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PD-L1 IHC 22C3 pharmDx.
OaHo peweHue gnAa NATU
JIOKanm3auun.

PackuH I".A.

PykoBoautenb nabopatopum UMMYyHOrMCTOXMMUM
OrbY «PHLPXT mmM. ak. A.M. I'paHoBa»,

3aB. OTAENIEHVEM MATONOrMYECKON aHATOMMUK
MWBC,

A.M.H., Nnpod. kadeapbl oHkonorun Cre6ry

Onpepenenne PD-L1 Heobxoanmo nepen Ha3zHa4YeHnem
Membponuaymaba

* HeMernKoKkneTo4YHbIN paK Nnerkoro.

» Pak Wwenkn martku.

» Pak moyeBoro nysbipsi.

 Pak xenygka.

* TpuxObl HeezamuegHbIl pak MOJIOYHOU XKerne3bl (peaucmpayusi
oxudaemcs 8 utoHe 2021 e.).

References: 1. PD-L1IHC 22C3 pharmDx [package insert]. Carpinteria, CA: Dako, Agilent Pathology Solutions; 2019. 2. Keytruda [Summary of Product Characteristics]. European Medicines Agency; 2019
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PD-L1 IHC 22C3 pharmDx BbICOKO 4yBCTBUTENEH U
cneundunyeH2

22C3 crneunduryeckn ceasbiBaeTcs
¢ PD-L1 Ha KneToyHol mebpaHe
0OnyX0/eBbIX, UMMYHHbIX KNETOK U
KNEeTOK anuTenusa.

22C3 He faeT nepekpecTHomn
. peakunu ¢ Programmed Death-

7 i _
02C3 Ligand 2 (PD-L2)

Assessment of PD-L1 expression in NSCLC demonstrated staining across the dynamic range of TPS 0—-100%
and 0-3+ staining intensities
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The stains above are of NSCLC specimens stained with PD-L1 IHC 22C3 pharmDx

References: L. PD-L11HC 22C3 pharmDx [package insert]. Carpinteria, CA: Dako, Agilent Pathology Solutions; 2019.2. Roach, C.; Zhang, N.; Corigliano, E.; Jansson, M.; Toland, G.; Ponto, G.; Dolled-Filhart, M.; Emancipator, K.; Stanforth, D.;
Kulangara, K. Development of a Companion Diagnostic PD-L1 Immunohistochemistry Assay for Pembrolizumab Therapy in Non-small-cell Lung Cancer. Appl. Immunohistochem. Mol. Morphol. 2016, 24, 392-397.

PD-L1 IHC 22C3 pharmDx is Designed for Enhanced
Operational Efficiency

}
.V

Autostainer Link 48 PD-L1 IHC 22C3 pharmbDx

PD-L1 IHC 22C3 pharmDx is designed for use on Autostainer Link 48, which

comes preprogrammed with a validated staining protocol in the DakoLink software

v/ Minimizes time from biopsy to diagnosis v/ Results can be available within one working day
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OueHKa B onyxoneBbix KneTkax (TPS)

UmmyHorucroxmmuyeckoe (UrX) okpawmsaxume obpasuyos HMPN Tumour Proportion Score (TPS) =

. % »wmBbix PD-L1(+) onyxoneBblx KNeTOK C NOJHbIM MK

OnepaunoHHbIit matepuan YaCTMYHbIM  OKpalmBaHMeM  MeMbpaHbl  nobon
WNHTEHCMBHOCTH

Cpesbl ¢ PUKCUPOBAHHBIX 3abydpepeHHbIM dopmanvHOM
napaduHoBbIx 610K0B A 8

TonwmHa cpesos 3-4 mm

Hanuyue 100 u 6onee onyxonesbix KAEMOK 8 ucciedyemom
obpasye

MonHoe nnm yacTyHoe okpawmeaHue PD-L1 Ha membpaHe
OMyXoneBbIX KNeTOoK

* TPS > 1%: PD-L1(+) obpasey,

TPS<1%, TPS 1-49%,  TPS>50%, Bbicokas
HEraTMBHbIN  CNaboMo3UTUBHbIN aKcnpeccus

Hcrionb3yercs B Oryxo/isax JIErKoro

KombuHMpoBaHHbIN NO3UTUBHbIN c4eT (CPS).

