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EEMEEIREE  RMAZBEZES  HoIRERIRERER
R EEB R EHRIERER -
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1/10,000 - HATFFZEREHIERVERR O E L UCRARRE - ESRITZH
ERMAERR - TTEMER D EERAITERPILERRGR - K22
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BEREMEZFLRIE - 2EB8EA 3,600 @EFEREHF CMV BA 8%M5E
AMIEBEERERNN I —5m - AR EERRE AR - D] EE AT
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BRI BHRERENEBEFLCIEN  BUEBEMEX  TEHHENRRK
FHER - BAR D BRENEBBRBLEMAZREREEZHK BIES
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VR - SR FREIREIMRN - dEReEMLERRERZ  ERERXT -
5
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EEERERILUR  —HELABRREE  FREREESE  BERBMMRE
UERMMRSESIFAGKRIARE  RBEELAREE  BERBRBNGTREE
REAMARTS - REaE - 2 - RESERBRER -
(5) FERE)S BERTAd A+ BE VISR

BIESEBATAERNEN - SFERBENBAOHCE=8A - BAlE
REZE T E2ZMBHRAER - 528 - [UEERRCBAFHIVRAE - B
S2EEXRER  [EXECE2PMPNCERRFERAMEM - FERKIERE
B, IO RHEEREEET AR - ReFEX N2 REEZRE - B
ENTENEBNED  HRNEBEN /BAE  CRIFFZERREAREERN
AR - EEERGANEETEREERBRERN - HHSEIEERE

176018 - FEEARFPRALRE  mAERIZRHRIRREL - BINEE - EZMEL
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A E8EERERA v1.0/v2.0
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AIBE R L RENERIKEE
EXEGP ERERRZERYHAREE STERHEIREBEENRER
B AREEREER  mEREEMEENTSEEMAZRER - HFIRE
BARBESE  UREaEFEURERBERE  sHH3E WEE - 7=
s - BEEZAGFERARESEERWA - BEESNIELER -

C. 2EEE MR- KRG REER A
RNEEBREITENEAN  ERESEBFRZERRKE - It - &35 3 Z(EE
103 FEERAE A - KEBDHHEHIE  RIR/BREZNWER - BEMH
RABE SPNEANEEMAFAFIRE - BRIRAFRENESUHEER
BiEs BB UIFE R4 BB E(Hereditary nonpolyposis colorectal
cancer- HNPCO)M K i IR &8 4 I8 A AE (Familial Adenomatous Polyposis -
FAP) -

EBRBEPEARSVERRIBREL ARG REARNBEMAZE L XBER -
BZBRME  WEKE TGRS - CRERAGRE FHI%
RO B HPERE - Rt EZ A AGEARAERRR BERILREKNOREE—
L a9t -

D.BRCA1/2 ERE @Rl
EEUIHBEBENFEE 40 AR RIRERIE - KGN E BB B
Rihs - BYMERIVERE SHEZRIIIBRNEERTERS | BERSHEA
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A 5~10%NFABERKESHAR - BRRESRERTRNERERESE
£ : BRCAl # BRCA2 EH + ©98 30~50%FBEZUEERE -

BRCAL £2 BRCA2 EEREEHN EMBIIEE - EREBGHMIER - —
B BRCAL 5 BRCA2 R - HRIGARFAMBEA S0% R BH A RS
HR - EMBEAR - X142 BRCA BERE - 50 mMAIREIMORE

S

Z50% - 70 AR BRI EAIORZ 87% - 70 AR R BUNE RS
E 44% - BE*ES BRCA ERARE - T2 ARFJ[IAEARSIRENERE -
S - WRELE - INEEMNRE - BIRB AN HEERVIZHEEEY)-PARP 1]
HUE - bR MR RANRIRR EEFERBAEA RS EET A BRCA
MERRE - 775 BRCA WRE - ILAENEY 7T o] IBMIIH ERRER -
TR E A T UMERIERAEREBFRREY BN BRAN—K
HER=E

