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Speci nen Col | ected: 23-May-22 08: 41

Patient Report

Patient Age/Sex: Female

Non- | nvasi ve Prenatal Aneupl oidy | Received: 23-May-22 08:41 Report/ Verified: 23-Muy-22 08:57
by NGS

Procedure Resul t Units Ref erence I nterval

Mul tiple Gestation No

CGestational Age at 10 wks or over

Dr aw

Report Fetal Sex Yes

Non- | nvasi ve Prenatal Aneupl oidy | Received: 23-May-22 08:41 Report/ Verified: 23-My-22 12:20
by NGS

Procedure Resul t Units Ref erence I nterval
Fetal Fraction 10.1 %

Trisony 21 H gh Risk”

Trisomy 18 Low Ri sk

Trisomy 13 Low Ri sk

Sex Chronosone Low Ri sk

Tri som es and Monosony

X

Fet us Sex Fenal e

Resul t Sunmary High Risk fti?
EER Non- | nvasi ve See Note f2

Prenatal NGS Aneu

Resul t

Foot not e

f1: Resul t Summary

This pregnancy is classified as HHGH RISK for trisonmy 21 (Down syndrone) by this screen.

shoul d be confirned by a diagnostic test.
the screened condition (the positive predictive value, or
screened condition. For wormen with no additional

The chance that a pregnancy classified as high risk wll
PPV)
risk factors,
risk by NIPT are found to have trisony 21. For wonen with a high pre-test

This result
have
is affected by the pre-test risk of the
50-67% of pregnancies classified as high
ri sk of Down syndrone, 83-95%

of pregnancies classified as high risk by NIPT are found to have trisomy 21. Online calculators are

available to determ ne patient-specific PPV based on clinical

This is a screening test and is NOT diagnostic for the condition(s)
Appropriate clinical

positive and fal se negative results nay occur.

cont ext .

listed in this report. Both fal se
foll owup such as genetic counseling,

conpr ehensi ve ultrasound, and confirmatory di agnostic testing should be undertaken as recomended by the

patient's heal thcare provider.
based on the results of this screening test.

Health care providers with questions may contact an ARUP genetic counsel or at (800) 242-2787 ext.

This result has been reviewed and approved by [N
f2: EER Non- 1| nvasive Prenatal NGS Aneu

Aut hori zed i ndividual s can access the ARUP

Enhanced Report using the follow ng |ink:

Test | nfornmation
i1: Resul t Summary
| NTERPRETI VE | NFORMATI ON:  Non- | nvasi ve Prenat al

Irrevocabl e acti on such as pregnancy term nation should not be taken

2141.

Aneupl oi dy
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Test

Patient Age/Sex: Female

| nf or mat i on

il:

Result Sunmmary

Screen by cell-free DNA Sequenci ng
CHARACTERI STICS: This assay is a screening test that interrogates chronosomal
abnormalities (i.e., aneuploidies) using cell free DNA (cfDNA) extracted fromthe
bl ood pl asna of any singleton pregnancy. Patient risk for trisonmy 13, trisony 18,
trisomy 21, and sex chronpsone aneuploidies is reported. Fetal fraction, in
conjunction with other data quality nmetrics, nmust be nmet in order for each sanple to
yield a result. The assay is intended for use as a screen only and i s not
equi val ent to prenatal genetic diagnostic testing.

METHODOLOGY: Next Generation Sequencing (NGS) (aka Massively Parallel Sequencing
(MPS)) of fetal and maternal cfDNA present in the plasnma.

ANALYTI CAL VALI DATI ON ACCURACY: The anal ytical sensitivity was cal cul ated using
positive percent agreenment conpared to established methods to detect feta
aneupl oi dy. For sanmples with greater than 5 percent observed fetal fraction, the
positive percent agreenents (PPA) are as follows: T13 greater than 99.9 percent, T18
greater than 99.9 percent, and T21 is 96.1 percent. The conbi ned PPA for al

aneupl oidies is 97.5 percent. For sanples with |l ess than or equal to 5 percent
observed fetal fraction, the positive percent agreenents (PPA) are as follows: T13
is 66.7 percent, T18 is 60 percent, and T21 is 87.5 percent. The conbi ned PPA for

all aneuploidies is 72.3 percent. The specificity, as calcul ated as negative percent
agreenment, is 99.5 percent across all observed fetal fraction val ues.

CLI NI CAL PERFORMANCE: Information on clinical performance for this assay can be
found in the following reference: Borth H Analysis of cell-free DNAin a
consecutive series of 13,607 routine cases for the detection of fetal chronpsonal
aneuploidies in a single center in Gernany. Arch Gynecol Obstet.

2021; 303(6): 1407-1414.

LIMTATIONS: This is a screening test and should not be considered in isolation from
other clinical findings and di agnostic test results. High risk results nust be
confirmed by diagnostic testing (amiocentesis, CVS, or postnatal testing) before
any clinical decisions are made based on the screening test result. The current
iteration of this assay is limted to reporting the foll owi ng on singleton
pregnanci es: fetal sex, fetal fraction, risk level for trisony 13, 18, 21, and risk
| evel for sex chronbsonme aneupl oi di es XO XXX, XXY, and XYY. This assay is not neant
to detect deletions or duplications within a chronosone, polyploidy, naterna
abnormalities, bal anced chronbsone rearrangenents, or chronmosonal aneupl oi di es not
listed above. Results may be confounded by the foll ow ng: recent naternal bl ood
transfusi on, organ transpl ant, surgery, inmunotherapy, malignancy, naterna
nosai ci sm placental nopsaicism fetal dem se, disappearing twin, fetal partia
aneupl oi dy, and/or fetal npsaicism Sanples with observed fetal fraction | ess than
5.0 percent have |ower sensitivity to detect fetal aneuploidy, and the accuracy of
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i1 Result Sunmmary
the fetal fraction estimate is significantly |lower. Fetal dem se/m scarriage is not
assessed.

This test was devel oped and its performance characteristics determ ned by ARUP
Laboratories. It has not been cleared or approved by the US Food and Drug

Admi nistration. This test was performed in a CLIA certified |aboratory and is

i ntended for clinical purposes.

Counsel ing and inforned consent are recomended for genetic testing. Consent forns
are avail abl e onli ne.
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