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mOE ES5H8: HER-2 AMEFLIME , FR0E HER-2 FHE R 50 we 04 e 2L i A, HEFE R A PCH r 8 (%%
2B+ RAH + M Z 2R B0 ) AR BIAYT o SRNT, I PR rh 3 T A 700 AL S8 A2 i SR R W BRI A2
23 O TR B 1 ek SO 0E , B RE 0 B S R R 2 R M AN R RN o PR, AR T R PCH 22 (Y
HHSEERVESE + R+ i ZBREAH0) Bl A YT & 12 HER-2 B 5 90 06 40 47 5 2L 98 (9 i R 24
&
Fiik: RIUATRENE D7 b B 2016 4F 6 H—2018 4F 12 A TR M EE R R 248 1 1 15 Be 7L S RH a2 1y
112 HER-2 PHYEJR B M 0 4R 2 o ML R (18~40 %) o ¥ I E R BEHLECTE L0 gL, 4%
N PCH % (PCH4L) Sk R PCH 5% (K PCH41) fr#fiiphibyr, WA B ibyr 6 481k
75 PP I RST ROBOA ROE, FEEAT B R ARG AR, RS 4k v il Z 25k B h0IR 70 1 4E, XA
HITCHE AL (PFS) HEAAE (0S) 17 I0EL
SR dgh A e2 I, Hoh PCH 4130 ], 2R PCH 4132 4, 5418 # AR a7 — M ek A7 ol He
Y. WA BNAIT R, PCH 4B FH IR E %M (cCR) 6 B, JRELSEZEM (pCR) 2 B, ¥/ 2% it
(PR) 22 ffl; MR PCH41% cCR 14 ], pCR 8 {4, PR 10 ffl, kK PCH 41AY cCR. pCR ZIJH
% T PCH 24 (43.8% vs. 20.0%, x’=3.997, P=0.046; 25.0% vs. 6.7%, x’=4.098, P=0.043) . fii A5
HBEVRYT A R AT R SEAE T S . PR PCH ZH R rh Mk 40 D & AR R B AR T PCH 4]
(31.3% vs. 60%, x°=5.168, P=0.023) , SR PCH 41 & rbJ& B #h 2 350k & 4E R W] W55 F PCH
4 (40.6% vs. 20.0%, X °=3.997, P=0.046) , {HEELH N T ERRAMBE, MABRERELE 3~4 &
BRI REPE R, HAA R WS R L, ikt . Bk . 2924, AR 2R sl #m X (8
P>0.05) . PHZH BRI IAMLG DI RE I E AL IEF T FE N . SR PCH 4 457 PFS BF I 2 13.1 A~ 1,
L OS B[] 2 35.4 A~ H, PCH 4 PFS B[ 7.8 ™ H, Hifz OSBRIy 21.6 N H, %A 41T
2 (¢ ?=8.302. 8.557, P=0.005. 0.004) .
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Clinical observation of using modified PCH regimen neoadjuvant

therapy in young patients with treatment-naive locally advanced

HER-2 positive breast cancer
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ZHANG Xuxu', BAI Jianyin', YANG Peng', GUAN Xiaoging'
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China)

Abstract

Background and Aims: HER-2 positive breast cancer, especially the locally advanced HER-2 positive breast
cancer in young patients, PCH regimen (paclitaxel + carboplatin + trastuzumab) is recommended for neoadjuvant
therapy. However, the commonly used solvent paclitaxel is prepared with polyoxyethylene castor oil, which
may cause the side effects such as allergic reactions, myelosuppression and peripheral neurotoxicity. Therefore,
this study was designed to investigate the efficacy and safety of neoadjuvant therapy using the modified PCH
regimen (albumin-bound paclitaxel + carboplatin + trastuzumab) in the treatment of young patients with initially
diagnosed locally advanced HER-2 positive breast cancer.

Methods: Using a prospective protocol, the treatment-naive young females (aged from 18 to 40 years) diagnosed
with locally advanced HER-2 positive breast cancer in the Department of Breast Surgery of Affiliated Sugian
Hospital of Xuzhou Medical university from June 2016 to December 2018 were enrolled. The patients were
assigned to two groups by random number table, and then underwent neoadjuvant therapy with PCH regimen
(PCH group) or modified PCH regimen (PCH group). In all patients, the treatment responses and adverse
reactions were evaluated after 6 cycles of chemotherapy, and then modified radical mastectomy was performed.
Trastuzumab treatment was continued for a full year after operation, and the progression-free survival (PFS) and
overall survival (OS) of the two groups of patients were compared.