E. BEiREERERA
REREEEINKERRERBUNBUEREY—  BEEHAISETAET
RIEFPHNERE - BFELQ 1,700 imRRBEREMETL - IRITEHREE
RERBAELT ZELUNEHFEYETEE  BREFEHELSY 1~2
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PEEREERESENRELRE Bttt HEATHENENER 4 EER
BRESBMIIEEEEY)—PARP HIFHIE - BEERMNBIEERENEES
BRCA1/2 2t &2 DNA 2EHBEERNERRE -

FZREEREEREA R 7UMURHEEZEEARBEBUMSEIE
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BRRR - BEIBMA T RI|EBEAIRVAEAT °

F. S8EEZ v1.0/v2.1/v2.2/v3.0/ft¥E/F 2/ K e e/ MEE R/ K8 £ R
BHAEERS KRBT GEBEMREEAAMIRE - T eE2E L a8R
Er0ikn  BRH K2 REBENEY SAENMERMAENBELBEE
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S - FEE MR B R EEE 247 (Liquid Biopsy) #%1li - BEABBERT
miRAMmRPEEEEER ZERENRARZEEN RHEEEN
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1 & Liquid Biopsy #%1i7 - T2t AEERI - AEDAERIINESR - AR
ZTHRERE - O HERARBENEEEBUNEERASRR -

S FEEREEYNRER BLAAHmE RMBREEREE V21
S 77 BERETERN OREENCMBERIRAZEER - FDA R0 Z124E
ZER - FEATHEAARBZEMERSETRES EREETEEEHE
RN ERNZFAERSNERR - ERAEEFHNER -

¥ 2R B IETEETRRREREZNREKS - aRary
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BHRIOEREE G DAMNBIEEE  FeE2li L AMRBE0IAN - &
RAIMAY 72 F BN EE ARSI - FEBRWAT/E MR FREEER D
#r(Liquid Biopsy) & lETEE R 47 - B85 A B iR e 2 Mg o ARz Bt 2
EERZEL 2IESENBARASNEEEES RREEENRERE
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BAEENEEEETE - s BEEBR R AR - BHMI5 ERZE 249 (B
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SSVEBRICRER) - IREPBBEREEE DNA 2l EREAREZER
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R E R
S BETBRERERETR) RS - BREEERRIEHOR
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FEARBRNREREREYMRENRRZRE 6 B - Bl 7 Z[RVIIE
BHE 9 BNFEEE - MFE2AREBESFEMENAESARKE 2007 F89
116561 - —E% 2016 FX 2341 6l - 10 FEBEREM F—1& - F=A
REE R  aRRRE  F—HRBETILIERE ®EaBEAT
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NI RIS E R
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SAEZBAKRENSR  BEE2ASEA BB ERENEIRE—
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BWHO)E KL 99% U L F =58RS AR R HPV Friga - HE®$ 70%
M EFE%SRmbER B HPV 5 16 2UMEE 18 & - RitEitesak
B HPV $IRFEP F=SREIF R R E -

SEERREHK HPV &% - HERBEGY  SEEINE BRI BERMW
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. 28R v1.0/v2.0/v3.0 Bt /v2.0 Z 14 /v3.0
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A E (Microsatellite instability, MSI) 81 % & M it & (Loss of
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B. FZEERA
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MRUPESE ~ FRMAIPIRESER - RIRBESBERINREILIEE
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i) EVSEIFRAE R R ERE
1) =EFREEERAREZEREWE
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SEEEEFPNRARE  BUBENSERS - REUITIECE
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iv) HEEE  ERPRSRAEFNERBZERIBIEE Z/BENEFHHEER |, &
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EREHEER  EASBNDEENERERNEEHN - BRRHTERES
s -
Vi) S REERIL Y ZHEM | 2023 ERBE 04 TRAEEESEES -
d) ftEmeE
) HEESERE
(1) SHIFLRERS  KEBER  BRABOHRER -
() BIUSEREATY  BRARESSHEEMEREN TR  TEE%

il

HEEES

(3) EEEEHEMER | REEDEREMS  |SFKKuASE/NA - BT EHE
A1 R EE

(4) HER T . THEERTHABRA A RHUER  FIEHEEEEE
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4) BIRRETEH

RACGBERMMEZRESE  WRRARE  UEEHUREBEREFRANER - XAT
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(3) REARES(11 LA L) : REIREELL 2050 ixPASEAR - BASERERNE - 1B
BERERZEERBENRABEERAELS - BEEDREIREBNA -

