceptin 
(trastuzumab) (TCH) 6 ( docetaxel
75 mg/m2)
BERENICE doxorubicin cyclophosphamide (ddAC)

4 PERJETA paclitaxel Herceptin 
(trastuzumab) 4

PERJETA Herceptin (trastuzumab) 1
( 18 )

PERJETA Herceptin (trastuzumab) 3
( 18 )

APHINITY anthracycline / taxane
PERJETA Herceptin 

(trastuzumab) taxane 1  [
(12.3)]
2.3 劑量調整

1

1  
Perjeta Herceptin (trastuzumab)

(IV) (SC)
<6 Perjeta 

420 mg
Herceptin 

(trastuzumab) 6 mg/kg 600 mg Herceptin 
(trastuzumab) SC

≥6 Perjeta
840 mg
60

3
420 

mg 30 60

Herceptin 
(trastuzumab)

8 mg/kg
90 3

6 mg/kg 30 90

Herceptin (trastuzumab) PERJETA
PERJETA

(LVEF)
PERJETA (LVEF)

2 2 [
(5.1)]

2  

LVEF LVEF
LVEF

PERJETA
Herceptin 

(trastuzumab)
3

3 LVEF

PERJETA
Herceptin 

(trastuzumab)

≥50% 12
<40% 40%-45%

≥10
 

>45% 40%-45%

<10

≥55%* 12
(

)

<50%
≥10 ≥50%

<10

* anthracycline anthracycline
≥50% PERJETA Herceptin (trastuzumab)

PERJETA  [
(5.3)]

/
 [ (5.4)]

2.4 給藥的製備

PERJETA

PERJETA
250 mL 0.9% (PVC)

(non-PVC polyolefin)

2 C-8 C 24
0.9% (5%)

3 劑型劑量
420 mg/14 mL (30 mg/mL)

4 禁忌
pertuzumab

5 警語與注意事項

5.1 左心室功能不全(Left ventricular dysfunction)

HER2 ( PERJETA )
PERJETA LVEF

LVEF LVEF
PERJETA Herceptin (trastuzumab) [

(2.3)]
CLEOPATRA Herceptin 

(trastuzumab) docetaxel PERJETA Herceptin (trastuzumab)
docetaxel (LVSD)

(LVEF)  [ (12.1)] PERJETA
4%

8% PERJETA
( ) 1% 2% [ (6.1)]

anthracyclines

N e o S p h e r e H e r c e p t i n 
(trastuzumab) docetaxel PERJETA

(LVSD) PERJETA Herceptin (trastuzumab)
docetaxel (LVEF)

Herceptin (trastuzumab) docetaxel
2% (LVEF) 10

50% PERJETA Herceptin (trastuzumab)
docetaxel 8% Herceptin 

(trastuzumab) docetaxel 0.9%
PERJETA Herceptin (trastuzumab) docetaxel

3% PERJETA Herceptin (trastuzumab)
0.9% LVSD 3

(LVEF) ≥50%
TRYPHAENA PERJETA

PERJETA Herceptin (trastuzumab) FEC
PERJETA Herceptin (trastuzumab) docetaxel 7%

LVEF 10 50% FEC
PERJETA Herceptin (trastuzumab) docetaxel

16% PERJETA TCH 11% PERJETA
Herceptin (trastuzumab) FEC PERJETA

Herceptin (trastuzumab) docetaxel 6%
FEC PERJETA Herceptin (trastuzumab)

docetaxel 4% PERJETA TCH
3% FEC PERJETA Herceptin (trastuzumab)

docetaxel 4% LVSD PERJETA
TCH 1% PERJETA Herceptin (trastuzumab)
FEC PERJETA Herceptin (trastuzumab) docetaxel

LVEF
≥50%

BERENICE PERJETA
ECHO/MUGA ddAC PERJETA Herceptin 

(trastuzumab) paclitaxel 7% LVEF ≥10
50% FEC PERJETA Herceptin 

(trastuzumab) docetaxel 2%
ddAC PERJETA Herceptin (trastuzumab) paclitaxel

7% ( LVD) FEC
PERJETA Herceptin (trastuzumab) docetaxel
4% ddAC PERJETA Herceptin 

(trastuzumab) paclitaxel 2% LVSD (
[NYHA] III/IV ) FEC PERJETA

Herceptin (trastuzumab) docetaxel
APHINITY PERJETA

( [NYHA] III IV ) LVEF ≥10
50% <1% (PERJETA 0.6%
0.2%) 47% PERJETA

67% ( 2
LVEF 50%) (86%) anthracycline

3% PERJETA 3%
(NYHA II ) LVEF ≥10

50% 80% PERJETA 81%
PERJETA Herceptin (trastuzumab) anthracycline

PERJETA ≤50%
(CHF) Herceptin (trastuzumab)

