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RILEL Z R (estrogen receptor; ER, progesterone receptor; PR)
HER2 (human epidermal growth factor receptor-2)
PD-L1(programmed cell death ligand 1)

FIBNATI—H—DTORIVIREZD M




RILEY ZEIREHER2
Key wordld“Low”

* ER low positive (ER55[E14%)
ASCO/CAPHA RS A 2020 CERESNT-ATT)—
N EENE RSN H LD TERBED—TBEH LTINS,

e HER2 low (HER2{EFIH)
ASCO/CAPHAKRS 422018 TlL. HER2EEHD—ETH S,

ASCO/CAPﬁ"( KSA422023D K ETTEH. HER2 lowELNSER - HhT
3 —[FERESNGEMoT=,




RILED ZEIAK(ER, PgR)

« REXMR FREMEIIE. RBMEIE. JLIEOGEBERR
R R 1E =% (immunohistochemistory: IHC) TR &

» EMRRDZIC zlfa('f%)%iﬁﬁ}ﬂfﬁﬁli/[

. 'é;"'. inn T g TN .
EREZTE & ,4;:.;;;;;:9&5;.":%-. WS

T o P L IR AR
R FRED v 0 STl el D | slne

2. y

'-" - ":' Zoes s
EFC % L) f.. -g":, _.ﬁ:;’;::':"':.:‘:;’.}\"‘s

e do
9
()
e
... %
o
°%e
>
>
&

° LY = + -
g e, e . > o4
B Ry R e

\‘..\ "‘...... .o ';/ “f’\*“' ,1*'0 o \ .r"‘

LS 'e 0.
= 'c! .“..“'A.:t‘ eows’s e

25 30K

1) ILBEIRLVRS 188 2)LIER

Cancer. 2006;13(3):232.)

|$=|=|JE

. EREx%
- R ERED
. L

S |
iR [ vl

SEHARE5422022 fRKIEEZ W BQ3 3) ASCO/CAPHAKS4>,2010 (J Clin Oncol
2010;28(16):2784-95.) 4) ASCO/CAPH A K=4>,2020 (J Clin Oncol. 2020;38(12):1346-66.) 5) FLIEF S IIHRE

£ (Breast



RILEZBRRIZDWVTEERRIZHE-oTLNAI L

RIS FRBICHH DML
. IS A
. IBHEMRAEIE DA LB EHA TR, Kk OBIE




ziEEEE RERICESTHHBERML
RERDHAVS. ERER(RER+IFZER)

¢ RILEVZBRARZRZDTBEHIIEIND WEEDERIRE
Z=fRBEFE T RERTFHMITAE

EFILERNBHETH . AATIEALENEETEMITLSOMNEL
« FR#%92018, B2EHAS122022

= B e A TER

JERERE R B CARENELGSIZEIXTEE

« ASCO/CAP 2010:TableR1~ R 2 METIL 2B E CTHIF 1L H
e ASCO/CAP 2020:;2HEIZRTE D EEEEL (All tumor cells) ,




e J-scorelFFAH
LTL5 A TEe

Bt EREIA e

o

JRE

HITE S5

Bl e O e &3y 57 5
EMEZEhO UM IGEHREEIEZ%E L THRE
EEMREESIZLKARAT) T R T L (J-score)

BiREZ A S HET-7% (Allred score)

DHETHHD,

RABIEEIZFUY,

.+ ASCO/CAP: S M #ERaEI & <M TR

s NP WEEDNEFTAINE - FIEAEICLKLSEITHRESNTULVELY,
s (BRI EDHAHEIAEOANEEREBO—HENTLY,

BT, BEIC1%&E10% 2 FF

BRELHREIT HLEHE




Gt MREISICLOHIESE Bt EHEORIE

ASCO/CAP 2020

ER

s [FHEMREEIENI0%EBAREFEL LOEEEE > Gt

« 10%UUTEIXEERESS . O MA—)LEHESR. 26 -1 HOBRE

1%L L : [5T%, 1-10%: S8I&1E (low positive), 1%k : (214

« ERE5[ZMEHIDERKRF A CEYFRITTHFRITERICKYSEIE T,
B FHRIIOT7AILIXEREEMEFIZEL, LHL, AR EENE

LA REED B DD T, ERIBED—E AT B,

PgR

» PgRIZEELLTEREZEHIDF & FHEIZAL YL, ERERIFRIZEEMT

1% L) L 5%, 1%FK @ : [E14




GRS SICEOHIESE Bt EEORIE

FIESEZEHAS1422022

e ER, PgREBI%FEK > RILEVZBKRIZME

o WK ERLELL—AIZBEHEN 1%L EHONDIEE . Ao EE
FEET HEILARE

o 1%L E10%RKRETIX)RIERRITAYMNMIEDEAR MEEDES

;&/;QIE

s REBII—EDBRIETEHEHIEZT LY. BiEHlRSISZHEL. R
RIFMAFLENELAICTZRE T HDMNEELLY,

I




REEEIEEZNRELIZNAFTT—N—FE

H R

N .