]]]I

46



)

HETE
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EHE -
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BEAGRER 1% - RATMKTE 1ISO14064-1 e - B X BB —RER 2k
EREFNE  BEERONE

SERI— - EEEET R

Sk B EIEHE | BAREER | BEEI | e | SNEES
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COLLEGE of AMERICAN
PATHOLOGISTS

CERTIFICATE or ACCREDITATION

Sofiva Genomics Medical Laboratory
Taipei, Taiwan
Chia-Cheng Hung, PhD

CAP Number: 8295808
AU-ID: 1844388

Tha arganization named above meets all i for ion and is hereby accredited by the
College of American Pathologists’ Laboratory Accreditation Program. Reinspection should oceur prior to
December 7, 2024 to maintain accreditation.

Accreditation does not automatically survive a change in director, ownership, or location and assumes that all
interim requirements are met.

s ) C=

Kathleen G. Beavis, MD, Accreditation Committee Chair Emily Volk, MD, FCAP, President, College of American
Pathologists

61




i) eeEE

HEzEL

DTS 31

MAERANALEMETEE
HEBRRSFRATRE T MEGKEH

BELE BEAREFRBEACGEE  RLTYEE AR 2TR 64 - 8 40)
MEEFEA L EBE

Tzt BRAFREETRFECh  FATPEET 2% 2TH)

THEARA  #hE (FTRELTESIER)
7| B 4% 44 55 1 LDT0008
FIMA M 1059 A28BZ11359A21AE

7|3 E
HR AR5 oA K7 B FRFS 5
1 A AEANEARFE |1 NS fE- KR EF FEREARBLEE
2. 1By B E 131821 # wEEH R
FemAM M AAM -
2 AR E - BEBS 2 R AT 1. ABAVE © Rpsta g - RHREF & 5 tm i R 4
P b AR 2. B AB2IHEANI AR
3 | BmEAR XA 1, MAEAE ¢ ik > & (FFPE) - k4% B8t i 4
2, RE# 249 (kD
xR 1. i B E SR e B 15 (249)
ABCCS ABCG2 ABL1 ACTN2 ADAMTS12 ADAMTS16 AKT1 AKT2 ALK APC
AR ARAF ARFGEF1  ASTN1 ASTN2 AVPR1A BCHE BPIFB4 BRAF BRCA1
BRCA2 BRINP2 BRINP3 ce C60RF118 CAlQ CACNALE CCND1 CCND2 CCND3
CD274  CDH12  CDH18  CDH8 CDHO cDK4 CDK6 CDKN2A  CHRM2  CNTNS
CNTNAP2 CPXCR1 cpPz CRMP1 CSF1R CSMD1 CSMD3 CTNNB1 CTNND2 CYBB
DCAF12L1 DCAF12L2 DCAF4L2  DCLK1 DCSTAMP DDI1 DDR2 DLGAP2 DMD DNTTIP1
DOCK3 DPYD DSC3 DSCAM EGFLAM EGFR EPHAS EPHAB ERBB2 ESR1
EYS EZH2 FAM135B FAM151A FAM71B FAT1 FBN2 FBXL7 FBXW7 FCRL5
FGFR1 FGFR2 FGFR3 FLT1 FLT3 FLT4 FOXG1 FRYL GATA3 GBA3
GBP7 GJA8 GNA11 GNAQ GNAS GPR139 GRIA2 GRIK3 GRIN2B GRIN3B
GRM1 GRM5 GRM8 GSX1 HACD1 HCN1 HCRTR2 HEBP1 HECW1 HS35T4
HS3STS HTR1A HTRI1E HTR2C IDH1 IDH2 IFI16 IL7R INSL3 ITGA10
ITSN1 JAK2 JAK3 KCNA5  KCNB2 | KCNC2 | KCNI3 KCTD8  KDR KEAPL
KIAA1211 KIF17 KIF19 KIT KLHL31 KPRP KRAS LPPR4 LRFN5 LRP1B
LRRC? LRRTM1 LRRTM4 LTBP4 MAP2 MAP2K1 MAP2K2 MAP7D3 MET MKRN3
MLH1 MMP16 MSH2 MSH6 MTOR MTX1 MYH7 MYT1L NAV3 NEUROD4
NF2 NFE2L2 NLGN4X NLRP3 NMUR1 NOL4 NPAP1 NROB1 NRAS NRXN1
NTRK1 NXPH4 NYAP2 OPRD1 P2RY10 PAX6 PCDH15 PDCD1LG2 PDGFRA PDGFRB
PDYN PDZRN3 PGK2 PHACTR1 PIK3CA PIK3CG PIK3R1 PKHD1L1 PMS2 POLE
POM121L12 PREX1 PTCH1 PTEN RAF1 RALYL RB1 RET RFX5 RIN3
RNASE3 RNF43 ROBO2 ROS1 SEMASB SLC18A3 SLC39A12 SLC6AS SLC8A1 SLITRK1
SLITRK4 SLITRKS SLPI SMAD4 SMO SOX9 SPTA1 STEGALNAC STK11 SV2A
T TERT THSD7A TIAM1 TMEM200A TNFRSF21 TNN TNR TP53 TRHDE
TRIMS8 TRPS1 TsC1 TSC2 UGT1A1 UGT3A2 USH2A UsP29 VHL VPS13B
WBSCR17 WIPF1 WSCD2 ZC3H12A  ZFPM2 Z1Ic1 ZIcA ZNF521 ZSCAN1
MTFEEA
Fi1H -#£17