<50%

anthracycline doxorubicin
>360 mg/m2

5.2 胚胎-胎兒毒性
PERJETA

PERJETA HER2/neu
HER2/neu (Herceptin (trastuzumab))

2.5 20 pertuzumab (
Cmax) -

PERJETA
7 PERJETA

Herceptin (trastuzumab) -
PERJETA Herceptin 

(trastuzumab) 7

5.3 輸注相關反應
PERJETA  [
(6.1)] CLEOPATRA

(anaphylactic 
reaction) PERJETA

Herceptin (trastuzumab) docetaxel
PERJETA PERJETA

PERJETA
13% 10% 1% 3-4 (≥1.0%)

PERJETA
(≥1.0%)

NeoSphere TRYPHAENA APHINITY PERJETA
APHINITY 21% PERJETA

( Herceptin (trastuzumab) )
18% (NCI-

CTCAE 4.0) 3-4 PERJETA 1%
0.7%

PERJETA 60 30

 [
(2.2)]

5.4 過敏反應/全身性過敏反應
CLEOPATRA PERJETA /

11% 9%
(NCI-CTCAE) 3.0 PERJETA

3-4 / 2% 3%
PERJETA 4 2

NeoSphere TRYPHAENA BERENICE APHINITY /
CLEOPATRA NeoSphere

2 PERJETA docetaxel
APHINITY PERJETA /

5% 4% PERJETA TCH
(8%) 1% NCI-CTCAE ( 4.0) 3-4

Perjeta
 [

(6.1)]
PERJETA PERJETA [

(4)]

6 不良反應

 [ (5.1)]
-  [ (5.2)]

 [ (5.3)]
 [ (5.4)]

6.1 臨床試驗經驗

(MBC)
3 CLEOPATRA 804 HER2

PERJETA Herceptin 
(trastuzumab) docetaxel Herceptin (trastuzumab)

docetaxel PERJETA
18.1 11.8 PERJETA

Herceptin (trastuzumab) PERJETA
6% 5%

(>1%)
(PERJETA 1% 2%)

docetaxel
3

PERJETA 10% CLEOPATRA
2.75 ( 50 ) PERJETA

PERJETA Herceptin (trastuzumab) docetaxel
(>30%)

NCI-CTCAE ( 3.0) 3-4
(>2%)

pertuzumab
(26%) (12%)

3  CLEOPATRA ≥10% PERJETA

/

PERJETA
+ Herceptin 

(trastuzumab)
+ docetaxel

n=407
%

+ Herceptin 
(trastuzumab)

+ docetaxel
n=397

%

% 3-4% % 3-4%

37 2 37 3
28 1 20 1
26 2 30 2
23 0.5 30 0.8
19 1 18 0.5

61 0 60 0.3
34 0.7 24 0.8
23 1 23 0.3
14 0 10 0
11 0 4 0

67 8 46 5
42 1 42 0.5
24 1 24 2
19 0.5 15 0.3
15 0 25 1

53 49 50 46
23 2 19 4
18 12 20 15

* 14 13 8 7

32 3 34 2
21 1 17 0.5
18 0 16 0
13 0.5 12 0

23 1 24 0.8
15 0.2 16 0.8

17 0.7 13 0
12 0 13 0.3

14 1 16 2

29 2 26 2

14 0 14 0

13 0 13 0

*

CLEOPATRA PERJETA <10%

(PERJETA 7%
4%)

Docetaxel PERJETA Herceptin (trastuzumab)

CLEOPATRA docetaxel
PERJETA Herceptin (trastuzumab)
(19%) (13%) (12%) (11%) (11%)

<10%
(NeoSphere)

NeoSphere PERJETA Herceptin (trastuzumab) docetaxel
4 CLEOPATRA PERJETA

(>30%)
NCI-CTCAE 3.0

3-4 (>2%)

4 NeoSphere PERJETA

4  NeoSphere PERJETA ≥10%

/ Herceptin 
(trastuzumab)

+ docetaxel

n=107
%

PERJETA
+ Herceptin 

(trastuzumab)
+ docetaxel

n=107
%

PERJETA
+ Herceptin 

(trastuzumab)

n=108
%

PERJETA
+ docetaxel

n=108
%

% 3-4% % 3-4% % 3-4% % 3-4%

27 0 26 0.9 12 0 26 1
21 0 26 2 3 0 26 0
18 0 21 2 3 0 16 2
10 0 17 0 8 0 9 0
10 0 3 0 0.9 0 5 0