Results: A total of 62 patients were enrolled, with 30 cases in PCH group and 32 cases in modified PCH group,
and the preoperative data between the two groups of patients were comparable. After neoadjuvant therapy,
complete clinical response (cCR) was obtained in 6 patients, complete pathological response was achieved in
2 patients, and partial response was found in 22 patients in PCH group, while 14 patients had cCR, 8 patients
had pCR and 10 patients had PR in modified PCH group. Both cCR and pCR rates in modified PCH group were
significantly higher than those in PCH group (43.8% vs. 20.0%, x°=3.997, P=0.046; 25.0% vs. 6.7%, X'=4.098,
P=0.043). No treatment-associated death occurred in all patients during chemotherapy. The incidence of
neutropenia in modified PCH group was significantly lower than that in PCH group (31.3% vs. 60%, x’=5.168,
P=0.023), while the incidence of peripheral sensory neurotoxicity in modified PCH group was significantly higher
than that in PCH group (40.6% vs. 20.0%, X’=3.997, P=0.046), but all reactions presented as numbness or tingling
in hands or feet, and no neurotoxic reaction of 3 to 4 degree occurred in both groups. There were no significant
differences between the two groups in other common adverse reactions such as nausea and vomiting, alopecia and
rash (all P>0.05). The parameters of cardiac function of the two groups of patients were within the normal range
during treatment. The median PFS time and the median OS time were 13.1 months and 35.4 months in modified
PCH group, and were 7.8 months and 21.6 months in PCH group, and the difference had statistical significance
(x*=8.302, 8.557, P=0.005, 0.004).

Conclusion: In young patients with treatment-naive locally advanced HER-2 positive breast cancer, using
the modified PCH regimen not only increases the cCR rate, but also improves the pCR rate to a certain extent

compared with PCH regimen. The short-term efficacy in patients is satisfactory, with relatively mild adverse

© KA )T [5] 8 38 51 FH 3 & T A http://www.zpwz.net



0 ARk, % 1 HER2 I RHRHEZIREATHE PCH 7 £l Bhie T s K ILE 1313
reactions. So, it is recommended to be used in clinical paractice.
Key words Breast Neoplasms; Receptor, ErbB-2; Chemoradiotherapy, Adjuvant; Albumin-Bound Paclitaxel; Trastuzumab
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1 RBSHE

1.1 —fER

PEHLFR BE20164-6 H —20184F 12 A YiA 1Y
HER -2 P 5 38 i 10 20 % 988 58 3 0F 17 A0 B %
5%, ¥ B R BENLECTIE S WA, 4
PCHJ % (PCH4l) 5% RPCHFE (M RPCH
1) AT LT o WAARHE: (1) 2016476 H —
20184 12 A A Bg Wi iA A9 HE R -2 BH 1 Jay 356 06 391 48
BRI R (T,,, NJ/N;, My; T,, {EfIN,
M) ; (2) JEHEIESE R FLIRIE , e 8 e R A
NHER-2 (+++) S{FISHEMHER-2Y" 4 ; (3) 4F
B18~40% 5 (4) /DA 1Al W kL (5) S5
AN IE MEZ ( Eastern Cooperative Oncology
Group, ECOG) BEIR B TE0~143; (6) T4
FEW>3 A (D LRSS EDREAESR, m
WO OBFE TR S0 r R A I R . HE B bR o
(1) BLIR— RGO 22, ANREMT 2 4byr &5 (2) ik
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>40% 5 (3) LRk, WAL @) LIIRE TR,
Ao B G <55% 5 (5) & IF HAt IR B & . AHE
REEEEZRITMYEENERE R, 531K
B RE R 2 B I 1 A B B A B2 B S it HE (G
51 osqyyll2016019 )
1.2 BT AR

MR PCHAL: I AL E R EAZEE100 mg/m’
WS, RETAUC-2FIkIEST, %81, 8. 15K,
28 AN 1EM 260 me/m *F ik E 4, K4AAUC-6
FrKIESE, H1K, 21 d 1AW . PCHYL . %5
R BE80 mg/m ik E S, RHATAUC-2# bk iE
BF, %51, 8, 15K, 28 ANIEAME175 mg/m F
WS, REIAUC-6 KIS, 1R, 21 dX
VR, mhZekmdr ( L » RH A RA A,
E 257120160033 ) , H&HE LG8 EEE
(EHEZEREFAF, H20130650; [H 25+
H20183044, A ZERERE ) , HHIB R
B (P ERARAR, EH2EF
H20110470) , K4 (FEHBAARAA, H
#HEFH20020284 ) i Z Bk RHTAY N A3 T %
(BHK8 me/kg, JHK6 ma/kg) BB R (&8
W4 me/kg, JFHER2 me/ke) , HALIF64 I,
B BNRIT A RS, AR RS, T
TR RARVA AR, RIEIOET . 22k B iR s7
VA, IRy7 b B vt B s i e | B A 4wl T vk
fiif 52 2 14697 -
1.3 IEHT AR R &R R A9 4y

