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Hlumina

TruSight™ Oncology 500 ctDNA

x| HHO= 72 W Z2XQ RN Z2MAS XX +d 7ts.

23

Hoig 0|83t FEN0l QMK TRMY
7|2t LHO|Af 523712| FTAL0f| CHet DNA HO|E AtH| Mo =
ZAL 7HS(6TMB 2 bMSI 241 T3

7|2 LY M A =

HotE A& ME9| o E2 HAMO = H|FESEQ
ste

=20

MEE = U= A ES

UMI 7|Hte] 510|E22|= 745 2}0| 22| Z=H|, NovaSeq™ 6000
ANAEHS E5t 1158 sequencing by synthesis(SBS) X|& !
15 HIO|QQIZIHEAZ H2 AS St Ad

S8y Y3E290 YH 8

H0| Z=0| DRAGEN™ Bio-IT PlatformE& 0|25
CfDNA HARE E1A oA HAMK H 6 A2

bTMB % bMSI= B3 7|¥H(EY) 01748 20|

24

o3

FLY
ciDNAE ZHXOo= At

b

MAS 0|otH HE LY =2t MILR2| DNA(cell-free DNA,
4 97| 20| BIEEHO WAloR T

SYs D20 + Az A dHS M= ZE5H7| *loiM=

Lto
R

AP} Z4QIL| T} TruSight Oncology 500 ctDNAS lllumina?) Q1= =l

HIZ2 ZIoHs HME SHH0IS HEY 4 s TYE| 54

XEMICH A4 (next-generation sequencing, NGS) 7|&& At&2dl 245t
DIULEE F13I6tH cfDNAOIA Yrikl= &2 3 DNA(circulating
tumor DNA, ctDNA)0]| CHEH 22X 01 QEA| T2 T2l (comprehensive

genomic profiling, CGP)& 7tsotA &L CHIZE 1, &

). Of=fet T2 &

£ 2M0| DRAGEN TruSight Oncology 500 ctDNA Analysis Software?)
HRO|QQIZONE| A HARS HEoHH 5t 19| assay2 =81 7HX[Q]

FEXOIA TSt #10] G &S H7Hotil DNAOIA Ei1 SHA K| X2lot=

£2402 B2 4 YBUL

TruSight Oncology 500 ctDNA= NovaSeq 6000 v1.5 A|&H4l A
S5t 7SS SIY A4S MEF HIS 35% 0|4 MAUst = QE=

o
T'__g

Q30

T 1: 4R MHOE Tioset H0| QT o SRO| ThEt HIO| 0P TR 28—

=T Mg

1©
B

I O=2 0o
28s 50E 2L OfLI2t 71 E AYE RS7Iet

H4S KRB,

e.w

A LM =2tSte
00| DNA

detection, LOD)Z cfDNAOIA £ HIO|QOMH A 7ts.

HEYULC TIE HRjol= A 2E 5 SUC

HZR2| DNAZ
HHOIN =5

st 0| A

X 1: TruSight™ Oncology 500 ctDNA2| AQF

mt2}o|Ef NS EE
A|AE NovaSeq 6000
g 37| 1.94 Mb DNA

SRt 5237H
CNV: SFXt 5974
Gene fusion: XAt 2374

MSI(> 2400 loci)
T™MB
DNA AtEE cfDNA 30 ng*
ME 23 oM F2E cfDNA

2t0|E2{2| FH|FE HO| 211 HAHIA 6L 42

36A1ZH 2, 1047t E4(S2 Flow Cell)

AEA ZH EfQl
e 45AI7E B, 22A|7F E24(S4 Flow Cell)
AlEY 2 x 151 bp
215 AHZ 87H(S2 Flow Cell)
ME M2y 21 ME 2471(S4 Flow Cell)
Library Prep Kite M= 4874
X2 H0|: 0.5% VAF
HE 1A OSHMA} ZE: > 1.4H) Bi5}

FERF ZA: < 0.6H) Hat
MSI: > 2% S 22l

HT
1z
rs
oy
H

> 95% (= E HO| R0 tiet A= A= 5 A

> 95%

AL
1%
Jm
=4
Gl

a. Agilent TapeStation L= Fragment Analyzer A|ARIO 2 HM2fslsh= 248 HAL

MH dHe HH
S Z&|(tumor fraction)g 0|Z3H0f2 YEE A= 4 U= & HHat
S| A MP2 MA| MO S L 0|Fgr S 2 0| 2H0)| &Et

SHAS NS 22 A0 =T cfDNA 242 U= = =
PN E LUK 411 710| =210 M= HESH= BIO| 0L
X3 HO|Z A AEcHE WO E LIEHSLICH E5t 5t Hl AN ZA
Hf0f| 2ret AH0llA = cfDNA B4t 2% (¢ 24 H|O0[E 19
UX|HO| I =2 HO2 gfa{RELIC?

