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(Explanation of Inspection Results)

Verifi* Plus Verifi™ Plus prenatal screening

ZRPQTWJADEEN'NCF:)%!WATION SECOND RECIPIENT PATIENT INFORMATION SAMPLE INFORMATION
I Yamada Hanako ient Sample ID:
Prenatal Test ¢/ Kajicho Ky >omele 1D
DOB: 08/09/1978 )

Tokyo 101-0044 GA: 12 weeks Order ID
REPORT RELEASED Phone: +81-3-6262-7771 Indication: Date of Draw

Fax Medical record/patient ID: Date Received
Date: Time: Pregnancy Type:

Singleton

ANEUPLOIDY DETECTED

RESULES SRy (DNEGATIVE---F&1% (1) R I HYELY)

CHROMOSOME RESULTS PPV (%)

F— NEGATIVE: No aneuploidy detected @POSITIVE B3 (1) R I ML) @
Results consistent with two copies of chromosome 21

Ch ~ 18 POSITIVE: Aneuploidy detected
romo..@ Results consistent with pregnancy at increased risk for trisomy 18 86.5%

NEGATIVE: No aneuploidy detected

Clwuimuse Results consistent with two copies of chromosome 13
All Other Autosomal POSITIVE: Aneuploidy detected
Chromosomes Results consistent with pregnancy at increased risk for trisomy 7 NA*

NEGATIVE: No aneuploidy detected "
Results consistent with two sex chromosomes|(XX) @'EBU*“E XX ﬁb% / XY %IJ%

Sex Chromosomes

Microdeletions NEGATIVE: No abnormality detected
p36 delotion, 4p16.3. 5pI5.20 o s consistnt with ncTHicrodeletions dotectsd avthe tegsons of 1936, 15163 Bp1b.2. 45q11.2: 99414 2
15q112 220112 deletion) esults consisten no microgeletions ge n regions of 1p30, 4p10.3, op10.2, qll.c, 22qll.

CLINICAL COMMENTS: This is a screening test; therefore false positive and false negative results can occur. Results may be reflective of fetal. placental, or
maternal conditions. No irreversible clinical decision should be made based on these screening results alone. Clinical correlation is indicated. If definitive diagnosis is
desired. chorionic villus sampling or amniocentesis would be necessary. For {nical information, please refer to the physician information sheet on the following
pagefs] of the report. Genetic counseling is recommended. The fetal fraction ( stimated to be 9%. FF estimation is one component of this algorithm and is
combined with other quality metrics to determine the confidence in the results. estimate is not used in isolation to exclude samples.

Positive predictive value (PPV) is calculated based on stated performance, matemal and gestational age as provided on the Test Requisition Form (TRF). Other
factors may impact the patient specific PPV. For more information about PPV please visit us at www.illumina com/ppv.

PERFORMANCE AND LIMITATIONS

LIMITATIONS OF THE TEST: This p | test is validated for ploidy of zny | | PERFORMANCE METRICS:
gmmostm\eI |r|<:h.n:l|ng1 21,13, 11 68 3X, aflag; a1nd Il‘o1r ;pec4ﬁ1c1d2eleuons l_n Chromo: N Sensitivity 95% CI specificity 95% C1  Acowacy  55%Cl

g p3s. 42 e :fba = 13"‘“"5?&3’5 i 5 21 500 99.9%(90/90)  96.0-100.0 99.8% (409/410) 98.7-100.0  — —
test that looks only for - specific chromosomal abnormalities. A normal result doss 18 501 97.4%(37/38)  86.2-99.9 95.6% {461/463) 98.5-1000 — —
not the possibility that the preg m: — d with other 13 501 B7.5%(14/16)  61.7-98.5 99.9% |485/485) 99.2-1000  — -
or other emdn:ns such as open neural tube defects or auusmgenem : Chromosome N Sensitivity 95% I Specificity 95%Cl Acowacy  95%CI

Monasomy X 508 5% (15/20) 95.0% {483/488) 97.6-%9.7 = —
1}';‘: 53 S'“b::‘ Pﬁm thatthe 1 m'g"'f"&feﬂeﬁ the chromosomes et 508 97.6%(223/249) (@) 99.2%(257/259) 97.2.99.9  98.4% 96.9-99.3
pheen; :,"smw;";y CPM) or of yo e hecrtaamal abnmams) XY 508 00.1%(227/229) 98.9% {276/279) 959998  99.0% 97.7-09.7
Examples include maternal XXX, sex chromosome status, or benign and malignant Other sex ansuploidies will ba reported f detected, (Limitad data of these more rare ansuploidies
maternal neoplasm. CPM may be associated with a higher chance for pregnancy KXPOY/XYY prechide performancs caleulations.)
or for | disomy (UPD), which may affect the growth and 3 7 5 : 7 oy =

development of the fetus. Some of these rare d.,ma[ aneuplod-es may on'y Microdeletions, Copy ~ Microdeletions, Copy Number Variants (CNVs) and other sut | ifr and
occur in mosaic form. Clinical d on the Numbar Varizats, & othar - detacted wil be reportad. {Uimited datz of thess more rars abnormalities preclude gedformance
and can not be predicted prenatally. This test, ke many tests, have limitati sty | oidh calculations.)
including false negative and false positive results. A negative test result does not
gm'i':;ed;h:ﬁg'o;s'g:yp: mﬁm:’“‘al ab‘?o'?::res ? rm:r::wd chromosomes | [+ pats on file at lllumina, Inc. regarding Performance and Method Comparison studies.