B2 AT TR VE O 3 I T . AR A S A
ITRPEM AR #EL.0 ( Response Evaluation Criteria
in Solid Tumors 1.0, RECIST 1.0) ¥ iz 97 %>
HIELEZMH (complete response, CR) . #5328
fi# (partial response, PR) . ¥JHHEE (stable
disease, SD ) FIEHIEIE (progressive disease,
PD) . CRX AT R2%M (pCR) FIE IR
SR (¢cCR) , pCRAWILMRE & Ak Bh g o¢ 4
WA, BETEARWREEER, A &4DCIS,
WM (objective response rate, ORR) =
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(CR+PR) /B BI% x 100% . 137 0118 Ko fby7 I &
g A A LU R A DR L B2 X e
SEAT AR E VAN o BI85 R E 0 R A LR b
FAEbr . MERCT . BEAEE KBS, WER
HATC R AR L A A R R R DL o AN RN R 3R
] [ 57 988 0 BIF 5 I AN B S o = 38 R TE AR 1E 3.0
( National Cancer Institute Common Terminology
Criteria for Adverse Events, NCI-CTC 3.0) #47
WA, 3 H0~4)E
1.4 BEHMEFSN

KIS B E 7 SO0 & AT, Bl D7
1EHWIN20194E 1271 H , BEVIIT ) A 12~424 1,
WL BE DT R 384 H, iR AAF (progression
free survival, PFS) & X W MALIT 15 H ZPD
ol AT oy i R BT BOAE TS R B ] . B AR AFE (overall
survival, 0S) B MNIITHEZ HEEZWL TR
WHEVTZ H Ik .
1.5 Seit=z4biE

KHISPSS 15040 T4 b A7 Bt o #r . 1o H
Kolmogorov-Smirnov s 46 6 il 11 %8} 1F 25 431 1%
Ol B HFR S JE AT 07 22 55 PE e b s A58 IR A
IR A6 AT SRR 2 AR ifE2E (K xs)
T, A R I ST FEAR R 5 T BEORE
PR xR g P 1 A A7 0 TR Log-
rankiE LA, KM Kaplan-Meieri: 22 il A Rl £k,
P<0.05 K 2R A Geit 8 .

2 & =R

21 NEAZEMEREBER

AP AP A 62015, HrhPCHAL301],
MR PCHAL32(; ¥ s 2w &t f &, Fiik
18~40%, F#31.7% ; AR i % fil % BAE 52 N
HER-2 FH M 2L, TITA 17610, 11IBIH2541,
IcH2of . Ha 2tk S8 Ess6l, 2N
W76 . BT AT R B VA T R AT LR o R AR
K, RIGUIBRFRA AT e Ak . I 4l iR %
FEAEWS . MR K/ L RELEE R RS . TNMAMT . %
PR ECOGIE GG LA ML, ZR TS
e E L (HP>0.05) (F1)
22 MARE 6 MNABUTRFTIAREFESH

PCHABREAMEN100%, HHCR 64,
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pCR 24, PR 22fi., Sk RPCHAL R H A RE N
100%, H.#CR 1461, pCR 8, PR 10f]. 4t
HeEa RN, SRR PCHA4LcCRIH B & TPCHA
(43.8% vs. 20.0%, x°=3.997, P=0.046) , pCR
W] B 5 TPCHA (25.0% vs. 6.7%, x °=4.098,
P=0.043) .

