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Pe3yanaTbI unccaepgoBsaHuaA npoueHTHoe coaepkaHue BKAHK nnoaa: 9,3%

XPOMOCOMA PE3Y/IbTAT BEPOATHOCTb

PEKOMEHOALMN

[Bucoran sepommocrs [ onee, uem 99/100 (59%)

Tpucomus 21 (T21)

Koucynb'rau,vm reHeTUKa u gonosIHuTeNbHoOe uccneaosaHue

Tpucomus 18 (T18) HuW3Kan BepoATHOCTbL Menee, yem 1/10 000 (0,01%)

06cyauUTb pesynbTaThbl C NaLUEHTOM

Tpucomus 13 (T13) HuW3Kan BepoATHOCTbL Menee, yem 1/10 000 (0,01%)

06cyauUTb pesynbTaThbl C NaLUEHTOM

Mon nnopa My:KcKkoM

MaHenb aHeynaoMAUMN NONOBLIX XpoMocom  Hu3Kana BepoATHOCTb

OMNUCAHMUE TECTA

MpeHatanbHbiit Tect Harmony® n3mepseT OTHOCUTENbHYIO LO/H0 XPOMOCOM A1 OLLeHKU Tpucommm 21, 18 n 13.
Harmony® npoBoaWT HanpaBaeHHbI aHann3 BHekneTouHoi AHK (BkAHK) B KpoBy maTepu v yunTbiBaeT GeTanbHyto
dpakumio BkAHK B pesynbTaTax TecTa. Pe3ynbTaTbl TECTA TAKXKE YYUTbIBAIOT COOTBETCTBYHOLLYIO BEPOATHOCTb NO
BO3PACTy MaTepu (MM BO3PacTy AOHOPA ANLEKNETKM) U NO CPOKY GepemeHHOCTU Ha OCHOBaHWM NPeAoCTaBAEHHOMN
BMeCTe C TecTupyembim 06pasL,om nHGopmaLmn. PesynbTaT oLeHKM MeHee 1% onpefenseTca Kak HU3Kasa BEPOATHOCTb,
a 1% unu 6onee onpeaenseTca Kak BblCOKas BEPOATHOCTb. Harmony BaAnaupoBsaHa Ana 04HONN0AHbIX 6epemeHHOCTel
1 pis 6epemeHHOCTEN ABOMHEN NPU cpokax 6epemeHHOCTM He MeHee 10 Hegenb. Harmony He BaanavposaHa ans
MCMNo/Ib30BaHMA Npyu 6epeMeHHOCTAX ¢ bonee Yem ABYMA SMBPUOHAMM, KUCHE3HYBLUMM» BAU3HEL,OM, MO3aULIU3MOM,
YaCcTUYHOM XPOMOCOMHOM aHeynIonanei, TpaHCAoKaumMein, MaTepUHCKOM aHeynaonamen, TpaHCNAaHTaumen,
3/10Ka4eCTBEHHBIMU OMYXONAMM MU Y XKEHLMH B BO3pacTe Ao 18 neT. Harmony He BblABNAeT AedeKTbl pa3BuTUA
HepBHOI TPYBKK. PesynbTaTbl 417 ABOWHW OTPAXKaOT BEPOATHOCTb TOMO, YTO NO KPaliHE MEPe OAWH NNOA NOPAXKEH.
Ananus BkIHK He Bcerga cOOTHOCUTCA C reHOTMNOM NaoAa. He y Bcex aHeynouAHbIX N10A0B byaeT pesynbTtaT ¢
BbICOKOI BEPOATHOCTBIO, @ Y HEKOTOPbIX 3YNAOUAHbIX NN0A0B ByAEeT pe3ynbTaT C BbICOKOWH BEPOATHOCTLIO.

TecT nona nnoaa onpefenaeT KOAMYECTBO Y XPOMOCOMbI. PE3yNbTaT «KEHCKMIA» yKa3biBaeT Ha OTCYTCTBUE
BbIABNEHMA Y XPOMOCOMBbI, @ PE3ybTaT KMY}KCKOM» YKa3blBaeT Ha BblABNEHME Y XPOMOCOMbI. ITO He UCKANtoYaeT
aHeyn/0MaMIo NOJI0BbIX XPOMOCOM. Mpu 6epeMeHHOCTM ABOMHEN Pe3yNbTaT «MY>KCKOW» FOBOPUT O HAJIMYUM OJHOTO
WA ABYX NIOA0B MYXCKOrO nona.