=

1

Indel @

SNV
CNV
@ Gene fusion
MSI @
T™MB

TruSight Oncology 500 ctDNA7}
=8 ZY DNA2| {HXt 523701 M
HAMZ HOIE A=

UTRIED £2 AHY YAS S5 05%2 A S7(imit of

T

! (=]
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DRAGEN"

2 B Al
4| U 55
g
3
§l
M F55 MZR2| DNA TruSight Oncology 500
ctDNA Kit

NextSeq 6000 A|AE]

DRAGEN Bio-IT Platform2|
DRAGEN TruSight Oncology 500
ctDNA Analysis Software

PierianDxA}2| Clinical Genomics
Workspace At2*

EORISE AlZt=52

1% 2: TruSight Oncology 500 ctDNA assay ¥ 3= 22 —TruSight Oncology 500 ctDNA assay= 7|Z&2| AAA IS 20| E&0| 7+5510], cfDNA HAEE HO|

HI HATX S 6Y AL,

EEHOI FHI=o| EOj

Fo| HXt =t B AAet TruSight Oncology 500 ctDNAZ|
|& HIO| 20172t MZ2 HI0|OFAHE Hahe #0f ofL|2t
F

=
J SFO tHet =2 710| =2l YAt H&H0| U

gene fusiond} {22 gene fusiong 25 1125t A /U2 H,

SY Y0 #o 7HsH0| U= H0[Q] HES {52372 RTXE
skt JUESLLCE HiO|0AH = T HI7|AME HO|(single-nucleotide
variant, SNV), &@l/ZAl(insertion/deletion, Indel), XAt S|4
#0](copy number variation, CNV), gene fusion, 12|11 Si0|£4=x|

S0 M (microsatellite instability, MSI) 2 £QF B0 £ = (tumor
mutational burden, TMB) &2 HASRIA|Q] RTA| AL XE

LSk CHOE 2). MAH S8 222 www.illumina.com/ products/by-
type/clinical-research-products/trusight-oncology-500-ctdna.htmiOf| A{

8101514 4 UL

T 2: TruSight Oncology 500 ctDNAZ ZZE3t 0| 2] of
Ho| 28 2HH Of|A|

CtDNAE 2 A 29| cfDNAS LIEILY 7| TR0 A| €} 0| RS E2|&
o U= Lot 7|=0| ERELCH MM 2to|E 2] F=H| HAO|
ZMUEZ ZXHSh= H0[2 AES 7HsotA Silre 1Ret EAF AEAL
(unique molecular identifier, UMI)Z& &k LICE® TruSight Oncology
500 ctDNA 20| 2 2{2|= BIZE SkAS 2|of NovaSeq 6000 A|AEIS
Sofl =2 BA(depth)OilA A| S 3H(Z, 2 35,000x0|M MEF
2|E(read) 4= 400 M)EfLICH 0|2 EH2 A2 H0|2] AR 0.5%9)

CHE XA} Bl (variant allele frequency, VAF), 95%2| 244 DIZie,
>99.995%2| 24 S0|=2 SHHO|E HEE = USLIHE I3).

B 3: %2 ¥Ho| Ho|S 52 YHER AS

Ho| R M e BN E0|E°
A2 H#H0|(> 0.5% VAF) > 95% >99.995%
SR SE(> 1.4 B3} > 95% > 95%
QTXE ZA(< 0.6H) #Hsh > 95% > 95%
Gene fusion(0.5%) > 95% > 95%
MSI-high 2& > 95% > 95%

(2 2% S Z=0|A)

SNV 2! Indel EGFR, POLE, TMPRSS2, BRAF

Gene fusion ALK, ROS1, NTRK, RET

CNV HER2

MSl MSI =

T™B T™MB H=a
H2 Z’e| Ho|0MHE HESh= YSE 7=
lllumina2| & & sequencing by synthesis(SBS) 7|H& M &t
TruSight Oncology 500 ctDNAE= 30 ng2| cfDNADIO 2 &= L 20|