®1 MARERKRRESHFERLER
Table 1 Comparison of the clinicopathologic characteristics

between the two groups of patients
PCHZL B PCHAL

ﬁ 2
i H (n=30) (s tlx P

AR (%, xxs) 30.6+57 32449 0965 0.501
JEg RN [em, n (%) ]

> 2~5 21 (70.0) 25 (78.1)

>5 9(30.0) 7(209) 0-534 0465
WELZER/N [em, n (%) |

<2 14 (46.7) 13 (40.6)

>2 16 (53.7) 19 (594) 0230 0.632
WREZEIEAS [n (%) ]

YA 18 (60.0) 15 (46.9)

& 12 (40.0) 17 (53.1) 1071 0.031
JibggE 73 [n (%) |

1A 6 (20.0) 11 (344)

111B 14 (46.7) 11 (344) 1.768 0413

I1IC 10 (33.3) 10 (31.2)
FRHZA [n (%) |

IR S 26 (86.7) 29 (90.6)

AN 4(13.3) 3(94) 0.242 0623
ECOG #43 [n (%) |

0~1 30 (100.0) 32 (100.0) o

2~5 0(0.0) 0 (0.0)

2.3 MATRRRIIER

B A BCE IR T B E) R BIR 9T A G BE T
fFo EBREGYM EENR RN 8RN,
HRE A, BB S RN AR, 2
RPCHHYL & Pk g0 M > & R K31.3%
(10/32) , MPCHAH N60% (18/30) , Fi& %
SHASI¥E X (x*=5.168, P=0.023) ; &
R PCHZL 8 5 v Jal B2 ot b 28 B Mk A2 8 40.6%
(14/32) , RN FEMRAMPFE, MPCHA
R H20.0% (6/30) , ZRHGIT¥E X
( x?=3.997, P=0.046) , W4LBFHEHRKAE3~4F
() B 28 35 Pk SO o AR WA RN, Gl X
M Wk REE, WA EKKER LG IR
X (#HP>0.05) (£2) o HH, WA B EIRITIN
[i] 2o Ty B I 2 15 76 1F i LA
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Table 2 Adverse reactions in the two groups of patients [n (%)]
PCH 41 K PCH 2 5 PCH 4 K PCH 4 3

ARREL - (0) (n=32) P AREE ) (n=32) ’
20 ik > (WYiEENiE

0% 12 (40.0) 22 (68.8) 02 18 (60.0) 20 (62.5)

1~2 %% 10 (33.3) 8 (25.0) 5.168  0.023 1~2 % 10 (33.3) 9(282) 0.292  0.863
3~4 2 8 (26.7) 2(62) 3~4 4 2(6.7) 3(93)

I/ N > IR

0% 15 (50.0) 19 (59.4) 0% 20 (66.7) 26 (81.3)

1~2 2% 8 (26.7) 9(28.1) 1.284 0.526 1~2 % 8 (26.7) 5(156) 1.746 0418
3~4 %% 7(233) 4(125) 3~4 %% 2(66) 1(3.1)

1 il s Uz

0% 12 (40.0) 10 (31.3) 0% 24 (80.0) 18 (56.3)

1~2 %% 12 (40.0) 17 (53.1) 1.071 0.585 1~2 %% 6 (20.0) 14 (43.7) 3.997 0.046
3~4 9% 6 (20.0) 5(156) 3~4 %% 0(0.0) 0(0.0)

i LR N

0 %% 10 (33.3) 8 (25.0) 0% 19 (63.3) 21 (65.6)

1~2 %% 16 (53.4) 28 (56.3) 0.676  0.713 1~2 %% 8 (26.7) 9(28.1) 0.295 0.863
3~4 % 4(133) 6 (18.7) 3~4 9 3 (10.0) 2(63)

2.4 MARFERFBR

MR PCHA T A PFSEFEIF13. 140 A, A0S
Bf e A 35.440 H o PCHAL i PFSHE] K784 H ,
FALOSHFIR] 21,640 H , Gil2abi s, MR
PCHZH % PCHZH w3 PF SN [i] K OS A a] £ B f %iE 4
( x°=8.302. 8.557, P=0.005. 0.004) (3)
(FE1) .

100
—— R PCH4
PCH 21

80
S \\\\ﬁg“
= 60
4 40 R
= R
B
20

0
0 3 6 9 1215182124 273033363942

AT (H) A
E1 RABRELETFHELER
Figure1 Comparison of the survival curves between the two groups of patients
3 it i’

AL AR R AR R FLIR I R R B AR T B
M T X — AR Bl T AR . KIEKIEZHER, B
PAHARYT T S8 M e 35 2R AR |
I Jrd 8 1 ) 4 A 7L R A8 YR T SR W D OB i B A
IR LR A R, I R AT R A BR T, X

© WA )T i [ & F I F 2P H

®3 PMABERFEFEER (A)
Table 3 Comparison of the postoperative survivals between the

two groups of patients (month)

