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VCF*: Variant Call Format

SCRUM-Japan GI-SCREEN (

Reporting Strategy Annotation
i > [Established limit of detection (LOD) is as follows;
- SNV and Indel: 2 5% allele frequency with 2 250 reads

Bhisx - Excel R * CNV: 2 7 copies with 2 50% tumor content
—S LA Bt = wE B 2o
=T . = S T A » Classified according to whether genetic driver of cancer, including gain-
T R
oA~ g =s =- % A me 8 s and loss-of-function, or SNP
FORMAT FURNC1 oncomin
1 AAF FUNC1 coding FUNCH function FUNG1 gene _ActionabilityClass) FUNC1 oncomineGeneClass | FUNC1 oncomineVariantClass _FUNG1 protein] Section \_
2 [ 0402081 c2604T>C missensa TET2 Loss-of-Function Hotspot oPheféBleu | Section?
3 0626549 c632C>T missense TPS3 TPS3 mutation Loss—of-Function Hotspat pThr211lle Section 1
4 | 0435696 c1340T>A missansa SMADA pMatddTlys | Section i {)
5 | 0381139 c3401 G missense NOTCHI pGIM 1344 | Section 1
6 | 0405534 c2204GOA missense FGFRI pAgT65GIn | Section 1 = = =
; SR Ip— eltion e Report 2 LOD with gain- or loss-of-function
8 1 673977T>C missense BRCAZ pValZ466Als Section 3Comman SNP
9 | 0576313 cZBGrA missense FGFR4 Oncomine kn°w|edgabase data p\al Olle Sectlon 3Comman SNP X =
10| 0860861 c407CHT missense FGFRY % = pPo1d6leu  Section 3Common SNP Qncomine Cancer Panel 10 Rverside Parkoay, Suie 401
11 0602389 c4B4BTIC misssnse BRC A + Gain-of-Function oMet1648Thr  Section 3.Common SNP Gl Sereen P {68l 7
12| 0483168 c5284A0G missense TET2 « Loss-of-Function pliel 762val  Section 3Common SKNP —_— St e
13 1 c584BA>G missense ATM pAsn19835er  Section 3:Common SNP SUBJECT INFORMATION SITE INFORMATION
14 | 0230769 c260C>A missense RE pThSLys False Positive
15 0095238 c64GXC missense RB! pABE22Pro False Positive e ——
18
Section 1: 2Validated LOD
SPECIMEN INFORMATION

Section 1 + Function data = Reporting | Section 2: <Validated LOD
‘ Section 3: Common SNP

TEST RESULTS - Alterations Identified Al and Above The Established Limit of Dete

- - El r=oecr @ EPOC ofcSesincgol
Tumar Content: $0%
SR SRISEI=F (LC-SCRUM-Japan) ———
sene A Genotype
HAETZER (GRFhHhigRiSisR) s

P-Glu709Lys p-Gly1zAla b Arg2ascCys — FERn? =

P.Glu709Ala HRAS [p.Gly13Asp p.ArgZasdelinsArgCys ERBBZ Cosy Number Variaions —

P.Gly719Cys p.GIn61Leu p.ArgzasdelinsArgleu FGFR1 s e =

p.-Gly1zArg p.Serz4sThr i FGFRZ
= KEAS. pGlvaiArg B e . Eedan Othar alteratirs that wars de

p-Gly719Asp p.GIn61lLeu P-Gly372Cys=s FGFRa e o v Do ;

p-Glu746_Ala750del .Gly12Azp p.-Ser373Cys R R T
EGFR |p.Leu747 Pro753delinsGin INRAS .Gly13Val p-Tyr37scys

p-Val762 Asp770insAlaSerVal .GIn61lLleu FcERa p-Gly382Arg

P-Asp770_Asn77linsSerValAsp rkaca [P-CluS4SLys p.Gly382Glu sEET

p-His773 Val774insAsnProHis .His1047Arg p-Ala393Thr et iy CLIA ni

P-Val774_Cys77SinsHisVal MET lex14 skipping p-Ala393Giu - - —

P-Thr790Met _Ser252Trp p-Lys652GIn RET

p-LeusssArg p-Pro2s3Aarg p-Lys652Giu laLk CEil s

P-Leu861Gin p-Tyr376Cys p-Lys652Met i ROS1 cecii=cd 8
AKTL P-Glul7Lys P-Cys383Tyr p-Lys652Thr FGFR1 - s rom = S——
ALK Leull9c6Met LCys383Ar L LysG652Asn FGFR2 S SRR
BRAF :.VaIGDDGIu i E.Aznsso:_js! :_G):ysss\:ys FGFR3 . e s s R e

P-Met774_Ala775insAlaTyrValMet .Asn550His . S .