66 0 65 0 3 0 67 0
21 2 26 0.9 11 0 29 1

34 4 46 6 28 0 54 4
36 0 39 0 14 0 36 1
7 0 18 0 5 0 10 0

12 0 13 0 5 0 16 2

64 59 50 45 0.9 0.9 65 57

21 11 9 5 0 0 14 9

10 0 15 0 5 0 7 0
11 0 11 0 14 0 13 0

12 0.9 8 0.9 2 0 11 0

22 0 22 0 9 0 21 0
8 0 10 0 5 0 10 0

7 0 14 0 2 0 15 0

11 0 8 0 4 0 9 0

NeoSphere <10%
PERJETA (Ptz=pertuzumab H= 
Herceptin (trastuzumab) D=docetaxel)

( H+D 7% Ptz+H+D 3%
Ptz+H 5% Ptz+D 9%) (

H+D 7% Ptz+H+D 8% Ptz+H 0% Ptz+D 7%)
( H+D 4% Ptz+H+D 3% Ptz+H

6% Ptz+D 3%)
( H+D 3% Ptz+H+D 5%

Ptz+H 2% Ptz+H 7%)
( H+D 2% Ptz+H+D 4% Ptz+H

0.9% Ptz+D 4%)
(TRYPHAENA)

TRYPHAENA FEC 3 PERJETA Herceptin 

0724-PER-01

(trastuzumab) docetaxel 3
(>30%)

NCI-CTCAE 3 3-4 (>2%)

PERJETA docetaxel carboplat in Herceptin 
(trastuzumab) (TCH) 6
(>30%)

NCI-CTCAE 3 3-4
(>2%)

ALT

FEC
PERJETA Herceptin (trastuzumab) docetaxel

7% PERJETA TCH 8% PERJETA
(>2%)

5 TRYPHAENA PERJETA

5  TRYPHAENA PERJETA ≥10%

/

PERJETA
+ Herceptin 

(trastuzumab)
+ FEC

PERJETA
+ Herceptin 

(trastuzumab)
+ docetaxel

FEC
PERJETA

+ Herceptin 
(trastuzumab)

+ docetaxel

PERJETA
+ TCH

n=72
%

n=75
%

n=76
%

% 3-4% % 3-4% % 3-4%

36 0 36 0 42 4
24 0 20 0 17 1
17 0 9 0 16 0
10 0 15 1 13 1
11 0 4 0 9 0

49 0 52 0 55 0
19 0 11 0 21 1
7 0 11 0 8 0
6 0 9 0 11 0

61 4 61 5 72 12
53 0 53 3 45 0
40 0 36 3 39 5
25 1 8 0 22 0
18 0 23 0 16 0
14 0 17 0 12 0

51 47 47 43 49 46
22 19 16 12 17 12
19 1 9 4 38 17

18 18 9 9 17 17

7 0 1 0 30 12

10 3 1 0 12 3

22 0 15 0 17 0
11 0 13 0 21 0
8 0 8 1 16 0
6 0 1 0 11 0

17 0 11 1 11 0
11 0 12 0 7 0

13 0 8 3 11 1
11 0 11 0 16 1
10 0 5 0 12 0
8 0 7 0 12 0

21 0 11 0 21 0

13 0 5 0 8 0

11 0 13 0 21 0

ALT 7 0 3 0 11 4

FEC=5-fluorouracil epirubicin cyclophosphamide TCH=docetaxel
carboplatin Herceptin (trastuzumab)

TRYPHAENA <10%
(Ptz=pertuzumab H=Herceptin (trastuzumab)

D=docetaxel FEC=fluorouracil epirubicin cyclophosphamide
TCH=docetaxel carboplatin Herceptin (trastuzumab))

( Ptz+H+FEC/Ptz+H+D 10%
FEC/Ptz+H+D 7% Ptz+TCH 9%) ( Ptz+H+FEC/
Ptz+H+D 0% FEC/Ptz+H+D Ptz+TCH 1%)

( Ptz+H+FEC/Ptz+H+D 3% FEC/Ptz+H+D 4%
Ptz+TCH 4%)

( Ptz+H+FEC/Ptz+H+D  
8.3% FEC/Ptz+H+D 4.0% Ptz+TCH 2.6%)
( Ptz+H+FEC/Ptz+H+D 6.9% FEC/Ptz+H+D 6.7%
Ptz+TCH 7.9%)

(BERENICE)
BERENICE ddAC 4 PERJETA Herceptin 
(trastuzumab) paclitaxel 4
(>30%)

3-4 (>2%)

FEC 4 PERJETA Herceptin (trastuzumab)
docetaxel 4 (>30%)

