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harmony

PREMNATAL TEST
performed i Gammany

>
€) cenata

Roche)

Patient and Provider Information

FATIENT HAME: ACCOUNT &
Maryam Behnod -
=& cale method. secure resull DATE OF BIRTH: CLINIC MAME:
(DD s e© 01.12.1981 Watson Genetic Laboratory
PR REFERRIMNGORDERIMNG CLINMCIAN:
Condta GmbH - Dr Mahdiyeh Taghizade
Pl Ehl'hr.ll Skr. 23 LASORATORY ID: OTHER D REFERRINGORDERING CLINICLAN FAX &
72076 Tlhingen 6112123568 * -
Deutschland FESTATIOMNAL AGE- OTHER CLIMICIAN:
14 wks 3 days -
# OF FETUSES: IWF STATUE: OTHER CLINICIAN FAX &
info[@cenata.de 3 ; L ; -
H COLLECTION DATE I:ll:l.'m."!'!'ﬂl : RECEIVED DATE DD.'MH'HH H REPCOIRT DATE:
49 7071 565 44 430
+39 7071 50 in PR G e DR P 17/08/2018

Test Results Fetal cfDNA Percentage: 4.9%
CHROMOSOME RESULT FROBABILITY RECOMMENDATION
Trisomy 21 (T21) Low Probability Less than 110,000 [0.01%) Review results with patient
Trisory 18 (T18) Low Probability Le<s than 1/10,000 [0.01%) Review results with patient
Trisomy 13 (T13) Low Probability Less than 1/10,000 (0.01%) Review results with patient
Fetal Sex Female
Sex Chromosome Aneuploidy Panel Low Probability

TEST DESCRIPTION

Thie Harmony Prenatal Test™ measwres the relative proportion of chromosomes to aid in the assessment of
fetal trisormies 21, 18, and 13. Harmony® performs a directed analysis of cell-free DA (cfDNA) in maternal blood
and incorparates the fetzl fraction of cfDNA in test results. Test results also incorporate maternal age [or egg
donor age) and gestational age related probability based on information provided on the test requisition form.
Probability of less than 1% is defined as low probability and 1% or greater is defined as high probability. Harmony
has been validated n singleton and twin pregnancies of at least 10 weeks gestational age. Harmony is not
validated for use in pregnancies with mare than two fetuses, demised twin, mosaicism, partial chromosome
aneuploidy, translocations, maternal aneuploidy, transplant, malignancy, or in women under the age of 13.
Harmony does not detect newral tube defacts. Twin resutts reflect the probability that the pregnancy mvoles at
least one affectad fetus. Analysis of cfOMA does not always correlate with fetal genotype. Mot all ansuploid
fetuses will have a high probability result and some suploid fetuses will hawve a high probability result.

Fetal Sex test guantifies the ¥ chromosome. & "femala” result indicates no detection of ¥ chromosome and a
"male" result indicates detection of ¥ chromosome. It does not exclude sex chromosome aneuplosdy. For bwin
pregnancies, a male result indicates one or two male fetuses.

Sex Chromosome Aneuploidy (5CA) Panel measures proportions of the ¥ and ¥ chromosomes. Sex
chromosome conditicns [Monosormy X, 3007, 30, X000 5307Y) are reported at probabilities of 1% or greater. An
Y o XXy result indicates teo or more fetal ¥ chromosomes. Sex Chromosome Aneuploidy Panel has only been
validated in singleton pregnancies.

CLUNICAL VALIDATION DATA FROM THE HARMONY PRODUCT NSERT®

Detection Rate False Positive Rate
T 107108 0641
Ti8 25/29 0644
Ti3 1212 0544

Dwtiection wre fehes posdSve |deardant mmult) retes b on probab ey an-of of 2,200 081

mﬂhm“hlwmdmmnmmb

i Th o trisaimy 31, LE, ind 13 b graiier thas 990%. Poilve

Ered v snlue |rhl:|un- by prevaienon. 'rhrpm.t-hﬂ-p raestl racoeied i ranl acubealerd to
tha PR, Far mons ndermition ragatding PRV rafer 102 e e, harma fvbind_esm PRy