MaHesib aHeynIoMAMM No0BbLIX Xpomocom (AMX) usmepset nponopummn X u Y xpomocom. COCTOSAHMA NMONOBbIX
xpomocom (moHocomma X, XXY, XYY, XXX, XXYY) oTparkatoTcs B oT4eTe npu BepoaTHocTU 1% unn 6onee. PesynbTat XYY
nnm XXYY o3HayaeT Hanuuue Asyx unu 6onee Y xpomocom nioga. MaHenb aHeyn1ouamMm nonoBbix XpoMocom bbina
BaNMAMPOBAHA TONBKO ANA OAHONNOAHBIX GepemeHHOCTeN.

*CCbI/IKN: Stokowski R et al. Prenatal Diagnosis 2015; 35, 1-4; IFU-1290 MHCTPYKLMA MO UCMONb30BaHMIO Habopa Ana invitro guarHocTuku Harmony. KanMHuyeckue aaHHble OCHOBaHbI Ha cepumn
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CLUA). PearenTs Harmony® 1 nporpammoe o6ecneveriie cucremsl Ariosa cell-free DNA System (AcfS), ucnonb3yemoe kaK wacrs MpeHatansHoro Tecta Harmony, umetor
CKPMHUHT W He [LONKHbI UCNONIb30BATHCA B KAYECTBE OCHOBAHMA AU1A NOCTAHOBKU AATHO3a. HArMONY He NPOBOAWT CKPUHUHT Ha BO3MONKHBIE
KPOMe Tex, KOTOpbIE ACHO yKa3aHb! B 3TOM AOKyMeHTe. TTpex/e Yem NPUHMMATS M0GOe PeLLIeHIe O 1edeHIN, BCe JKeHLMHbI AO/MKHbI OBCYAUTL CBOM PE3yALTATSI C BPA4OM, KOTOPbI MOKeT

OAHHBIE KIMHUYECKOW BAZIMAALMK U3 BKNAABILIA NPOAYKTA HARMONY*

BepoAaTHOCTb
BepoATHOCTb BbiABNEHUA
NIO}KHOMONOXKUTENbHBIX
T21 107/108 0/641
T18 29/29 0/641
T13 12/12 0/641
BepoaTHoCTb " b { THOrO)

OCHOBaHbI Ha OTCeuKe BepoATHOCTH 1/100 (1%). MockonbKy Takue 3a6onesaHna BCTpeyaroTca
peako, Wb Orp: KONMYECTBO Ten ABOIHEN ¢
aHeynnonaueit. MporHoCTU4EeCKan LEEHHOCTb OTPULIATENBHOTO pe3ybTata Ans TpUcomun 21, 18
1 13 cocTasnfeT cebiwe 99%. MPOrHOCTMYECKan LEHHOCTb NONOXKUTENbHOTO pesyabTata (MLUMNP)
3aBucmT OT o i 8 oTueTe BEPOATHOCTY He ABAAETCA
3keuBaneHTom MNUMP. Bonble nHdopmaumu o NUMP 3aecs: http://www.harmonytest.com/PPV

Mon nnopa: TouHOCTb 786/787 ANA MY¥KCKOTO MW XKEHCKOTO nona.

Manens ANX: BepOoATHOCTb BbIABAEHNA 15/15; 4acTOTa IOKHONONOKUTENbHBIX

pesynbratos 2/725.

P c KO/IMYECTBEHHOrO aHa/I13a Ha OCHOBE

CEs c 1 98/79/EC

8 cnysae

HARMONY 1 MPEHATAJIbHbBIA TECT HARMONY 1 ux rpaduueckoe u3o6paskeHne ABAAIOTCA TOProBbIMM Mapkamu KomnaHum Ariosa Diagnostics, Inc. 8 CLUA. HARMONY aBnseTca 3aperucTpupoBaHHOi TOProgoii MapKoii rpynnbl komnaxuii Roche 8 apyrux crpanax.fce oCTanbHble
R

TOProBble MapKku ABNAIOTCA COBCTBEHHOCTbIO X NpaBoobnaaaTeneii. " s
P P P A [OupekTtop nabopatopuu: Dr. Karina Habig

.. ev 4,
Arztlicher Leiter / medical director: Dr. Kai Lithgens



Cenata GmbH, Paul-Ehrlich-Str. 23, 72076 Tiibingen

Company name

Company street

Company city

Company country

PATIENT NAME: Patient name

LAB No.: 12345678
COLLECTION DATE: 21.01.2025 08:07
DATE OF SAMPLE ENTRY: 22.01.2025 12:09
GESTATIONAL AGE: 11 weeks 6 days