* Ko/inyecTBo NO3UTUBHbLIX OMYXOJIEBbIX KNETOK (MembpaHa)
NMMMOoUUTOB, MaKpodaros, acCOLMMPOBAHHbIX C ONYXO/btO
(MembpaHa 1 ymTonsiasma), / KonMyecTBo onyxoseBbix KneTok X 100

* >=1 - NO3UTMBHAA peaKkuma
* >=10 - cMNbHO-NO3UTMBHAA peaKkuumA.

Mcnone3yemcsa npu onyxonax xesnyoKa, Mo4yeso2o ny3vips, weliku
MamKu. He ucnosnb3zyemcs 8 onyxonsax n1e2Ko2o.
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CE-IVD—marked PD-L1 IHC 22C3 pharmDx nokasaHus

Tpucdbl He2amueHblii
Hemenxoxnerouubm* YpoTtennanbHbiii pak* | Pak Wweiikn maTku Pak enyaxa Pak MonoUHoU icenesbl
paK nerkoro (NSCLC) (TNBC).
Knanun
Yeckun * KEYNOTE-010 « KEYNOTE-045 * KEYNOTE-355
uccnes |+ KEYNOTE-024 * KEYNOTE-052 KEYNOTE-158 KEYNOTE-059 * KEYNOTE-119
oBaHuA
3n0KauecTBeHHOe
Kp HoBOOGpasoBaHue Pak moueBoro nysbips, PaK weiiki maTku, 2020 Par enyaKa, 2020 MokasaHue He
6pPOHXOB U Nerkoro, 2020 3apeaucmpuposaHo
2021
2n2:i6 Tumor Proportion Combined Positive - g:;?:}r(\:i:)l’osmve * Combined Positive « Combined Positive
Mu, Score (TPS) Score (CPS) Score (CPS) Score (CPS)
Moporo
¢ CPS21
soe . TPS21% CPS>10 cPs21 €PS210
3HaueH
ne

PD-L1 IHC 22C3 pharmDx is the ONE PD-L1 assay first launched with
KEYTRUDA in every indication that requires PD-L1 testing!-2

References: 1. PD-L1IHC 22C3 pharmDx [packageinsert]. Carpinteria, CA: Dako, Agilent Pathology Solutions; 2019. 2. Keytruda [Summary of Product Characteristics]. European Medicines Agency; 2019.

PD-L1 IHC 22C3 pharmDx B KEYNOTE-024 npn HMPJI

30.7%
TPS< 1%

39.1%
TPS 1-49%

* Reviewthe PD-L1 IHC 22C3 pharmDx Instructions for Use for more information regarding the KEYNOTE clinical trials
*Merck & Co., data on file
+Patients screened for enrollmentin KEYNOTE-024 NSCLC

References: 1. PD-L1IHC 22C3 pharmDx [package insert]. Carpinteria, CA: Dako, Agilent Pathology Solutions; 2019. 2. Keytruda [Summary of Product Characteristics]. European Medicines Agency; 2019.
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NI'X PD-L1 npn capkomaTongHoOM pake
nerkoro (n=20)

* B 15 (75%) u3 20 cnyyaes bbina BbisiBNeHa akcnpeccua PD-L1 B
onyxosesbix Knetkax >50%.