P-Ala775 Gly776insTyrValMetAla Lys660Asn —
ERBB2 |p.Gly776delinsValCys . Lys660Me=t

p.Ser779-Pro780insValGlySer .Lys660GIu htt '// i / / i /t i I h

r3er 129, prazsoineynictyser p://epoc.ncc.go.jp/scrum/gi_screen/trial.php
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The Japanese Society of Pathology . gras
.
sme e e,
GI-SCREEN-Japan adopting Small NGS Panel (LDT by CLIA)
GI-SCREEN-Japan adopting Oncomine Cancer Research Panel (OCP143) in case of not analyzable by OCP143 or poor DNA by QC check overall ocP CEIVD
e (Backup System) DNAER 15 <4-4f
Copy Number Varlation is a next-generation sequencing [NGS)-based test that detects genamic alterations in cancer-related 'J‘. :aor';ﬁgies 391 391t 15
Hotspot-Mutations Costfullgansl  Copy G —EHRLY NG GF
] T A Ao Target Samples Size: [ Mutations in the following genes are assessed by NGS: AKT1, ALK, BRAF, CTNNB1, DOR2, EGFR, ERBB2, ERBBA, FEXWT, lsliccmss 386 = 376 ¥ 10
s | FGFR1, FGFR2, FGFR3, KRAS, MAPZK1, MET, MOTCH1, NRAS, PIK3CA, PTEN, SMAD4, STK11, TPS3. 7
| . . = 8.7% 96.2% 66.7%
2,400 pts for Gl tract cancer | Fusions in the following genes are assessed by NGS: ALK, RET, ROS1, NTRK1 Success
= L
Key Mutations —
2,350 pts for Lung cancer Y 22 genes — 90 amplicons — more than 500 variants 4.4-6.3
Racepior Tyrosine Kirace genes. EGFR. EREB2. ERBB4. MET. FGFR1, FGFR2. FGFR3, DDA ALK No. of
Totally 4,750 cancer pts enralled Recigio trosnd bnses KIAS, HRAS PIKICA, BRAT, PTEN, MAPEKE, AKT1 eamples 317 317 317
Cihar cancer-rstaled ganes TRE3, STK11, CTNNEY, SMADA, FBXWT, NOTCHT No. of
during Feb 2015 to Mar 2017 e, success 283 209 283
Robust performance from 10 ng of FFPE material EZ
3 Gene 5 Parners pe & o ccess| B9-3% 65.9% E> 89.3%
Same NGS5 Cancer Panel as NCI-MATCH trial
ALK EML4. HIP1, KIFSB, KLC1. TPR. | toun
+Adopting Oncomine Cancer Panel by CLIA labo since Feb 2015 ROS1 C©O74, EXR, GOPC, LRIG3, E DNAMKRF1E >6.3
+Expanded to all GI tract cancer (incl. esophagus and stomach) since Apr 2015 Shoh SLeav e g =< No. D': =1 ag o8
*Expanded to all Gl cancer (incl. : Pancreato-hepato-biliary cancer) since Nov 2015 RET CCDCE, CUX1, KIFSE § EED"_'OFEE
*Expanded to GIST and sarcoma since Apr 2016 H = 25, 5 25
c‘; T 2 NTRK CEL, NFASC, IRF2BP2, TFG. i success
inical trial information: SQSTM1, SSBP2, DYNCZH1, H 7o
UMINDO0016343 for CRC and UMINODO016344 for Non-CRC | CLIA number: 060106710% | ©O74, MPRIP. Success 25.5% 6.1% 25.5%

S hEEE N SR SN/ RIBEREERTDNADACTIE SCRUM-Japan GI-SCREEN
(OCP/CEIVDEBHT = A=) Gl-Screen Testing & Reporting Strategy (ver3 15. May. 2015 ~)
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