Fetal Sex: TEESTET accuracy fof male of female ses

SCA Panel: 15745 detuciton rabe; falsn poiliee rale 2725
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HIGH PROBABILITY RESULT

harmon

PREMATAL TEST

FATIENT-ID: ACCOUNT &

Pariormmed by - durchpefihrt yon

Mledines, =.a
Galvanika 1300
SE-E20006 Bratislavs

Warnasseri Roushanak

Slovak repablic / Slovakel

Teleformummer +431 2 208 291 11 E’;"E”F BIRTH: 27 5.1985 CLINIC HAME: Watson Genetic Laboratory
Miedire, 5.a. ist ein fir den Hommony® Test MRME REFERRING/ORDERIMNG CLINICIAM:
won Roche Diagnostics zenziertes Labaor. - Oir Mﬂhdl-"."'Eh Taghizade
Peliadireo, 6.a. 6 o laboranory Boansod by LABORATORY D OTHER D REFERRINGORDERIMNG CLINKIAM FAX &
Roche Disgnostocs for the performance of E112034657 . -
the Harmony™ Frenatal Test EESTATIOMAL AGE- OTHER CLINICIAN:
14 wks 4 days -
# OF FETUSES: I¥F STATUE: OTHER CLINICIAN FAX &:
1 non-IVF pregnancy -
COLLECTION DIATE [ DD R8T ] - RECEIVED CHATE [ DD/ WY © REPOIAT DWTE:
11.6.2018 1462018 (DD My 19/06/2018

Test Results Fetal cfDNA Percentage: 14.2%
CHROMOSOME RESULT PROBABILITY RECOMMENDATION
Trizomy 18 [T18) Low Probability Less than 1/10,000 (0.01%) Rewview results with patient
Trisomy 13 (T13) Low Probability Less than 1/10,000 (0.013) Review results with patient
Fetal Sex Male
Sex Chromosome Aneuploidy Panel Low Probability

TEST DESCRIPTION CLINICAL VALIDATION DATA FROM THE HARMONY PRODLUCT INSERT®
Thie Harmany Prenatal Test™ measures the relative proportion of chromosomes to aid in the assessment of _ .

fetal trisomies 21, 18, and 13. Harmony® performs a directed analysis of cell-free DNA (cfDNA) in maternal blood Detection Rate False Fositive Rate

and incorporates the fetal fraction of cfDMA in test results. Test results also incorporate maternal age [or egg

donor age) and gestational age related probability based on information provided on the test requisition form. T21 107/108 af541

Probability of less than 1% is defined as low probability and 1% or greater i defined as high probability. Harmaony

has baen validated in singleton and twin pregnancies of at least 10 weeks gastational age. Harmony is not Tis 2323 0641

validated for use in pregnancies with more than two fetuses, demised twin, mosaicism, partial chromosome

aneuploidy, translocations, maternal aneuploidy, transplant, malignancy, or in women under the age of 18. Ti3 12/12 0f641

Harmony does not detect neural tube defects. Twin results reflect the probability that the pregnancy involves at

Daticdon afd fobia posbive |Seardant nEult) b bided on probaliity an-o8 o 10200 (18]
B thira condtioni an fics, limibed aumbeds of ansusiady bwin pragnincic bive been
b 4. T " prodicti luw tor trisarey 11, LE, and 13 b grsater than D, Pos v
the PP, For mare informition nigarding PRy rafer b g e, hie o mybalcom PPy

least one affected fetus. Analysis of cfDMA does not always correlate with fetal genotype. Not all aneuploid
fetuses will have a high probability result and some euploid fetuses will have a high probability result.

Fetal Sax test quantifies the ¥ chromozome. & "female" result indicates no detection of ¥ chromosome and a
"male" result indicates detection of ¥ chromosome. It does not excdude sex chromaosome aneuploidy. For twin
pregnancies, 3 male result indicates one or two male fetuses.

sex Chromosome Aneuploidy (3CA) Panel measures proportions of the X and ¥ chromosomes. Sex

N I I I I\ chromosome conditions [Monosormy X, 300, X0, 3000, XXyY) are reported at probabilities of 1% or greater. an Fetal Sex: TBE/TET eccuirecy Tof Wise of Rahe i
WY or 307 result indicates teio or more fetal ¥ chromosomes. Sex Chromosome aAneuploidy Panel has only been
validated in singleton pregnancies. SCA Panel: 1515 dutwction rabe; Talse peithe fate 2725
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SEQUENTIAL SCREENING TEST