3-4 (>2%)

ddAC
PERJETA Herceptin (trastuzumab) paclitaxel

14% FEC PERJETA Herceptin (trastuzumab) docetaxel
8%

(>1%)
6 BERENICE PERJETA

6  BERENICE PERJETA ≥10%

/

ddAC
PERJETA

+ Herceptin 
(trastuzumab)

+ paclitaxel
n=199

%

FEC
PERJETA

+ Herceptin 
(trastuzumab)

+ docetaxel
n=198

%

% 3-4% % 3-4%

58 1 38 5
19 2 41 0
22 1 37 4
15 0 18 0
9 0 12 1

62 0 59 0
14 0 11 0
14 0 10 0
15 0 2 0
6 0 10 0.5

71 3 69 2
67 3 69 10
35 0.5 38 0.5
23 1 35 4
25 0 27 5
19 0 16 0
6 0 13 0
5 0 10 0
12 0 2 0

27 3 30 3
22 12 16 9
7 7 17 17

30 0.5 14 0.5
20 0 19 0.5
42 3 26 0.5
15 0 9 0
12 0 8 0

20 0 33 1
20 0 21 1
10 0 9 0
10 0 8 0
12 0.5 5 0

11 1 2 0

25 0 19 0
15 0.5 15 0.5
20 0.5 9 0
10 0 8 0.5

20 0 23 0

9 0 18 0

19 0 13 0

19 0 13 0

11 4 3 2

16 1 13 1

ddAC= doxorub ic in cyc lophosphamide FEC=5-
fluorouracil epirubicin cyclophosphamide

BERENICE <10%
(Ptz=pertuzumab H=Herceptin (trastuzumab) P=paclitaxel

ddAC= doxorubicin cyclophosphamide D=docetaxel
FEC=fluorouracil epirubicin cyclophosphamide)

( ddAC/Ptz+H+P 9% FEC/
Ptz+H+D 8%) ( ddAC/Ptz+H+P 7% FEC/
Ptz+H+D 10%)

( ddAC/Ptz+H+P 7% FEC/
Ptz+H+D 2%) ( ddAC/Ptz+H+P 7% FEC/Ptz+H+D

9%) ( ddAC/Ptz+H+P 0.5% FEC/Ptz+H+D
1%)

(APHINITY)
7 APHINITY 4769 HER2

PERJETA Herceptin 
(trastuzumab) Herceptin (trastuzumab)

PERJETA
13% 12% PERJETA

7% 6%
(>0.5%)

7 PERJETA 10%
PERJETA Herceptin (trastuzumab)
(>30%)

3-4 (>2%)

( ) (PERJETA 61%
34%) anthracycline (PERJETA 85%

62%) anthracycline (PERJETA 67% 41%)
PERJETA 18%

9% PERJETA 8
6 ≥3 PERJETA 20

8
PERJETA (2.4%) (0.7%)

7  APHINITY PERJETA ≥10%

/

PERJETA
+ Herceptin 

(trastuzumab)
+ 
n=2364

%

+ Herceptin 
(trastuzumab)

+ 
n=2405

%

% 3-4% % 3-4%

49 4 44 3
23 2 19 0.7
21 1 21 2
20 0.6 20 0.7
17 0 20 0.2

67 <0.1 67 <0.1
26 0.4 20 0.2
14 0.1 9 <0.1
13 0.1 11 <0.1
12 0.2 12 0.1

71 10 45 4
69 2 65 2
32 2 30 2
29 0.5 32 0.3
28 2 24 1
14 0 14 0
12 0.5 11 0.6
10 0.3 9 0.2

28 7 23 5
25 16 23 16

* 12 12 11 11

26 0.1 22 <0.1
33 1 32 1
22 0.3 23 0.4
12 0.5 10 0.2
11 0 11 0.2

29 0.9 33 1
26 0.9 30 1
10 0.2 10 0.2

13 <0.1 12 0.1

18 <0.1 14 0
16 <0.1 15 <0.1
12 0.4 12 0.5

24 0.8 20 0.4

20 0.2 21 0.4

13 0 13 <0.1

17 0.3 17 <0.1



6.3 上市後使用經驗
PERJETA
MedDRA

8  

(Tumor Lysis Syndrome)

7 藥物交互作用
pertuzumab Herceptin (trastuzumab) pertuzumab

docetaxel, paclitaxel carboplatin

8 特殊族群的使用

8.1 懷孕

PERJETA
PERJETA

HER2/neu
(Herceptin (trastuzumab))

2.5 20
pertuzumab ( Cmax [ ] )

-
7 PERJETA

Herceptin (trastuzumab)  [
]

2-4% 15-20%

/
7 PERJETA Herceptin 

(trastuzumab)