CobcTBEHHbIE AaHHble

AHTK-PD1 Tepanua npn capKkoMaToOMaAHOM

[o neyeHns [Mocne neyeHus
CobCTBEHHbIE IaHHblE
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YpotenuanbHbin pak. KEYNOTE-052

* PD-L1 TectupoBaHue PD-L1 IHC 22C3 pharmDx 6bin10 ucnonb3oBaHo Ans oTbopa nauneHToB
PD-L1-n031TUBHBIX C NoKansHO-pacnpocTpaHeHHbIM 1 METacTaTUYECKUM ypoTernmarbHbIM
pakoMm, KOTopble He MOAXO0AMIU Mo, LIMCMNaTUH-COAEPXaLLyo XMMuoTepanuio.

Pacnpeaenenue cnyvaes no PD-L1 skcnpeccun B KEYNOTE-052
KEYNOTE-052 40O (N=361)

61% OTBETUBLLNX UMENN OAHOTOANYHYIO
BbIXXMBAEMOCTb

CPS>10 47%

CPS<10 21%

30%

CPS>10

PD-L1 Expression

CPS<10
YacToTa 06beKTUBHOrO OTBETa

* Reviewthe PD-L1IHC 22C3 pharmDx Instructions for Use for more information regarding the KEYNOTE clinical trials
t Assessed by BICR using RECIST 1.1

References: 1. PD-L1IHC 22C3 pharmDx [package insert]. Carpinteria, CA: Dako, Agilent Pathology Solutions; 2019. 2. Keytruda [Summary of Product Characteristics]. European Medicines Agency; 2019.

PD-L1 npv n1OCKOKNETOYHOM PaKe LEeNKM

MukpodoTorpacus n3 cobCTBEHHOrO apxvsa
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PD-L1 npu NIOCKOKNETOYHOM paKe LIEenKu
MaTKW

PD-L1 prevalence in patients with cervical cancer

* CPS<1 -2 cnyuvasn (2%) enrolled in KEYNOTE-158"
* CPS 1-10 — 21 cnyuaii (23%)
* CPS >=10 — 68 cny4aes (75%).

CobCTBEHHbIE JaHHbIE

MpeaykTMeHoe 3HaveHne CPS npu pake Wenkn MaTku

Pak welikm MaTkm (KEYNOTE-158)

400
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026
CPS<1 CPS=1

= 400 026 1596

» YacroTa ob6bekTnBHOro otBeTa y 60nbHbIX PLLUM npu CPS> 1 — 14,6%. Mpu CPS< 1 — 0%

Hyun Cheol Chung, et al. ASCO-2018. Abstr.5522$: O’Donnell PH, et al. ASCO 2019 (Abs. 4546)
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PD-L1 npu pake xenyaka.

MwukpodoTorpadms ns cobcTBeHHOrO apxunea

Pak »kenyaKka 1 KapanossodareasnbHblii pak.

Keynote-059.

PD-L1 Prevalence in Patients with Gastric or
GEJ Adenocarcinoma Enrolled in KEYNOTE-059'

PD-L1 Expression CPS<1 CPS=z1

Change From Baseline, %

intumor size

HEEILN NGV 42.0% (109) ELEKEAGEE)]

Fuchs C.S. et al. JAMA Oncol. 2018

[ PO-L1 Positive

[ PO-L1 Negative

[B PO-L1 Expression
unknown
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PD-L1 Training and Support

PD-L1 Interpretation and

Training Resources Dako Academy Training

Interpretation Training Program » Training and courses designed for customers
Get the training that may help you to obtain a comprehensive understanding for
accurately evaluate and score PD-L1 the successful use of Dako products
expression in patients with certain tumor . .
types Available courses and workshops include:
Interpretation Manual * Autostainer Link 48 System and
Review validated scoring guidelines that can Inr”l]munohlstochemlsftry(IHC) histochemi
aid in the identification of patients with * Theory & _Practlce 0 Immu_n(_) Istochemistry

) ) * Immunohistochemistry Training On-demand
certain tumor types for treatment with

KEYTRUDA® (pembrolizumab)

Atlas of Stains

Increase your familiarity with PD-L1 staining
in certain tumor type specimens

ClI ACHDBO 3 A4

BHHMAHHE!