CLINICAL INFORMATION

Estimation Method:
fge at Term:

EDCD:;

Gestation:

ID DM

Smoker:

Rh:
IVF:

by U5 on 27711713594
262 years
08/06/1395

Singleton

Mo

Mo

Unknown
Mo

Family History: Downs: W OSB: N

Trimesrter: First Second
Gestational Age: 12 wks 1 d 15 wks 1 d
Specimen Code: 62132 62132
Specimen Date: 27/11/1394 18M12/M13594

Received Date: 27/11/1394 18M12/M13594

Weight: 70 kg T2 kg
Screening Status: Initial sample
Para [ Gravida: 0/ 1

ULTRASOUND
Sonographer: DOD
Ultrasound Date: 27/M11/1394
CRL: 550mm HNB: Present
HWT: 1.50 mm  1.34 MoM 0384

------

b= t t t t t t t t t t t
EGRLE"E 40 45 50 55 860 &5 TFO T75 80 85

s
« ' prenatal care
(; assessment & screening
prenQigiogy Separtment

05> oS 5l oJlw P§ @S

odo> jI 81,Sgigm sl

CLINICAL RESULTS (at term)

MARKER FELILT MoM
PAPP-A 340.00 miwiL 0.13
free B-hCG 26.50 1U/L 0.76 1:10
AFP 1820 1U/mL 0.76
uE3 1.42 ngfmlL 0.85 1100
hCG 135.03 IU/mL 4.10
Inhibin-A 64314 pg/mil 2.99 121000
INTERPRETATION
Down Syndrome: Screen Positive 1-10000
HTD: Screen Megative
Trisomy 18/M13: Screen Megative
SLOS: Screen Megative

Ds

NTD T18M13 SLOS

1104 1100

I|—|. —

Puge Final Risk Frior Final Risk Prior Final Risk Prior Final Risk

11200 ~1:3

11000 1:15300 110700 -~11520 1200001180000

Down Syndrome

ONLY BIOCHEMISTRY RISK FOR DS = 122
NTD

defect is less than the screening cut-off.
Trisomy 1813

OMLY BIODCHEMISTRY RISK FOR T18/M13 = 1:447

SLOS
Screen negative for SLOS
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The risk of Down syndrome is GREATER than the screening cut-off. If the gestational age is confirmed, counselling
regarding the risks and benefits of amniocentesis is suggested.

The matemal serum AFP result is NOT elevated for a pregnancy of this gestational age. The risk of an open neural tube

These serum marker levels are not consistent with the patterm seen in Trisomy 18 pregnancies. Matermal serum scresning
will detect approximately 60% of Trisomy 18 pregnancies.
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o' brenatalcare

assessment & screening

pre

natalogy department

Para / Gravida

Estimation Method:

Age at Term:
EDD:

Gestation;
IDDM:

Smoker;

Rh:

IVF:

Family History:
zestational Age:
Specimen Code;
Specimen Date:
Received Date:
Weight:

Screening Status:

QUADRUPLE MARKER SCREENING TEST

CLINICAL INFORMATION
vy LS (11 wks 0 days on

14/06/1395)
325 years
06011356
Singleton

Mo

Mo

LInknown

Mo

Downs: W OSB: MW
17 weeks 6 days
128264

01/08M 355
01/08M 355

826 kg

Initial sample
172

ultrasound NiA

ULTRASOUND

BIOCHEMISTRY

MARKER

RESULT

Mol

AFP

4882 IU/mL

1.48

ugE3

1.30 ng/mL

0.43

hCG

477 IUimL

0.29

Inhibin-A

88.90 pa/mil

0.58

1:10

1:100

CLINICAL RESULTS (at term)

1250

NTD

1:104

T18

SLOS

INTERPRETATION
Down Syndrome: Screen Negative
NTD: Screen Negative
Trisomy 18: Screen Positive
SLOS: Screen  Positive

1:1000
1:10000
L} 1

Apge Final Risk Prior Final Risk Prior  Final Risk Prior  Final Risk
1:6885  ~1:530000 44000 15710 1:5810 143 120000 ~1:4T

own Syndrome
The risk of Down syndrome is LESS than the screening cut-off. Mo follow-up is indicated regarding this result.