19 (Gestational Day, GD) 30-150 
mg/kg pertuzumab 2 10-100 mg/kg
Cmax

2.5-20 Pertuzumab 19 50 ( )
25

70 2 10 30 100 mg/kg pertuzumab
( Cmax 2.5-20 ) -

33 50 85% 100
pertuzumab

pertuzumab 100
29%-40%

8.2 哺乳

pertuzumab
IgG

( )
PERJETA PERJETA

pertuzumab
Herceptin (trastuzumab) 7

8.3 具有生育能力的女性及男性

PERJETA

PERJETA -
PERJETA Herceptin 

(trastuzumab) 7  
[ (8.1)]
8.4 小兒使用
PERJETA
8.5 老年人使用

CLEOPATRA NeoSphere TRYPHAENA BERENICE
APHINITY 464 PERJETA
≥65 47 ≥75 (≥10%) 3-4

(≥65 22% ≥75 23%)
(≥65 12% ≥75 13%) (≥65 15% ≥75

17%) (≥75 15%)
<65 ≥65

5% ( 13%) ( 7%) ( 7%)
( 7%) ( 7%)

( 5%)
≥65 <65 PERJETA

≥75
<65 (n=306) ≥65 (n=175)

pertuzumab
8.6 腎功能不全

( [CLcr] 60-90 mL/min) (CLcr 30-60 mL/min)
PERJETA

(CLcr 30 mL/min)
 [ (10.2)]

8.7 肝功能不全
pertuzumab

9 說明
Pertuzumab

(HER2) ( II) Pertuzumab
(DNA) ( )

Pertuzumab 148 kDa
PERJETA

420 mg pertuzumab 30 mg/mL
L-histidine Glacial Acetic Acid Sucrose Polysorbate 20

10 臨床藥理學

10.1 作用機轉
Pertuzumab (HER2)

( II) HER2
(HER) ( EGFR HER3 HER4)

(ligand-dependent heterodimerization) pertuzumab
[ (Mitogen-activated protein, 

MAP) 3 (phosphoinositide 3-kinase, PI3K)]
(ligand-initiated intracellular signaling)

pertuzumab
(antibody-dependent cell-mediated 

cytotoxicity, ADCC)
pertuzumab pertuzumab

Herceptin (trastuzumab) HER2

10.2 藥物動力學
Pertuzumab 2-25 mg/kg

( 481 ) pertuzumab (CL) 0.24 
L/day 18 840 mg 3 420 mg

pertuzumab
( )

( vs. )
(baseline serum albumin) (lean 

body weight)

PERJETA
(CLcr 60-90 mL/min n=200) (CLcr 30-60 mL/

min n=71) pertuzumab (CLcr
90 mL/min n=200) CLcr (27-244 mL/

min) CLcr pertuzumab
10.3 心臟電生理

CLEOPATRA 20 HER2
840 mg 3 420 mg pertuzumab QTc

Fridericia QT (
20 ms)

QTc ( 10 ms)

11 非臨床毒性

11.1 致癌性、致突變性、生育力損害
pertuzumab
pertuzumab
pertuzumab

pertuzumab 6

12 臨床試驗

12.1 轉移性乳癌
CLEOPATRA

808 HER2
HER2 IHC 3+ FISH
≥2.0 1:1 Herceptin (trastuzumab)

docetaxel PERJETA Herceptin (trastuzumab) docetaxel
( /

HER2 ) ( )

12 (disease free interval)
PERJETA 840 mg 3 420 mg
Herceptin (trastuzumab) 8 mg/kg 3 6 
mg/kg PERJETA Herceptin (trastuzumab)

Docetaxel 75 mg/m2

3 6 docetaxel
100 mg/m2

16.2 PERJETA
19.9

(IRF)
(PFS) PFS

18 ( )
(OS) PFS ( ) (ORR)

54
( 22-89 ) 59% 32% 4% 2

17% 14%
38% 31%

( 48% 50%) (78%)
(22%)

HER2 ( 47% PERJETA 46 %)
45% 11%

11%
Herceptin (trastuzumab)

CLEOPATRA IRF
PFS PERJETA [ (HR)=0.62

95% (CI) 0.51, 0.75 p<0.0001] PFS 6.1
(PERJETA PFS 18.5 12.4

) ( 1) PFS IRF PFS
(<65 ≥65 )

/ HER2
( ) / Herceptin (trastuzumab)

( ) (n=408)
0.55 (95% CI 0.42, 0.72)

(n=388) 0.72 (95% CI 0.55, 0.95)
(n=178) 0.96 (95% CI 0.61, 1.52)

(PFS) 165
(23.6%) PERJETA (17.2%)