i) 1SO 15189 BB

HEEAZEREEEE

Taiwan Accreditation Foundation

% e

(B L4 3E 1 14062-231109)

b L

EX AR BFRBAT

BEEARNEERARE
36T P EE TR 27 (6 4 - 8 )

ABRAEABLIERET

W4k 4 : ISO 15189 : 2012
w % 3kt 4062
Rk W AEY: —B—F=—F=A=—+A8
. — Bt F=A=—FtARE—H—F+EF=H =+
7, B % Wl
R T O M | 8
O B BEES &R

A

PERE-———%+—AhrAB

AumEd AR ANHRR &% FIR AL R

63



ST e — A B
iv) illumina® @ ERtR L iTE—ERE E1

Hlumina

Certificate of Completion

Thss ¢




Al
it

v) SNQ EIXmE*

=

= = 2%
SNQ X B ZFHZE
Certificate of the Symbol of National Quality
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This is to certify that

SOFIVA Non-Invasive Prenatal Screening, SOFIVA NIPS
by
SOFIVA GENOMICS Co., Ltd.
has been awarded the Symbol of National Quality.

Category: Biomedical Services- Precision Medicine

This certificate is valid until December 31, 2024

@Dnrﬁ ,@'

The Symbol of National Quality Review Committee

AN B A

Wei-Jao Chen, Convener

S I N B B R BOR 7 Pl

Research Center for Biotechnology and Medicine Policy

EHR E&TF
Jin-Pyng Wang, Founder
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This is to certify that
SOFIVA Carrier Scan v1.0 / v2.0 / v3.0
by
SOFIVA GENOMICS Co., Ltd.
has been awarded the Symbol of National Quality.

Category: Biomedical Services- Precision Medicine

This certificate is valid until December 31, 2024
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The Symbol ofNatlonal Quality Review Committee

EEE NG

Wei-Jao Chen, Convener

S I N A B R R BOR I T Pl

Research Center for Biotechnology and Medicine Policy

HEER E &%
Jin-Pyng Wang, Founder
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This is to certify that
SOFIVA Baby Scan
by
SOFIVA GENOMICS
has been awarded the Symbol of National Quality.

Category: Biomedical Services- Precision Medicine

This certificate is valid until December 31, 2024

Eil HTRE aT 4

The Symbol of National Quality Review Committee

A B A

Wei-Jao Chen, Convener

SR NP 5 B R B B R 5 Ly

Research Center for Biotechnology and Medicine Policy

HER £ & F
Jin-Pyng Wang, Founder
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Certificate of the Symbol of National Quality

BRI BO1113 5%

SRR A PR AT
R SR AR

201 2023 SNQ BF B iE e B % IR A R R A STk -
SRPRE B R E SRR 0 FILEE o
PR - & 2024 £ 12 A 31 Hik

This is to certify that
SOFIVA Baby Scan
by
SOFIVA GENOMICS
has been awarded the Symbol of National Quality.