NTD
The matemal serum AFP result is NOT elevated for a pregnancy of this gestational age. The risk of an open neural fube
defect is less than the screening cut-off.

Trisomy 18

The serum marker levels indicate an increased sk of TRISOMY-18. Counselling regarding a level Il ultrasound andfor
amniocentesis is suggested. This pattern of results may be seen in fetal demise unrelated to fetal trisomies. Extremely low
hCG could indicate non-pregnancy.

SLOS

This sample is screen positive for Smith-Lemili-Opitz Syndrome (SLOS). High resolution ultrasound, genetic counsealling
and amniocentesis for SLOS diagnostic testing should be considered.
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o' prencatalcare

assessment & screening
prenatalogy department

SEQUENTIAL SCREENING TEST

L TINTL A C W FA LN
Estimation Method: by UMS on 22111396

Age at Term: 37.9 years

EDD: 03/06/M1 397
Gestation: Singleton

L AU
Sonographer: Drs.M._Ehtiatkar
Ultrasound Date: 22/11/132268

CRL: 53.0mm MNB: Present
NT: 140 mm 1.23MoM 0274

IDDNE: Mo
Smoker: No e
Rh: Unknown T
IVF: Mo e -
Family History: Downs: N OSB: N — I — -
Trimester: First Second —t —
Gestational Age: 12 wks 1 d 15wks1d cpy 35 4D 45 50 55 60 65 70 75 80 85
Specimen Code:; 91338 SGE606 ==
Specimen Date: 22/11/1396 13121396
Received Date: 22/11/1396 13121396
Weight: 55 kg 58 kg
Screening Status: Initial sample
Para / Gravida: 0/ 1
BIOCHEMISTRY CLINICAL RESULTS (at term)
MARKER RESULT MoM DS NTD T18/13 SLO%
PAPP-A 2008 .00 miuL 0.72
free B-hCG 565 1L 0.16 1:10
1: 50
AFP 16.04 IL/mL 0.58 1104 1100
uE3 1.497 ngme 1.27 1:100 1250
hCG 9.88 IU/mL 0.25
Inhibin-4 311.69 pg/mi 1.1 1:1000
INTERPRETATION
Down Syndrome: Screen Megative 1:10000
NTD: Screen Hegative | |
Trisomy 18/13: Screen Megative Apge Final Risk Prior Final Risk Prior Final Risk Prior Final Risk
i 1177 ~1:5820 11000 117300 199410 ~1:2230  1:20000-1:325000
SLOS: Screen Megative

W _AYNdrome

ONLY BIOCHEMISTRY RISK FOR DS = 1:1085
NTD

defect is less than the screening cut-off.
Trisomy 18/13

OMLY BIOCHEMISTRY RISK FOR T18/13 = 1:475
SLOS

Screen negative for SLOS

Other Notes:

The risk of Down syndromes is LESS than the screening cut-off. The serum screen has indicated a REDUCED risk from
that based on matemal age. Mo follow-up is indicated regarding this result.

The matemal serum AFF result is NOT elevated for a pregnancy of this gestational age. The risk of an open neural tube

These serum marker levels are not consistent with the pattern seen in Tnsomy 18 pregnancies. Matemal semum scresning
will detect approximately G0% of Trisomy 18 pregnancies.

Based on Low Concentration of hiCG, Anomaly scan is suggested.
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o " renatal care

assessment & screening
prenatalogy department

QUADRUPLE MARKER SCREENING TEST

CLINICAL INFORMATION ULTRASOUND

Estimation Method: by U'S (11 wks 5 days on
30/09/1394) ultrasound N/A
Age at Term: 27.3 years
EDD: 16/04/13595
Gestation: Singleton
IDDM: No

Smoker: Mo
Rh: Unknown
IVF: Mo
Family History: Downs: N OSB: N
Gestational Age: 15 weeks 0 day
Specimen Code: 51404
Specimen Date; 23101394
Received Date: 23/10/1394
Weight: 83.0 kg

Screening Status: Initial sample
Para / Gravida: 0/4

GLINIGAL RESULTS (st term)

MARKER _RESULT MoM Ds NTD T18 SLOS
AFP 8416 1U/mL 3.99
ugE3 0.80 ng/mL 0.51 1:10
hCG 45.01 1U/mL 1.44 1 1- 100 1:50
Inhibin-A 263.19 pg/mi 1.29 1:100 1350

INTERPRETATION
Down Syndrome: Screen Megative
NTD: Screen  Positive
Trisomy 18: Screen Negative 1:10000
SLOS: Screen Megative

1:1000

B —

Age Final Risk Prior FmaIRj;k Prior Final Risk Prior Final Risk
14230 ~1:4620 14000 1:5 1:12300~1:23500  1:20000~1:13600

Down Syndrome
The risk of Down syndrome is LESS than the screening cut-off. Mo follow-up is indicated regarding this result.