RILEZ AR (estrogen receptor; ER, progesterone receptor; PR)
HER2 (human epidermal growth factor receptor-2)
PD-L1(programmed cell death ligand 1)

LBNAAR—H—DTORIVIFIEEZ M




HER2 (human epidermal growth factor receptor-2)
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inter-assay harmonization
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Physical basis of the ‘'magnification rule’
for standardized immunohistochemical

scoring of HERZ in breast and gastric ‘

cancer.
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inter-observer variability
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Karakas CV | 114352 SN 485 45.6% moderate
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Baez-Navarro | 1053, J% 16N |4B5 A4.7% low
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HIE D BIRME

£ 9 3.

e A NTA TR T-BELRZHZ1T ),
‘?LEWE%@ =, j:lgﬂ_‘&{\ L/\ /X/FE%TZHJL_ET%
R E DR X Y (FBRA L. HRETHES 5,

c ILKEBEXRZEmMm L T2 T 5,
cHIEHA R EDHBEMEZERT 5,

HER2IERIZZHTIC B 1T D H HIZE Dinter-observer variability |&
EELT 5 AV U,



ASCO/CAPHA K74 >2023

ASCO Special Articles

") Check for updates

Human Epidermal Growth Factor Receptor 2 Testing in
Breast Cancer: ASCO-College of American Pathologists
Guideline Update

Antonio C. Wolff, MD' (®; Mark R. Somerfield, PhD? (@ ; Mitchell Dowsett, PhD? (&) ; M. Elizabeth H. Hammond, MD* (& ; Daniel F. Hayes, MD®(®;

Lisa M. McShane, PhD®(®; Thomas J. Saphner, MD’ () ; Patricia A. Spears, BS%; and Kimberly H. Allison, MD®

DOI https://doi.org/10.1200/JC0.22.02864

ABSTRACT

PURPOSE

METHODS

RESULTS

RECOMMENDATIONS
DISCUSSION

To update ASCO-College of American Pathologists (CAP) recommendations
for human epidermal growth factor receptor 2 (HER2) testing in breast
cancer. The Panel is aware that a new generation of antibody-drug conju-
gates (ADCs) targeting the HER2 protein is active against breast cancers that
lack protein overexpression or gene amplification.

An Update Panel conducted a systematic literature review to identify signals
for updating recommendations.

The search identified 173 abstracts. Of five potential publications reviewed,
none constituted a signal for revising existing recommendations.

The 2018 ASCO-CAP recommendations for HER2 testing are affirmed.

HER2 testing guidelines have focused on identifying HER2 protein over-
expression or gene amplification in breast cancer to identify patients for
therapies that disrupt HER2 signaling. This update acknowledges a new in-
dication for trastuzumab deruxtecan when HER2 is not overexpressed or
amplified but is immunohistochemistry (IHC) 1+ or 2+ without amplification
by in situ hybridization. Clinical trial data on tumors that tested IHC 0 are
limited (excluded from DESTINY-Breastos), and evidence is lacking that
these cancers behave differently or do not respond similarly to newer HER2
ADCs. Although current data do not support a new IHC 0 versus 1+ prognostic
or predictive threshold for response to trastuzumab deruxtecan, this
threshold is now relevant because of the trial entry criteria that supported its
new regulatory approval. Therefore, while it is premature to create new result
categories of HER2 expression (eg, HER2-Low, HER2-Ultra-Low), best
practices to distinguish IHC 0 from 1+ are now clinically relevant. This Update
affirms prior HER2 reporting recommendations and offers a new HER2 testing
reporting comment to highlight the current relevance of IHC 0 versus
1+ results and best practice recommendations to distinguish these often
subtle differences.

Additional information is available at www.asco.org/breast-cancer-guidelines.
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@ Appendix
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PD-L1KRE PD-L1 IHC 22C3 pharmDx[ %3]

(H M) (Autostainer Link 48FH)® >33 OptiView PD-L1 (SP142)®
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— RinK MPD-L1IYORE/IO—F )UK (22C3) HPD-L19YXE/90—F LA (SP142)
RS & BB PD-L1fHRESN R ALY PD-L1HHfBE R ALY
BEEEEE 431 Autostainer Link 48® RUAFRUFIT—HULTRAR, XT®, GX®
CPS (Combined positive score) IC %
|5 5 3k PD-L1ZR{L TS S EEITxT 5, $ERECERAL, PD-LI
) _ REEM, )/ B, RBIROBE | o | ISFABERIEDEROHONHESRE R
=HEHERORE NFEETHEHDEE
BRI EEAE CPS 101k IC 1%Ll E

AR AB40ptiView PD-L1 (SP142)$IEH AR
PD-L1 IHC 22C3 pharmDx[ Z A 1D R ) TIL A A T4 TH B EBHERHET=2TIL
Lawson NL, et al. Mod Pathol. 2020 Apr;33(4):518-530.
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CPS (Combined Positive Score)
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(1) Hoda RS et al. Mod Pathol. 2020;33:2221-232

(2) Emens LA et al. J Natl Cancer Inst. 2021 ;113(8):1005-1016
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