215 PFS 0S
PCH 41 (n=30) 7.8 21.6
PR PCH 41 (n=32) 13.1 35.4

x> 8.302 8.557

P 0.005 0.004

100 |~

\ —— MK PCH 41
PCH %41
80

®

~ 60

-

&

4 40

Eé_ 77777777 \k

B% S

20 L

0
0 3 6 9 121518212427 3033363942
AR (H) B

A: 0S ihiZk; B: PFS ik
A: OS curves; B: PES curves

FE AT LR AR i PR 0 400, 4R e 7L i AR U R R A
FLIR I T8 B 3L 5 3 Sy A TR G A v iR 4 M
BOBL 2y, B KO e R kL, [R] a8 SR
JE BT O R e R AR i B IR T
o, MRS, AR BIpCR, K5 FHAT
A, EFEAAERER & T ARDIERAR, i HARFL AL
LW, RS THoY . BEELZER)T, &
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HEAFI R e K, T AR e B T

Il PR % F HER -2 BH 2 3L OBR 98 3B & 87 5 B
TR YT A DA 22 BR BB ON 3 A 0 AR T B A IR T
J R HA I T Y R AR, IR FE
MR W s R A R s, el P AR 2R
R BRI AE iR, S T B I R R 0 B
FE B8 e AR AT A ] 40 A e S b FE K B
G IEAT B AS BOR g L i T R A X A
K. AEASEEETHR SRS R, i
R R AR 2o, HASTRA LK E K
M, e R AT O AL, R TR T
AP, YR R RN BBk, PR I
W, BREIHID, EHOTE AR, FE K
VERF A CAOT2BFFE ! 2 45 A T &%
12 1 55 15 300 90 2 A2 BRI T B o M L I i 1 Sk X =k
ITHH G RIS, 25 R o R 45 & B SE 2 g
BERBEMEZMHF (ORR) | MK E LK IEE
BRI CTTP ), 390J8% 08 #2855 48 2% fige ) 1] 5 Jf L
o M ZEE . CA0248F 5T A [ ) &
)RR 45 A R R B — SRR T SR RSk L R e Y
LU G R, R4 SRR, HE PSS A
EERAE B E R FORR . PFS, 49% v Moki 41 i )i
D KA AT R AR, BN 2 B M S B ) B
FUE T g B S AZ TR Rl B kT
AR A eCR, Rl — @R F#REpCR, H
SR PR R N = S A = i I = i A S EC i
LI WTE R R B FUR R AR iz T
i HE P (R A SO A B R4+TR IG5 H
S, MARMXTER, BEZEZ . Wik, EHx
HER-2BH M J5y 8 6 19 41 4 2L B 98 18 3 v FH et R PCH
Jr5& . BIVRE AR 5 A2 I A il v R AL S 2
i, GRS NWE

ARG RE R, MRPCHAMCCR .
pCRZEM W & FPCH4 (43.8% vs. 20.0%,
X ’=3.997, P=0.046; 25.0% vs. 6.7%,
X '=4.098, P=0.043) . MR PCHAKPCHA
(7 G E R A A B IR) K B A A S ) X B RE K
(P<0.05) . M RPCH REPCHE EILEK, fgik
MELFcCR, P —ERE L& TpCR, BF
JER T B AEAERT ], XA RE S AR 4 A AR
EEERERMLE G, PR BAE AL A&
2R BT AT A VA 4 A0 M PT3 K/ A koA 56 38 % 2
() 2235 7K -, 5% MR 4H LR T AR OC B KO, {2 i
I Je 24 L O T A R 00 IR A B . O R RO

© WA )T i [ & F I F 2P H

M, SRPCHARPCHAL L, i 4 A ysk 2> 151 %4 1A
WA (P<0.05) ; J& [l #2807 mt R PCH
Him (P<0.05) , (HFEZRH KT LA Ff
W, AR EEI~AENM ST M RN . AR5 T
R B 145 A R RS A R AR 1) R
ARE RS BG R EA L, Bl FRkaE
RN, ) B R 2R AR R TR MR, R A A P
25 B PERE DR (0 5 ) A G B . BRI, BB N
K PCHJy 2 X T HER-2 FH A J5) 3 0 40 47 56 7L I 9 £
BHAR R —FhE R RACRIRIT R, BHEHAAMEK
RTINS P

ZiL TR, BMERPCHF EANEHEE T EEW
cCR#Z, [ —ERE L& TpCRE, BFI
Wr ROl R, AR . 20204ECSCOFL MR
IR U X HER -2 BH 1 7L I 98 8 3 8 4 B IR T
HRM T HEH, TChPH, THP ) BAE MIHETE,
PSR PCHIT R Im Y7 2, DL S5 B IR Y
FORM I H, TEG WM, DEfE— 25

2% Uk
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