Category: Biomedical Services- Precision Medicine

This certificate is valid until December 31, 2024

Eil HTRE aT 4

The Symbol of National Quality Review Committee

A B A

Wei-Jao Chen, Convener

SR NP 5 B R B B R 5 Ly

Research Center for Biotechnology and Medicine Policy

HER £ & F
Jin-Pyng Wang, Founder
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vii) =B IE 2 (CAP)BE DAl B

COLLEGE of AMERICAN
PATHOLOGISTS

CERTIFICATE or PARTICIPATION

2022 Proficiency Testing/External Quality Assessment

Sofiva Genomics Co Ltd
Clinical Laboratory

CAP Number: 8295808-01

This certificate recognizes your participation in the College of American Pathologists'
Proficiency Testing and/or Anatomic Pathology Education Programs for the 2022 program year.

o C=>

Bradley S. Karon, MD, PhD, FCAP Emily E. Volk, MD, FCAP

Chair, Council on Scientific Atfairs i .College of

70



)

viii) BN
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R A E B R (EMQN)BE D B

EMONSS

Certificate of Parficipation

2021

This is to certify that

Sofiva Genomics

Participated in 2021 in the following EMQN CIC external quality assessment

schemes:
Scheme Genotyping Interpretation Clerical Result
LUNG CANCER (NSCLC) [Plasma] Satisfactory
LUNG CANCER (NSCLC) [Tissue] Satisfactory
OVARIAN, BREAST, PROSTATE and Satisfactory
PANCREATIC CANCERS (v
Germline)
OVARIAN CANCER (v Sematic) Satisfactory
PROSTATE CANCER (v Somatic) Satisfactory

The laboratory participated in 5 schemes and passed 5 of them. The detailed performance data are given on the
Individual Laboratory Report (ILR). When viewing the certificates, you should ensure that 5 schemes are listed.

Key: il‘ i

NRS: No Results Submitted WFS: Withdrew From Scheme

— P O
Signed by: 3 \
ig : Mo IO A

Prof. David Barton Dr. Simon Patton
Chair of SSAB Managing Director

EMQN CIC is a community interest company which provides external quality assessment schemes for genomic diagnostic testing laboratories.
EMQN is a UKAS accredited proficiency testing provider, No. 4367 and is based in Manchester, UK.

Copyright @ EMQN 2022 Page 1 of 1
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EMONSS

Certificate of Parficipation

2022

This is to certify that

Sofiva Genomics

Participated in 2022 in the following EMQN CIC external quality assessment
schemes:

Scheme Genotyping Interpretation Clerical Result
LUNG CANCER [NSCLC) [TiSSUe] Schsfacfory

The iaboratory parficipated in 1 scheme and passed 1 of them. The defailed performance data are given on the
Individual Laboratory Report (ILR). When viewing the certificates, you should ensure that 1 scheme is listed.

Key:

NRS: No Results Submitted WFS: Withdrew From Scheme

— ,'.7-77 - O

Signed by: . \
: Mo DA
Prof. David Barton Dr. Simon Patton
Chair of SSAB Managing Director

EMQN CIC is a community interest company which provides external quality assessment schemes for genomic diagnostic testing laboratories.
EMQN is a UKAS accredited proficiency testing provider, No. 4367 and is based in Manchester, UK.

Copyright ® EMQN 2023 Page 1 of 1
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ix) 2ERESEEE IR

ERARBEETRE
S0 2022 F BHAM(EZ#K)
LRBEREEREARRED & )RR

AEHARIE B -
[ TAF $#2% ] EGFR mutation for cfDNA

Proficiency Testing Committee

EEZR HEN B

OA)L»“\(: (f{fw/

Chih-Yi Hsu, MD
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REARBZERE

Sha 2022 4 HrkHE(E—HK)
LEEEEERHRRED ® £ HRR

AE/1ABIA B -
[ TAF $%%]) EGFR mutation for FFPE ~
All RAS mutation for FFPE ~
BRAF mutation for FFPE
[ 3k TAF #23% ] BRCA1/2 (somatic) mutation for FFPE

Proficiency Testing Committee

EEZR HEN B

O@k‘*(l (./éfw/

Chih-Yi Hsu, MD