(OS) (OS)
(OS) 389  

( 221 Perjeta 168 ) 9 2 (OS)
PERJETA [

(HR)=0.68 (95% CI; 0.56, 0.84) p=0.0002] (OS) 15.7
(PERJETA 56.5 40.8

) (OS) IRF
(PFS) [HR=1.11 (95% CI: 0.66, 

1.85)]

9 CLEOPATRA
PERJETA 

+ Herceptin 
(trastuzumab) 

+ docetaxel
n=402

 + 
Herceptin 

(trastuzumab) 
+ docetaxel

n=406

 
(95%

) p

( )
 

( )
191 (47.5%)

18.5
242 (59.6%)

12.4
0.62

[0.51, 0.75] < 0.0001
*

( )
 

( )
168 (41.8%)

56.5
221 (54.4%)

40.8
0.68

[0.56; 0.84] 0.0002

(ORR )

(CR+PR)
(CR)
(PR)

( )

343
275 (80.2%) 
19 (5.5%)

256 (74.6%) 
20.2

336
233 (69.3%)
14 (4.2%)

219 (65.2%)
12.5

95%
10.8%

(4.2%, 17.5%) 0.0011
* 2014 2

1 IRF Kaplan-Meier

2  CLEOPATRA Kaplan-Meier ( )

12.2 乳癌的術前輔助療法
NEOSPHERE
NEOSPHERE 417 HER2

(T2-4d)
HER2

(IHC) 3+ (FISH)
≥2.0 4 1
Herceptin (trastuzumab) docetaxel PERJETA Herceptin (trastuzumab)
docetaxel PERJETA Herceptin (trastuzumab) PERJETA docetaxel

( )
(ER) (PgR)
PERJETA 840 mg 3 420 
mg 4 Herceptin (trastuzumab)
8 mg/kg 3 6 mg/kg 4 Docetaxel

75 mg/m2

3 100 mg/m2 3
5-fluorouracil (600 mg/m2) epirubicin (90 mg/m2) cyclophosphamide 

(600 mg/m2) (FEC) 3 3 Herceptin 
(trastuzumab) 1 PERJETA Herceptin 
(trastuzumab) FEC  docetaxel 3

4
(pCR) (ypT0/is) FDA

(pCR) (ypT0/is 
ypN0)

( 49-50 (71%))
7% 32%

61%
( ER / PgR )

10 FDA
Herceptin (trastuzumab) docetaxel PERJETA
Herceptin (trastuzumab) docetaxel pCR

PERJETA
pCR

10  NeoSphere
/ H + T Ptz + H + T Ptz + H Ptz + T

(ITT) N = 107 N = 107 N = 107 N = 96
pCR1, n
(%)
[95% CI]2

23
(21.5%)

[14.1, 30.5]

42
(39.3%)

[30.0, 49.2]

12
(11.2%)

[5.9, 18.8]

17
(17.7%)

[10.7, 26.8]
p- ( CMH

Simes
)3

0.0063
(
H + T)

0.0223
(
H + T)

0.0018
(

Ptz + H + T)

N = 50 N = 50 N = 514 N = 46

pCR1, n
(%)
[95% CI]2

6
(12.0%)

[4.5, 24.3]

11
(22.0%)

[11.5, 36.0]

1
(2.0%)

[0.1, 10.5]

4
(8.7%)

[2.4, 20.8]

N = 57 N = 57 N = 554 N = 50

pCR1, n
(%)
[95% CI]2

17
(29.8%)

[18.4, 43.4]

31
(54.4%)

[40.7, 67.6]

11
(20.0%)

[10.4, 33.0]

13
(26.0%)

[14.6, 40.3]

T=docetaxel Ptz=PERJETA H=Herceptin (trastuzumab)
CI=
1 ypT0/is ypN0 ( )
2  Pearson-Clopper 95%

3  Cochran-Mantel-Haenszel (CMH) Simes p

4 1 pCR

TRYPHAENA
(TRYPHAENA NCT00976989) 225 HER2

(T2-4d)
( PERJETA) HER2

(IHC) 3 + (FISH)
≥2.0

3 1 3
FEC 3 docetaxel PERJETA Herceptin 

(trastuzumab) 3 FEC 3 PERJETA
docetaxel Herceptin (trastuzumab) 6 PERJETA

docetaxel carboplatin Herceptin (trastuzumab) (TCH)
( ) ER / PgR

PERJETA 840 mg 3 420 mg
Herceptin (trastuzumab) 8 mg/kg

3 6 mg/kg 5-Fluorouracil (500 mg/m2) epirubicin (100 mg/m2)
cyclophosphamide (600 mg/m2) 3 3