NTD

The matemal serum AFP result is EXCEPTIONALLY HIGH, indicating a substantially elevated risk of an open neural tube
defect. Counselling is indicated regarding further investigations, including a detailed fetal ultrasound and in some cases
amniocentesis.

Trisomy 18

These serum marker levels are not consistent with the patterm seen in Trsomy 18 pregnancies. Maternal serum scresning
will detect approximately 60% of Trisomy 18 pregnancies.

SLOS

Screen negative for SLOS

NN
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o " renatal care

assessment & screening
prenatalogy department

SEQUENTIAL SCREENING TEST

CLINICAL INFORMATION
Estimation Method: by LS on 18/03/1306 sonographer: Lrs M. Ehtath
Age at Term: 27.9 years Ultrasound Date: 18031328
. CRL- GB.B mm
EDD: 22008/1396
IDDM: Mo
Smwoker: Mo 3
Rh: Unkrown T T
IVIF: Mo L L
Family History: Downs: N OSB: N T _ I
Trimester: First Second U S S S —
Gestational Age: 12 whks 1 d 17 whs 3 d EEHLE'E 40 45 B 5 80 &5 TOD 75 BOD &5
Specimen Code: 26134 32245 -
Specimen Date: 12/03/13846 17004/ 1395
Received Date: 12/03/1395 17004/ 1395
Weight: 74 kg 73 kg
Screening Status: Initial sampls
Para ! Grawvida: 0/ 1

CUNICAL RESULTS (ot term

MARKER RESULT Mo Ds HTD Ti8/M13 SLOS
PAPP-& 4085 00 mlUvL 1.29
free B-hiCG 35231 WL 132 1.0
AFF 10350 IWimL | 3.11 100 1:30
uE3 4 BT mgimiL 1.66 1100 1-250
hCG 42 28 1L mL 217
Inhibin-& 438.73 pgiml 278 121000

INTERPRETATION
Down Syndrome: Screen Negative 1-10000

NIDx: Screen Positive

Trisomy 18113: Screen Negative ~ Age FAnalRlsk  Prior  Final K=k Prior Final Risk  Prior Final Rlsk
_ 11190 ~1:50000 101000 1912 153430 ~159000  1:20000-1:365000
SLOS: Screen Negative

REMARKS
Diown Syndrome
The risk of Down syndroms is LESS than the screening cut-off. Mo follow-up is indicated regarding this result
NTD
The matemal serum AFFP result is HIGH for a pregnancy of this gestational age, indicating a substanbially increased nisk of

an open neural tubs defect  If the gestational age is confirned, a LEVEL |l ultrasound and counssling regarding the risks
and benefis of AMNIOCENTESIS are recommended.

Trisonmy 18/13

These ssrum marker levels are not consistent with the patterm s=en in Tnsomy 18 pregnancies. Matemal serum screening
will detect approximately 80% of Trisomy 18 pregnancies.

SLOS

Screen negative for SLOS
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o " renatal care

assessment & screening
prenatalogy department

e —
SEQUENTIAL SCREENING TEST
FIy-sician. Lr Jaranirn |
CLINICAL INFORMATION ULTRASOUND
Estimation Method: by 'S on 05/04/1395 Sonographer: 000
Gestation: Singleton MT: 1.00 mm 0.94MoM 0074
IDDM: Mo
Smoker: Mo ki
FEh: Unknown T
IVF: Mo L
. I
Family History: Downs: N O3B N 1 - I
Trimester: First Second ~
Gestational Age: 11 wks G d 18wks1d = crp 35 40 45 S50 S5 60 65 7O TS5 &0 &5
Specimen Code: 93356 105178 —_—
Specimen Date: 05/04/1395 18/06/M1355
Received Date: 05/04/1395 18/05/13585
Weight: 63 kg 68 kg
Screening Status: Initial sample
Para / Gravida: 1/ 3

