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Memodel, ucnoas3yemoie 8 MIOb Ne 62

CekBeHMpoBaHMe PparmeHTHbIN nup NGS

no CaHrepy aHanus3
CobcTBEHHbIE AaHHble nabopatopun MIOB 62
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NGS — cekBeHMpOBaHMe cieaytoLero NoKoAeHna

CobcTBEHHbIE faHHble nabopaTtopun MIOB 62

CmaHOapmHbIl 8apuUaGHM mecmuposaHus 6
npoekme RUSSCO
lo) Exce200HO
UG / ~op nocmyrnaem OKos0
mymayuli EGFR
exon 18-21 (+) 2000 o6pazyoe HMP/1
OnpedeneHue
nepecmpoek ALK
ROS1 (MTX, FISH,
nLp)
OnpedeneHue
nepecmpoek RET, |._ _ _ __ OnpedeneHue
myTaumnii BRAF n (_) 3Kcnpeccuu PDL1
whe HER2, MET ex14
';::.' skipping mutations




BknroueHue uccnedoeaHruii 015 onpedenerHus 803MoXcHocmeli
mapzaemHoli mepanuu 8 mapugHoe coenaweHue MFOOMC — 20192

Tlpunoxenwne Ne 6
k Tapudromy cornmamenmo Ha 2019 rog
ot «27» nexabdps 2018 roma

Tapugsl Ha ONIATY METHIHHCKOH 0Ka3b H B aM0y/1aTOPHEIX YCIOBHAX B paMKax
TeppuropuanbHoii nporpammel OMC, npuMensieMBIe, B TOM YHCIE AJIS OCYIECTBICHHS FOPH30HTATLHBIX
pacderos (3a HCKJIIOYeHHEM NPOGHIs «CTOMATOJIOTHS»)

IIpunoxenne Ne 8.2
k Tapudromy cornamersuro Ha 2019 rox
ot «27» nexabps 2018 roxa

Tapndgs! Ha omIaTy MeIHIHHCKOH OKa3b i B cTan PHBIX YCIOBHAX 10 OTACIBHBIM
METHIAHCKHM yeayraM B paMkax TeppATopransHoii mporpammer OMC

BKknroueHue uccnedoeaHuli 0a5 onpedesneHus 803MoxcHocmeli
mapzemHoli mepanuu 6 mapugHoe coenaweHue MF®OMC — 20192

MonexynspHo-reHeTHIecKu i TecT (Onpenenenne MyTaluH B 15 3K30He
resa BRAF)

MonekynapHo-reHeTHYeckn# TecT (Onpenenenne Myraumd B 18,19,20,21
sk3oHax reHa EGFR)

29012

29013

MonexynspHo-reHeTnueckuii Tect (Onpenenenue myranuii Bo 2, 3, 4
sk3oHax reHa KRAS wu Bo 2,3,4 sx30Hax reHa NRAS)
MonexkynsapHo-reHeTHyeckuii Tect (OnpeneleHHe MHKPOCATEILUIMTHOH
HecTabuisHOCTH MeTonomM TTITP)

Monexynsapao-reneTnyeckuii Tect (Onpenenenne myraumid B resax CKIT u
PDGFRA npu THCO)

29014

29015

29016

29017 |Tect meronom FISH (Onpenenenne nepectpoek reda ALK meromom FISH)

Tect meronom FISH (Onpenenenne nepectpoek rena ROS1 meronom
FISH)
Tect meropom FISH (Onpenenenne nepecrpoek rena HER2 meromom
FISH)

29020 [Mmmyrorucroxumugeckuit tect (PD-L1)

29018

29019

29021 |MmmyHorncroxuMmudeckuii ect (ALK)

29022 |MmmyHorHcroxuMudeckuii Tect (Her2)
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Kakum obpa3om opaaHU308aHO mecmuposaHue
6 npoepamme OMC e MIOb Ne 62

* TecTMpoOBaHMe NAUMEHTOB, MPUKPENIEHHbIX
COrNacHO PalioHMPOBAHUIO, MPOU3BOAUTCA MPU
YCNOBUW CO3aHUA 3NEKTPOHHOrO HanpaB/ieHUA B

KapTe naymeHTa Bpadyom MIOb Ne62 (B cTaumoHape
NN NONUKNHUKE)