RN Z2MUZES 7tsoH S0 25 HAUE =7HS 8 S0l

O A=l CHOtS MAIRILICE 20122 2] FH| HA 0= BA s%(target
enrichment) 7|&2| &7g &850, DNA 7|ge| 2i0|E 22|22 H
MENSE HNMS ==5F 4 QI 2 HI0| QEISH(biotinylation) =l T2 H 9}

A EHEH|H(streptavidin)0] ZEIE Ot1HE HIES AFRSHDT Q&L T
310]22|= 24%|(hybrid-capture)ol] 2|3 EX 31 =% TpE0=

52 73! S0|=8 HO|BNE K2 SHH0IS B3t BAY
E448f{hybridization)7} 7t58 BER 2 MAE B2} ALZEUL
0j2f3t BT WAI2 RIQIXOR LSt LHRRMAL HOI2H AR artifact7}

D5 EXE I MZ dropoute E0{ FLICH.

2| 1170-2019-006-D KOR
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=
=

b.

HELSIT W2 2

DRAGEN TruSight Oncology 500 ctDNA Analysis Software= cfDNAZ
Qloll Zlist= =HE S50t £/%Q| assay &2 E&06H| fldh #2121
25| SYE Hi0|QRARIHEA L12|FS AERILLE 0] ATEY 0=
AEA HE(sequence alignment) 2 A|EA S&l(sequence collapsing)=
St F 3 MY M F, raw dataE HIEHC 2 HO|E AEELICH
GEor MBI H10[0f THet Al 222 &4 Q0| &= 2= H AFEY RS
HASIH Q=7 =2 H0| 4= 2UE MSELL

PCR 7|t assayQ| HA £ Z 119} = 2| DRAGEN TruSight

Oncology 500 ctDNA Analysis Software= 240032 0]A2]
SEE&A|(homopolymer) MSI OA IX|0IM 2 HZERl

MSI B2 HZeL|C TMB 2419 A2 DRAGEN AZEQ|H=

H|= 2|(nonsynonymous) 2! = 2|(synonymous) SNV2} Indels 25
ZE510 24 DA E E|XSRLC 0| AZEQ 0= HO|E HESIL
RIE FYS FO| MANME HO[, MZ|E7HHEE2 H0| 3 2EY
ZZ(clonal hematopoiesis of indeterminate potential, CHIP) 1} 2 =l
H0|E TEZSIH TMB 58 He=E ot5 4 =YLCH

AT MEYULICE T HXIol= A8 E £ ST


http://www.illumina.com/products/by-type/clinical-research-products/trusight-oncology-500-ctdna.html
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DRAGEN TruSight Oncology 500 ctDNA Analysis Software= 22
lllumina DRAGEN Server v3 0l A ASHELICE 0] 14 ZiES
HIOE] 241 A[ZHS 2F 85%, = 90| M 2f 20A[Zt7HK| 20T e
SIERIORE AT EQNE XIHELICHE 4).

= A

PierianDxA}2| Clinical Genomics Workspace= 3At 2M2 4=alig!
Clinical Genomics Workspace 22t =0 2% H0| 211 IS

HZ =017 |2 64H HFESt shA it 2117} 7s 6= Clinical Genomics
Workspace0f| Al H0| Z=Ad(annotation) 2! ZHZ XS £
Clinical Genomics Workspace= AtsS3te &3t 7tsdt
HIMO dHs ol =8 7HX| RTH| HO|2RE dESsiMO= 20|
Q= H0|E HEEe & 24915 MHLICH ofDNA HARE

S #10] B0 EAMIK| A YIB2PE B 5%0| ARFLICHIY 2).

[}

rn

oS A
EOH

M

X~
21

s 3 IH2ido

|52
o IT -

Lo ZX| =

o
oo o=

EStENM 1=

ST

TruSight Oncology 500 ctDNAS A1to| =

1&ot7|

25H llluminae TruSight Oncology 500 ctDNA2] SNV, CNV, gene fusion,
213a

TMB, MSI Z&= 2 HItoh= Chyet AT E dARSLCHIE 3 2 4,
H546).
H 4: 2A10|E DRAGEN Server v32| A0 E [HE ZAFl H|0|H
24 A2t
TruSight Oncology
o
HlolE] 241 £ DRAGEN 2% 500 ctDNA DRAGEN
=Te Analysis Software
BCL st BAIZH 1A1ZH
ABEAHE + 5 + MWYE 170A17¢ 11N 2t
Gene fusion 2= 10A|ZH 2A|ZF
Ho| HE 247t 8AIZt
OF 7
520 A7t o gAJZt Seond

(o 85% Z4)

a. 24719 MZ0{ S4 Flow Cellg ALt
0| T 2t2l(nonparallelized pipeline).