PERJETA Herceptin (trastuzumab) docetaxel FEC
docetaxel 75 mg/m2 3 3

docetaxel
100 mg/m2 PERJETA TCH docetaxel 75 mg/m2

( ) carboplatin (AUC 6) 3
6 Herceptin (trastuzumab) 1

(Herceptin (trastuzumab) 3 )
( 49-50 [76%])

6% 25%
69%

ER / PgR
PERJETA Herceptin (trastuzumab) FEC PERJETA
Herceptin (trastuzumab) docetaxel FEC PERJETA

Herceptin (trastuzumab) docetaxel PERJETA TCH
pCR (ypT0/is ypN0) 56.2% (95% CI 44.1%

67.8%) 54.7% (95% CI 42.7% 66.2%) 63.6% (95% CI 51.9%
74.3%) pCR

pCR 41.0% (95% CI 25.6% 57.9%) 45.7% 
(95% CI 28.8% 63.4%) 47.5% (95% CI 31.5% 63.9%) 73.5% 
(95% CI 55.6% 87.1%) 62.5% (95% CI 45.8% 77.3%) 81.1% (95% 
CI 64.8% 92.0%)
BERENICE

401 HER-2 HER2-
(BERENICE NCT02132949) HER2

(IHC) 3 +
(FISH) ≥2.0

2 1 4
doxorubicin cyclophosphamide (ddAC) 4 PERJETA

Herceptin (trastuzumab) paclitaxel 12 4
5-fluorouracil epirubicin cyclophosphamide(FEC) 4
PERJETA Herceptin (trastuzumab) docetaxel

 PERJETA 840 mg 3 420 mg
Herceptin (trastuzumab) 8 mg/kg 3

6 mg/kg
 ddAC 2 (doxorubicin 60 mg/m2

cyclophosphamide 600 mg/m2) (ddAC) 4
(G-CSF)

paclitaxel 80 mg/m2 12 PERJETA Herceptin (trastuzumab)
paclitaxel 3 4

 FEC 3 5-Fluorouracil (5-FU) (500 
mg/m2) epirubicin (100 mg/m2) cyclophosphamide (600 mg/m2) 4

3 75 mg/m2 docetaxel
PERJETA Herceptin (trastuzumab) 4

100 mg/m2

3 PERJETA Herceptin 
(trastuzumab) 1

49 ( 21-78 ) 12% 65

83% 3%
23% ( 3A ) 5% TNM

ER / PgR
(ECOG) 0 1

ddAC PERJETA Herceptin (trastuzumab) paclitaxel
FEC PERJETA Herceptin (trastuzumab) docetaxel
pCR (ypT0/is ypN0) 61.8% (95% CI: 54.7, 68.6) 60.7% (95% CI: 
53.6, 67.5) pCR
51.6% (95% CI: 42.6, 60.5%) 57.3% (95% CI: 48.1, 66.1%)

pCR 81.5% (95% CI: 70.0, 90.1%) 68.0% 
(95% CI: 56.2, 78.3%)
12.3 乳癌的術後輔助療法
APHINITY
4804 HER2

PERJETA Herceptin 
(trastuzumab)

an th racyc l ine
anthracycline

 3 4 FEC (5-FU 500-600 mg/m2 epirubicin 90-120 mg/m2

cyclophosphamide 500-600 mg/m2) FAC (5-FU 500-600 mg/m2

doxorubicin 50 mg/m2 cyclophosphamide 500-600 mg/m2) 3 4
docetaxel (75 mg/m2 100 mg/m2 3 ) 12

paclitaxel (80 mg/m2)
 4 AC (doxorubicin 60 mg/m2 cyclophosphamide 500-600 mg/m2)

EC (epirubicin 90-120 mg/m2 cyclophosphamide 500-600 mg/m2) 3
2 GCSF docetaxel (100 mg/m2 3

1 75 mg/m2 3 100 mg/m2 75 mg/m2 4
) paclitaxel (80 mg/m2) 12

 6 docetaxel (75 mg/m2) carboplatin (AUC 6)
PERJETA Herceptin (trastuzumab) taxane

1 3 52 ( 18 )

/

(IDFS)

IDFS
(DFS) (OS)

51 ( 18
86 ) 13% 65 99% 63%

64% 71%
(ECOG) 0 1 78%

anthracycline
PERJETA anti-HER2
18 45.4

PERJETA IDFS APHINITY
11 12 3

11 APHINITY
Perjeta + 
Herceptin 

(trastuzumab) 
+

N=2400

+ 
Herceptin 

(trastuzumab) 
+

N=2404
(IDFS) 

(%) 171 (7.1%) 210 (8.7%)
[95% ] 0.82 [0.67, 1.00]

p ( (Log-Rank)
1) 0.047

3 2 [95% CI] 94.1 [93.1, 95.0] 93.2 [92.2, 94.3]
IDFS

(%) 189 (7.9%) 230 (9.6%)
[95% ] 0.83 [0.68, 1.00]