Bo Bcex gpyrux cnyyasx (B Tom Yynmcne gna naymMeHToB
NX APYrnx paioHoB r. MOCKBbI) — NpY YC0BUK
npeaocTaBieHns HanpasneHua no popme 057/y-04

PacnpedeneHue nomoKoe rno ucmo4HuKy
¢uHaHcupoeaHus e 1 ke 2019 2 (8 cpasHeHuu ¢ 4 K8
2018)

Mnn

[Lorosopa yc:y;m, W
o/n, 110
P Mnn

yenayru,

Aorosopa
10/n; 505

4 kB 2018 — Bcero 1070 naumeHTOB 1 kB 2019 — Bcero 1925 nauyeHToB
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PacnpedeneHue nomoKo8 no ucmoYHuKy
¢uHaHcupoeaHusa e 1 ke 2019 2 (Ha npumepe
uccnedosaHuli mymayuii czeHa BRAF npu menaHome
u 2eHa EGFR npu HMP/1)

cnyru;

Mn

Jorosopa
1o/n; 101

HMP/1 — Bcero 488 nauneHToB MenaHoma — Bcero 452 nauuyeHTa

Jorosopa
1o/n; 150

Lenu dnaa mapeemHoili mepanuu
a0eHOKapUUHOMbI 71e2K020

EGFR, 15%

HeusBecTHoO,
24,40%

ERBB2amp

0,90%
METamp, __‘

220% |
MAP2K; 0,90%

NF1. 8.300% KRAS, 32,20%

RIT1,

TCGA 2013
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CnoxcHocmu nosmanHo20 mecmupoeaHus

Number of samples that ordered at least X tests
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Tiffany M et al. Clin Lung Cancer 2018

Bo3moxcHocmu ebICOKonpouseodumeanoao

CeKeeHupoeaHusa

Sample # single-gene tests, n slides (n samples with slides cut) | (pcomine™ Dy
types ) 3 4 5 6 7 Target Test
CNB, <25% 48 [ 59 1 95 ) 90 | 124 | 183 L0
tumor (60) [ (83) | (8) | (1) | (1) ] (3) (41
CNB, >25% 39 | 54 | 87 | 84 [ 117|165 1.0
tumor (208) | (241) | (47) | (10) | (44) | (13) (28)
CNB NA | NA | 20 | NA | NA | NiA N/A
unknown O | O p )y [ O ) O | © 0)

41 [ 55 | 87 | 85 [ 118 | 108
AICNS o | @] o | o | e | a9 ()

Tiffany M et al. Clin Lung Cancer 2018
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Bo3moxcHocmu 6blCOKOI7pOU3606llme11bH020
CeKeeHupoeaHusa

# single-gene tests ordered per sample, % successful
(n samples) Oncomine™ Dx

Sample types Target Test

b I I I T e T I -

CNB, <25% | 95.7% | 87.1% [ 70.0% | 70.8% | 62.3% | 60.0% | * ¥ 0.7%
tumor (2000 | (170) [ (110) | (24) | (16) | (135) [ () | (1) (41)

CNB,228% [ 98.2% | 91.8% | 82.9% | 85.8% | 76.3% [ 66.2% [ 61.1% | * 82.1%
tumor (685) | (570) | (362) | (1200 | (76) | (65) | (18) | (2) (28)

CNB §5% [ 21% [00% ] 00% | * ¥ * * *
T L (94) | (48) [ ) | (0 | & | & | @ | (U]

Total 89.2% [ 85.3% | T0.2% | 77.9% /TO.S"D 01.9% | 583%| * T5.4%
(988) | (788) | (495) | (154) \(96)/ 8|24 @ (69

Tiffany M et al. Clin Lung Cancer 2018

Kak ucnone3yromca Hogble mexHonozauu?

Basket trials
Lung Cancer Colorectal Cancer

Ovarian Cancer Multiple Myeloma
i ﬁ i 5 i 5 5 =
Breast Cancer Various Rare Cancers

Renfro et al Cancer Letters 2017




3a u npomus

Patients included

n=1,110 |

A Ob6beKTuBHbIN oTBeT — 11%

28

| Consent withdrawal: n =11
Clinical deterioration or death: n =5

Other: n=11

Successful tumor biops ther: n =1
nooas o 91,6% Missing: n—7

No NGS nor CGH: n= 105 |

Molecular portrait (NGS or CGH) 0,
D 81,4%

NGS + CGH: n =739/ NGS alone: n=98 / CGH alone: n=6 |

No actionable target: n = 432
Actionable target, n =411 0
9 39,7A) Rapid clinical deterioration: n = 64
Other protocol: n =45