CLINICAL RESULTS (at term)

MARKER RELILT ) MaoM
PAPP-A 149500 mlIU/L 0.54
free B-hCG 3513 1L 0.90 1:10,
AFP 106.70 IUfmL 2.70
uE3 4.09 ng/mL 1.25 1:100
hCG 33.78 IWimL 1.87
Inhibin-A 248 30 pg/mi 1.37 1:1000
INTERPRETATION
Down Syndrome: Screen Megative 110000
HTD: Screen Positive ||

Trisomy 18/13: Screen Negative

SLOS: Screen Megative

5LOS

DS NTD T18/13
1 1:100
T 250
1 || —————
Age Final Risk Pricr  Final Risk Prior Final Risk
11417 <1:50000 11000  1:49 1:T16  ~1:62300

Prior Final Risk
1:20000~1 965000

Down Syndrome

NTD

Trisomy 18M13

SLOS

Screen negative for SLOS

The risk of Down syndrome is LESS than the screening cut-off. The serum screen has indicated a REDUCED risk from
that hased on matemal age. Mo follow-up is indicated regarding this result.

The matemal serum AFF result is ELEVATED for a pregnancy of this gestational age. This indicates an increased risk of

an open neural tube defect. Counselling is indicated regarding further investigations, including a detailed fetal ultrasound
and in some cases amniocentesis.

These serum marker levels are not consistent with the pattern seen in Tnsomy 18 pregnancies. Maternal serum screening
will detect approximately 60% of Trisomy 18 pregnancies.
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o " renatal care

assessment & screening
prenatalogy department

SEQUENTIAL SCREENING TEST

CLINICAL INFORMATION

Estimation Method: by USS on 09/04/1395

Age at Term:

EDD:
Gestation:

IDDM:
Smoker:
Rh:

IVF:

Family Histony:
Trimesrter:
Gestational Age:
Specimen Code:
Specimen Date:
Received Date:
Weight:

Screening Status:

Para / Gravida

359 9 vears

Singleton

Mo

Mo
Linknown
Mo
Downs: W
First
Mwks2d
041638

58 kg

:1/3

27101395

09V04/1395
09/04/1395

Initial sample

0SB: N 1 ————-—__—#_—#__—F

______
______

Second |.q| [

15 wks 2d
00914 LRL
06/05/1395
06/05/1355
61 kg

ULTRASOUND

Soncgrapher: 000
Ultrasound Date: 00/04/1385

CRL: 450mm MNBE: Present
HNT: 070 mm ©O.71 MoM _029A

MARKER

RESULT

BIOCHEMISTRY

Mo

CLINICAL RESULTS (at term)

PAPP-A

1399.00 miLL

0.52

free B-hCG

10.81 IL/L

0.25

1:10

AFP

92.61 ILU/mL

3.39

uE3

1.56 ng/mlL

0.7

1:100

hCG

22.88 1LU/mL

0.66

Inhibin-A

190.99 pa/mi

0.88

1:1000

INTERPRETATION
Down Syndrome: Screen Negative

NTD: Screen Positive

Trisomy 18/13: Screen Negative
S5LOS: Screen Negative

1:10000

T 250

| — |
Age Final Risk
1:13F  ~1:530000

Prior
14000 13

NTD

1: 1100

T18M13

SLOS

Final Risk Prior
1:827

Final Risk Prior Final Risk
1:220000~1:108000

~1:2630

own

yndrome

NTD

SLOS

Screen negative for SLOS

The risk of Down syndrome is LESS than the screening cut-off. The serum screen has indicated a REDUCED risk from
that hased on matermal age. Mo follow-up is indicated regarding this result.

The matemal serum AFP result is EXCEFTIONALLY HIGH, indicating a substantially elevated risk of an open neural tubs
defect. Counselling is indicated regarding further investigations, including a detailed fetal ultrasound and in some cases

amniocentesis.
Trisomy 18/13

These serum marker levels are not consistent with the pattern seen in TAsomy 18 pregnancies. Matemal serum screening
will detect approximately 60% of Trisomy 18 pregnancies.

ONLY BIOCHEMISTRY RISK FOR T18/13 = 1:184
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