U LLE(128 G H|22|, 2430{ CPU) H|HZ

* Cloud 7|2t DRAGEN TruSight Oncology 500 Analysis Software 2 SA| 0f|&.

A. HE
1 2 3 4 5
160
1o @BO®
120
Qo
< 100 E]
=) - &
%l 80 AP @
5 w &
W 60
40
[IE~M~ R
20 -8

ABCD ABCD ABCD ABCD ABCD ABCD 1

Eroixt

2 4: 3 THsE TMB 2 MSI SRE| —(A) TMBE U] 210] XQiRtof 2 04
FA
o

ZH|3F MSI-high AFEH O] Ml (cell line) A 7H(1 ~3tH)9F LA Bl 7}

s

2to|22{2| FH| | A|ZA | HI0/H 24

100%
80%
60%
[/
|K|-|'u
N 409%
20%
- |
L S S N R SR S Y
qu (\ Q)Q (o‘b Qb 037 Qé ,\Q, AV ‘b\ ‘b\
@W & L N yi\(o Q/\QD <\63 o O G O
o7 /\&\ 7 /\(Oq’/
SV
ALK EGFR KRAS
B 1.00% W 0.50% m0.25% H0.10%
21 3: W42 VAFOIM2] THS 10| 2% — 0[S 2T VAFY} Ol MES
0.10~1.00% VAF £=Z7tX| 5|4, 30 ngQ| & H&F Z1IEE DNAZ ArEal TruSight
Oncology 500 tDNAR MEEf 53] 15 AIBI0] CifEt 2412 AIA.
OOF
I

TruSight Oncology 500 ctDNAE X0 A =4 74| 2f 2+
HIO|QOHE SA|0f 2A5H= NGS 7|2H9| HE|Z A (multiplex) assay
HSLCt Assay Z2HI== S 7H0| =210 Yot A0l 2 EoHH
Hh2 ZALS PIo) 240 MBS ZH|S LR glo| Tt

AEO| A= 523712 RTAIOIM K2 HO| RS LAY
IESH TruSight Oncology 500 ctDNA= B et | HEO| 0
HEO| 0} (G: TMB, MSI, NTRK, ROST)E T7F5H|C 29|
ZH=, GA U9 AEY 7|5, 35 O ZHaHT AZEQIHZ 22t
TruSight Oncology 500 ctDNAE £/ £2MS HM|IZotl U0,
ARZAZE Z| AR 2F 2 24 HATS AX 7|2 WM XAHEL2
QN I DRHES 235t 4 QU2 o FLICH

afst

A
nn

B.
6
25
=
!
o 20
<
RS
RS 15 ==
@S ==
2% 10
C
Q
(%2}
& 05
.| >
-
0.08 B e IR —
2 3 4 5 6
ME
ZIAR} °A °B
WO HE MER vi= Iot (B) MSl= & HO| ZAYRHEEM, M7} 522 ELE

w2 MSl-high SYQ2LE| 12 ciDNA M2 Al 7H(4~6%)2
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2to[=2{2] FH| | AIEA | HOIH 24

H 5: 0125t CNV 25 oM HE
SHX} Ol A B B3} EHEMEI TR BEZEWR} HEE TruSight Oncology 500 ctDNAG| CHgt XpA|SH A H = www.illumina.com/
=z ts0500-ctDNAN|A| ZHRISEA| 7| HEEFL|CE.
o=
AKT2 1.4 1.4 0.02 100% DRAGEN Bio-IT Platform0f| CHSt XtM|EH M2 = www.illumina.com/
BRAF 15 15 0.01 100% DRAGENO|IA &fQlotd = Q&L
BRCA2 1.8 1.5 0.01 100% - -
) 21 28

CCND3 1.5 1.4 0.01 100%

1. Parikh AR, Leshchiner |, Elagina L, et al. Liquid versus tissue biopsy for
CDK6 1.5 1.5 0.01 100% detecting acquired resistance and tumor heterogeneity in gastrointestinal
FGF14 1.3 15 0.01 100% cancers. Nat Med. 2019;25(9):1415-1421.