@ NEGATIVE  ---R&ME(1J R UHDMELV) ERIRLE T
@ POSITIVE BB (URINBVERKLET, XFFETHRLINTVET,
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KIFRHIRDIZERIF ez CER< TV
absence of Y chromosome material ---ﬁ?’ié:%t';%é:@‘) ES I
presence of Y chromosome material-"FAMBREUSITHAEEBRELRYEXT,
@ PV - BREOMRRERRL TVET, XBEOBENG S/BE. 13,18,21 DI TRLINET,
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© CLINICAL COMMENTS : AREIFR I —ZUF T AT, URDBDT. BIBES JOBEREDERIFKEY
SHREMEN DY T, BRI RIE. RE. XREBEROREERRL TVWSHEENHUET, CNS5DR
D) —ZVTRRDHTEDNT, FEERNRERRIIREZ TINRETEHY T A, ERREMEBEINTEIN
TWET, EESMNBRERGEIL. MEREXZIEFKRBANVETT, TORITEGHIIEI TN
HRINET, RIZONADEIG (FF) X 23%EHESNET, FFHEEMEIL. Verifi Plus"?ILIUXLD
1 2DAVR—=FRVETHY, O@mEA R Y I EHAEDETHROEREZHIMILE T, FFHEEEIL
T TIWERNT BLHICRIMTIIMERSINEIEA,  FF #HEEDEWY 2 TIVICDOWTIK. +9701EEE
SIREFHLEY — TV ANNL Y IZEFDS FF HEEMEVT D TIVEBEE T IREELEEZRELT
WET, COREEEDEEEEZH/LIBRVWT I TVIFRBETTE A, TNICENNDS T FFRIEED
BVIRIA T DOERITHMET I SAEMED B Y T
PEERIERER (PPY) (&, HRERESR (TRF) ICEEHINTVWSRED/N T+ —Y U X BHAF#S K UK in(C
EDVWTEHEINE T, MOERANEEEED PPV ICHET IHENHUET,
* 210 130 180 X\ FERXYLUADREFZSTEHMEEENTHY . BRIFFIFA TSR z6. PPVODIE
EGEENTE XA,
ERBAREREED/N T+ —V I AT —Y[FRENTNDH. PPVDEEIHEILTEREA,
I NRFIRBDIN T A =X VAT —FERESNTWS 728, PPV DIERRERIITETE A, (—EMRR)

@ LIMITATIONS OF THE TEST : AM&Z(&. 21, 13, 18, X & Y ZETCLTLREK. FL T, REBMKESE 1036,
4p16. 3. 5p15.2, 15011.2, 22011.2 DFNREKICKDERBHEREE (D &R 10,8 0 BLARE. BiaEiR
DH)o CNIF. BENBREARBRELITERET IRV —ZVJRETH D, EERERIE. RRIEH D
ZEARERE. ARMURIEBE. ECHRE (B ISFARESREIEXLIZEMAERE) Z#5 &V DRl
[FR<BRYFEFA, BREBRIBERORERERMLU TORVETREEMNSGY £9M, Rl (RONRRET
A O8 (PM) D, FzlF bR (BEOEBARE) RMU TVWSEREENDITHNICHY £, FIICE.
D XXX, EEEADEEFR LIRS FUOBERRMESRETY, (M IFEIREHECHRES 1Y 2
— (UPD) DFIEEMNE<RDHAREMEN DY . ENIFRBEDHRREFKEICHEZ KT TAIEENHYEFT,
NoDBULVWEEFEED—ERE. EFA VB TOHFRETDIHEENHYET, BRERIERT IRENR
[CHTFEL. BERIICFRASND ZENTIR, CORE (HDZ<DRERE) ICIFRF (B2 1405
MRERESD) NHYET, BREDRERTE. RESNEREERFZIIMNREDZH ICREEXREREDEEE
HERDITNNIHY £T, REICDVWTIIINT A=V IZAX M)W IESBLTLIEEL,, (—EMkE:)

© MSensitivity--B%E  MSpecificity--4SEE  M95% CL Al 95%DIEHEXR WAccuracy---fafE

REBRCTHE (VRINEV) CHENLREBEIE. ZHT 2ELTFESORRDEMATRF T TPOSITIVE]
ERTINKT, BEDZEIE. bbb KA. (21,18, 13 EBORERZERS) MNRES LUGMDOERE
FREHMENREINEGE, ABEREARICEEDR DD, Ik EOBFOMNRENSGSZNEVDTZARBICD
TEUTE REBRGFAZTOOD LEBDEFT THRESNI T, . 21,18, 13, MX, XX, XY LA DZRER O]
RERICDEFHEUTE T—IHEDRENTNDTZH, @DKIERUTE - AV ZAHNAKRT SHEFELS, FF
AR SERATNTNET,