I Waiting for treatment: n = 37
R Exclusion criteria: 1 = 21
Received matched treatment 19 2% Trial not open or missing slot: n =17

n=199 ’ Absence of progressive disease: n=6
Patient or physician refusal: n =11
Concomitant illness: n = 2
Unknown: n=9
PFS1 missing: n=5
PFS2<1.3"PFS1 and not yet progressed

Evaluable for PFS2/PFS1 o, n=
n=193 18,6/)

Hyman et al N Engl J Med 2015; ;Massard et al Cancer Discovery 2017

Haubonee unmepecHbie 30Hbl npumeHeHus NGS (c
ucnonv3osaHuem ¥udxkocmHoli buoncuu)

MOHUTOPUHT NpK TapreTHoOM Tepanum

S-® S-®

First line Progression Second line

MOHUTOPUHT NPY XMMUOTEPANUK

- o - -

S-® S-®

o First line
MocneonepawLyoHHbIit MOHUTOPUHF

»

:
©© @-®

Post-surgical Minimal Recurrence
tumor removal residual
disease

Progression Second line
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MymayuoHHaA Ha2py3Ka KaK HOo8blli
6uomapkep
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Alexandrov LB et al. Nature. 2013;500(7463):415-421.

BBI1 npu yyeme ypoeHa TMB — cpaeHeHue aghgpekma XT u UT
CheckMate 026 TMB: Nivolumab in First-line NSCLC

Nivolumab Arm Chemotherapy Arm
1004 Low Medium High 100 - Low Medium High
3 n =62 n =49 n =47 n=41 n =53 n =60
90 904 D
Median PFS, months 4.2 3.6 9.7 ] Median PFS, months 6.9 6.5 5.8

804 (95% ClI) (15,56) (27,69 (5.1, NR) 80 4 L. (95% CI) (5.4,NR) (4.3,86) (4.2, 85)

704 70

60 604
S
@ 50 50 1
i
a

40 40

304 304

20 20 4

10 104

Medium
04 01
T T T T T T T T T T T T T T T T T
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Months Months

Peters et al. AACR 2017
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Hueo+ Unu vs XT e 3aeucumocmu om 3Kcnpeccuu
PDL1 u mymayuoHHoii Ha2py3Ku (CheckMate 227)

Bbicokast TMB u akcnpeccusi 21% PD-L1 Bbicokasi TMB u akcnpeccus <1% PD-L1

100 " —
Nivo +ipi~ Chemo Nivo +ipi Chemo
(n=101) (n=112) (n=38)  (n=d8)
80 IR (T 71 55 80 Median PFS, 7.7 53
mo?* .
HR (95% CI) 0.62 (0.44-0.88) HR (95% C1) 0.48(0.27-085)
__60 60 e
S i ivoluma
s 1yPFs=azy,  Nvolumab 1y PFS=45%
w ipili ipilimumab
& 40 ‘ ipilimumab 4, ! P
i i
| i
20 ' 20 !
! i
i T
i
0 T T T ‘l T T T 1 0 T T T T T T T 1
0 3 6 9 12 15 18 21 24 0 3 6 9 12 15 18 21 24
No. at Time (months) Time (months)
[\i‘Sk .
ip\ivO 110 65 50 40 26 16 7 2 0 38 20 16 15 10 8 4 1 0

Hellmann M et al. N Engl J Med. 2018;378(22):2093-2104

PeanbHo nu ucnons3oseaHue HOBbIX
mexHonozauli 8 exceOHe8HOU NPAKmMuKe?

Al ckasana, otBeyat — aa unm Het! Ha
25 NPOCTOiA BONPOC BCElAA MOXHO OTBETUTb
«4a» UNU KHET», NO-MOEMY, 3TO He

pr,a,HoI

MpeacTtaBb cebe, TpyaHo. A ceituac 3agam

| Tebe npocToi BONPOC, 1 Tbl Cama B 3TOM
> y6eambes.

{| BoT, cnywaii! Tbl nepectana NUTb KOHbAK

no yTpam, oTBeyait — Aa unm Het?

Actpug Jinnarpen «Manbiw n Kapncon»
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Cnacubo 3a sHumaHue!
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