# OF FETUSES: 1

IVF STATUS: non-IVF pregnancy

Test Results

Harmony® Test: Suspicious

® 000

Fetal cfDNA Percentage

Probability for Trisomy 21

Probability for Trisomy 18

Probability for Trisomy 13

Probability of sex chromosome aneuploidies
Sex chromosome analysis

Fetal Sex

Interpretation

The Harmony® Test is a highly accurate screening test for fetal chromosomal abnormalities. The test is not validated as a diagnostic procedure.
False-positive and false-negative results can, though relatively rarely, occur. The Harmony® Test is not validated for use in pregnancies with more than
two fetuses, vanishing twin syndrome, chromosomal mosaicism, partial chromosomal aneuploidy, translocations, maternal aneuploidy, post-transplant

state, or active cancer. The test was performed by Cenata GmbH, Tubingen, Germany.
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Date of medical report Jan 24, 2025

Medical report - Harmony® Prenatal Test

DATE OF BIRTH:
YOUR NUMBER:
PATIENT AGE:

BODY WEIGHT:

PRIMARY SAMPLE:

Results
9.3%
high risk (>99%)
low risk (<0.01%)
low risk (<0.01%)
low risk (<0.01%)
XY

male

03.02.1984
12345

40 years
60.0 kg

cfDNA blood collection tube

Normal Range
24%
<1%
<1%
<1%
<1%

@ The result indicates a high risk for a fetal trisomy 21. The probability result reported is not equivalent to the PPV (positive predictive value) for
the presence of the aneuploidy. Based on the performance values of the Harmony® Test (sensitivity 99.5%, specificity 99.96%), the age-adjusted
PPV is 97%. The PPV indicates the probability that a trisomy 21 is present in the fetus. Please note that the PPV is conditional on prior risk
factors. If an ultrasound examination indicated an increased risk for trisomy 21 or if other reasons for an increased trisomy 21 probability exist
(such as trisomy 21 in a previous pregnancy), the PPV is significantly increased. Further investigation by means of an invasive procedure (CVS/
amniocentesis) and subsequent chromosome analysis is recommended. We recommend the communication of the findings in the context of

detailed genetic counseling.
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COLLECTION DATE: 21.01.2025 08:07 PATIENT AGE: 40 years

@ Unsuspicious finding with low risk for the presence of a trisomy 18. The detection rate of the Harmony® Test in singleton pregnancies for a fetal
trisomy 18 is 97.4% at a false-positive rate of 0.02% (n = 22,399) (Stokowski et al., Prenat. Diagn. 2015; 35: 1243-1246). For twin pregnancies,
the detection rate of the Harmony® test for trisomy 18 is 92.8% at a false positive rate of 0.01% (n = 6,840) (Judah et al., Ultrasound Obstet
Gynecol. 2021; 58:178-189).

© Unsuspicious finding with low risk for the presence of a trisomy 13. The detection rate of the Harmony® Test for a fetal trisomy 13 in singleton
pregnancies is about 93.8% at a false-positive rate of 0.02% (n = 14,243) (Stokowski et al., Prenat. Diagn. 2015;35:1243-1246). For twin
pregnancies, the detection rate of the Harmony® test for trisomy 13 is 94.7% at a false positive rate of 0.10% (n = 6,290) (Judah et al.,
Ultrasound Obstet Gynecol. 2021; 58:178-189).

@ Unsuspicious finding. No increased risk for the presence of an X/Y-chromosomal disorder. The detection rate of the Harmony® test for X/
Y-chromosomal aneuploidies is approximately 94% for singleton pregnancies (Hooks et al, Prenat. Diagn. 2014; 34:496-499; Nicolaides et al, Fetal
Diagn. Ther. 2014; 35: 1-6.) at a false-positive rate of 0.14% (n=61606) (Llthgens et al., Prenat. Diagn. 2021; 41: 1258- 1263).

© The fetal sex analysis determines the presence of Y-chromosomal cell-free DNA sequences. A “female” result indicates the absence of a Y
chromosome and a “male” result indicates the presence of a Y chromosome. In the present test Y-chromosomal sequences could be detected in
the maternal blood, which indicates that the fetus is male. The accuracy of the fetal sex determination is > 99% (95%-Cl: 99.2 - 100%). The fetal
sex test does not exclude sex chromosome aneuploidy.

For any inquiries please contact us per email (info@cenata.de) or phone under the number +49 (0)7071 565 44 430.

Dr. rer. nat. Monika iinzel
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