3 2 [95% CI] 93.5 [92.5, 94.5] 92.5 [91.4, 93.6]
(DFS) 

(%) 192 (8.0%) 236 (9.8%)
[95% ] 0.82 [0.68, 0.99]

3 2 [95% CI] 93.4 [92.4, 94.4] 92.3 [91.2, 93.4]
(OS)3

(%) 80 (3.3%) 89 (3.7%)
[95% ] 0.89 [0.66, 1.21]

3 2 [95% CI] 97.7 [97.0, 98.3] 97.7 [97.1, 98.3]

HR CI
1  

IDFS
2 Kaplan-Meier 3
3 

3 Kaplan-Meier

12 APHINITY 1

/ (N) (%) 3 IDFS (%, 95% CI) HR 
(95%

)
PERJETA 

+ Herceptin 
(trastuzumab) 

+ 
chemotherapy

PERJETA 
+ Herceptin 

(trastuzumab) 
+ 

Placebo + 
Herceptin 

(trastuzumab) 
+ 

chemotherapy
 + 

Herceptin 
(trastuzumab) 

+ 

PERJETA 
+ Herceptin 

(trastuzumab) 
+ 

chemotherapy
PERJETA 

+ Herceptin 
(trastuzumab) 

+ 

Placebo + 
Herceptin 

(trastuzumab) 
+ 

chemotherapy
 + 

Herceptin 
(trastuzumab) 

+ 

71/864
(8.2%)

91/858
(10.6%)

92.8
(90.8, 94.3)

91.2
(89.0, 92.9)

0.76
(0.56, 1.04)

100/1536
(6.5%)

119/1546
(7.7%)

94.8
(93.5, 95.8)

94.4
(93.1, 95.4)

0.86
(0.66, 1.13)

32/897
(3.6%)

29/902
(3.2%)

97.5
(96.3, 98.4)

98.4
(97.3, 99.0)

1.13
(0.68, 1.86)

139/1503
(9.2%)

181/1502 
(12.1%)

92.0
(90.5, 93.3)

90.2
(88.5, 91.6)

0.77
(0.62, 0.96)

Anthracycline 139/1865
(7.4%)

171/1877
(9.1%)

93.8
(92.6, 94.8)

93.0
(91.8, 94.1)

0.82 
(0.66, 1.03)

Non-
Anthracycline

32/535
(6.0%)

39/527
(7.4%)

94.9
(92.6, 96.6)

94.0
(91.5, 95.8)

0.82
(0.51, 1.31)

1 ( )

13 供應/儲存及處理方式

13.1 供應方式
PERJETA 420 mg/14 mL (30 mg/mL)

2 C-8 C (36 F-46 F)

14 病人諮詢資訊
 PERJETA

-  [ (5.1)
(8.1)]

PERJETA
PERJETA 7  [

(5.1) (8.6)]
PERJETA

PERJETA [ (8.3)]

 
14 100

2020 12
CDS 12.0_US PI 201712
01.21-PER-3B01

Roche Diagnostics GmbH
Sandhofer Strasse 116, D-68305 Mannheim, Germany
F. Hoffmann-La Roche Ltd. 
Wurmisweg, CH-4303 Kaiseraugst, Switzerland

170 10 10 1 3 10 5 8
(02) 27153111

14 10 14 10

13 0.3 11 0.3

APHINITY ≥10% PERJETA 5%
(Ptz=pertuzumab

H=Hercept in ( tras tuzumab) AC=anthracyc l ines TCH= 
docetaxel carboplatin Herceptin (trastuzumab))

(Ptz+H+AC 67% Ptz+TCH
85% Pla+H+AC 41% Pla+TCH 62%)

(Ptz+H+AC 26% Ptz+TCH
25% Pla+H+AC 21% Pla+TCH 19%) (Ptz+H+AC

14% Ptz+TCH 15% Pla+H+AC 9% Pla+TCH
9%)

APHINITY PERJETA <10%

(PERJETA 9%
9%)

(PERJETA 8% 7%)
(PERJETA 4% 2%)

PERJETA Herceptin (trastuzumab)

APHINITY PERJETA
(18%) (15%) (12%)

(12%) < 10%

6.2 免疫原性

( )

pertuzumab

CLEOPATRA PERJETA
PERJETA 3% (13/389) 7% (25/372)

anti-PERJETA 38
(anti-drug antibodies, ADA) /

ADA pertuzumab
anti-pertuzumab

anti-Herceptin　(trastuzumab)
anti-pertuzumab

BERENICE PERJETA
anti-PERJETA 0.3% (1/383)

/

*
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