2. Leighl NB, Page RD, Raymond VM, et al. Clinical Utility of Comprehensive
FGF3 21 1.6 0.01 100%

Cell-free DNA Analysis to Identify Genomic Biomarkers in Patients with
FGF4 1.4 1.2 0.01 100% Newly Diagnosed Metastatic Non-small Cell Lung Cancer. Clin Cancer Res.
2019;25(15):4691-4700.

lllumina(2017) TruSight Oncology UMI Reagents. www.illumina.com/content/
MET 1.4 1.5 0.02 100% damvillumina-marketing/documents/products/datasheets/trusight-oncology-
umi-reagents-datasheet-1000000050425.pdf. Accessed May 4, 2020.

FGFR2 1.3 1.5 0.01 100%

©

MYC 1.7 1.8 0.02 100%
ZAAl
=22
BRCA1 0.8 0.8 0.01 100% _JIC__E_ gE
BRCA2 0.8 0.8 0.01 100%
AR 0.7 0.8 0.01 100% H=E =3 IR #S
= =] A 3 Do = = A
NS A B0 5 Hept AR UES S0 ngol cDNAS Argal TruSight Oncology 500 CtDNA Kit e 487/ 20039252
TruSight Oncology 500 ctDNAZ H7t. ME 53| Bt AF0]| LS 24 A OlHIA 1671
TruSight Oncology 500 ctDNA Kit plus ME 487}/ 20043410
o G Lo R PierianDx Interpretation Report QIEIA 167Y
= 6: Y2 VAFH|A gene fusion A&
Gene fusion Gl VAF  EIEEIVAF  EEDN EEE] NovaSeq Reagent Kit
FGFRo- NovaSeq 6000 S2 Reagent Kit v1.5 300 AHO|1Z 20028314
41% 4.2% 0.5% 100% )
COL14A1 NovaSeq 6000 S4 Reagent Kit vi.5 300 AfO|2 20028312
NPM1-ALK 3.4% 0.7% 0.2% 100% NovaSeq Xp 4-Lane Kit v1.5 FIE 14 20043131
gi;':f;u 3.4% 0.7% 0.2% 100% 2I30jA Ho| H4
DRAGEN TruSight Oncology 500 ctDNA 113 240 MA 20042100
NPM1-ALK 2.4% 0.4% 0.1% 100% Analysis Software, Level 1 = -
EML4-ALK 1.7% 0.5% 0.1% 100% DRAGEN TruSight Oncology 500 ctDNA 144 20| MA 20042101
Analysis Software, Level 2 = =
CCDC6-RET 1.0% 0.7% 0.1% 100%
DRAGEN TruSight Oncology 500 ctDNA
FGFR2- 0.9% 0.4% 0.1% 100% Analysis Softvvf;qre, Level 39Y T ol 20042102
COL14A1 ’ ' ’
DRAGEN TruSight Oncology 500 ctDNA -
B 3 30| M A
EML4-ALK 0.7% 0.2% 0.1% 100% Analysis Software, Level 4 19 2Ho|MA 20042103
NCOA4-RET 0.5% 0.1% 0.0% 100% N
b b b 0 DRAGEN TruSight Oncology 500 ctDNA 143 2f0|MA 20042104
EMLA4-ALK 0.5% 0.8% 0.2% 100% Analysis Software, Level 5 T
NPM1-ALK 0.5% 0.1% 0.0% 100% DRAGEN TruSight Oncology 500 ctDNA 144 20| MA 20042105
Analysis Software, Level 6 = =
CCDC6-RET 0.2% 0.2% 0.1% 100%
DRAGEN TruSight Oncology 500 ctDNA
2Tl gene fusion P RTXLL| HIET}OF 0.5~4%21 WES HIL Analysis Software, Level 7 1 2oia 20042106
cfDNA 30 ngZ AFZ3H TruSight Oncology 500 ctDNAZ MEg 53| Bh= A30| 3t 242
AL DRAGEN TruSight Oncology 500 ctDNA
AT LG HHELO 2 gene fusion?| Bi&kM (directionality)g £11. DNAS 7(gto2 Analysis Software, Level 8 T 2ol A 20042107
St fusion2| EISFM0)| CHet XpM|SH LI 2 TruSight Oncology 500 ctDNA Local App User
Guide &Z. llumina DRAGEN Server v3 M 174 20040619
llumina DRAGEN Server Advance
Exchange Plan 20032797
lllumina DRAGEN Server Installation 20031995

lllumina ¢ 22 X3} (8t=) 080-234-5300 e techsupport@illumina.com e www.illumina.com
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