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Harmony (Trissomia 21, 18, 13)  
com ou sem opção do sexo do feto

Harmony com painel da aneuploidia dos 
cromossomas sexuais ou monossomia X 

Gravidezes unifetais incluindo FIV ü ü

Gravidezes gemelares incluindo FIV ü Não elegível

Mais de 2 fetos Não elegível Não elegível

Consentimento Informado da Paciente

O Teste Pré-Natal Harmony e as opções de teste disponíveis são testes de rastreio desenvolvidos em laboratório que analisam o ADN livre no sangue 
materno. Os testes ajudam a determinar condições genéticas ou cromossómicas fetais, assim como o sexo do feto, se selecionado. Em alguns casos, 
os testes de seguimento para confirmação baseados nos resultados destes testes podem revelar condições genéticas ou cromossómicas maternas.

Para uma descrição completa do Teste Pré-Natal Harmony e das opções de teste disponíveis, consulte: www.harmonytest.com.

Quem é elegível para fazer o Teste Pré-Natal Harmony?

As pacientes devem ter uma idade gestacional de pelo menos 10 semanas para poderem realizar qualquer um dos testes Harmony. Pacientes que 
tenham recebido um transplante de medula óssea ou de órgãos, com antecedentes de, ou, doença oncológica ativa, ou gravidez de gémeos com morte 
de um feto não são elegíveis para o Teste Pré-Natal Harmony. A seguir encontram-se critérios de elegibilidade adicionais:

Quais são as limitações do Teste Pré-Natal Harmony?

O Teste Pré-Natal Harmony não está validado para utilização em gravidezes com mais de dois fetos, gémeo morto no útero, mosaicismo, aneuploidia 
cromossómica parcial, translocações, aneuploidia materna, transplante materno, doença oncológica materna, ou em mulheres com menos de 18 
anos. O Harmony não deteta anomalias do tubo neural. Certas condições biológicas raras podem também afetar a precisão do teste. Foram avaliados 
números limitados de gravidezes gemelares com aneuploidia e com doação de óvulo porque estas condições são raras. Os resultados das gravidezes 
gemelares refletem a probabilidade de a gravidez apresentar pelo menos um feto afetado. Para as gravidezes gemelares, os resultados masculinos 
aplicam-se a um ou a ambos os fetos, e os resultados femininos aplicam-se a ambos os fetos.

Não serão detetados todos os fetos com trissomia. Alguns fetos com trissomia poderão apresentar resultados de BAIXA PROBABILIDADE. Alguns fetos 
sem trissomia poderão apresentar resultados de ALTA PROBABILIDADE. São possíveis resultados falsos-negativos e falsos-positivos. Um resultado 
de BAIXA PROBABILIDADE não garante uma gravidez não afetada devido às limitações de rastreio do teste. O Harmony fornece uma avaliação da 
probabilidade, não um diagnóstico, e os resultados devem ser considerados no contexto de outros critérios clínicos. Recomenda-se que um resultado 
de ALTA PROBABILIDADE e/ou outras indicações clínicas de anomalia cromossómica seja confirmado mediante análise do cariótipo fetal, por exemplo, 
realizando uma amniocentese. Recomenda-se que os resultados sejam comunicados em circunstâncias definidas pelo seu profissional de saúde que 
incluam o aconselhamento adequado.

O que acontece à minha amostra depois de concluído o teste?

Não serão executados testes clínicos adicionais na sua amostra de sangue para além dos autorizados pelo seu profissional de saúde. A Ariosa 
Diagnostics revelará os resultados do teste apenas ao profissional(ais) de saúde indicado(s) na frente deste formulário, ou ao seu representante, a não 
ser que autorizado por si ou conforme exigido pelas leis, regulamentos ou ordens judiciais. 

Detalhes sobre as políticas e procedimentos da Ariosa relativos à privacidade dos pacientes e informação clínica, incluindo os direitos dos pacientes no 
que se refere a essa informação, podem ser encontrados em www.ariosadx.com/privacy-policy/. 

A obtenção de consentimento informado para testes genéticos constitui o padrão de cuidados atual. Este formulário foi concebido de forma a cumprir os 
requisitos da Lei dos Direitos Civis do Estado de Nova Iorque, Secção 79-L, e da Lei Geral do Massachusetts, Capítulo 111, Secção 70G. 
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Patient Information

Patient Name (Last, First)

Date of Birth YYYY/MM/DD

Address

City/State or Province

Country/Postal Code

Phone

Medical Record Number

Gender          ¨ Female          ¨ Male

Weight (kg) Height (m)

Patient Signature for Informed Consent

My signature on this form indicates that I have read, or had read to me, 
the informed consent on the back of this form. I understand the informed 
consent and give permission to Ariosa to perform the laboratory test(s) 
selected. I have had the opportunity to ask questions and discuss 
the capabilities, limitations, and possible risks of the test(s) with my 
healthcare provider or someone my healthcare provider has designated. 
I know that if I wish, I may obtain professional genetic counseling before 
signing this consent.

I expressly agree and give permission for my personal data included 
in this test requisition form, as well as my blood sample, to be shipped 
and transmitted to Ariosa for the purposes of performing the Harmony 
test(s). I understand and agree to allow my personal data to be processed 
and stored by Ariosa and its sub-processors in accordance with the 
information provided on the back of this form and on the Ariosa Privacy 
Notice, also available at www.ariosadx.com/privacy-policy. I agree to allow 
my personal data and blood samples to be transferred outside of my 
country for testing and I understand that this may mean that my personal 
data will be processed in a country that does not provide the same level of 
privacy protection as my own. I understand that such a transfer is required 
in order to perform the Harmony test(s). I understand that failure to 
consent to the use and processing of my personal data by Ariosa and its 
sub-processors means that I will be unable to take the Harmony test(s). 

Patient Signature

Date YYYY/MM/DD

Opt-In for Sample Retention for Study or Research Use

¨ Opt-In 
 I understand that if I choose to opt in and allow Ariosa to use my 
unused sample in this manner, any information that can identify me will 
be removed. I understand that my unused sample will be stored with 
some of the non-identifiable clinical data Ariosa or its affiliates received 
from me (such as number of fetuses).

I understand that if I do not opt in, I will still be able to take the Harmony 
test(s). If I do not opt in, my unused samples will not be used for these 
purposes and will be destroyed in accordance with Ariosa’s policies 
and procedures. In all cases, my sample and personal data, including 
my test results, will be stored, used, and destroyed in compliance with 
applicable laws, rules, and regulations. 

Ordering Lab
Specimen ID

Optional

Place the
-PAT barcode

label here

Clinic Information

Account Number

Roche Customer ID

Account Name

Ordering Clinician

Address

City/State or Province

Country/Postal Code

Phone

Referring Clinician

Clinician Signature

I attest that my patient has been fully informed about the capabilities, 
limitations, and possible risks of the test(s). The patient has given full 
consent for this test. The tests ordered are medically necessary and will 
assist in determining the patient’s medical management and treatment 
options. The person listed as the Ordering Clinician is legally authorized 
to order the test(s) requested herein.

Clinician Signature

Date YYYY/MM/DD

Test Menu Options and Clinical Information

¨ Harmony Prenatal Test (T21, T18, T13)

Please mark any additional test options requested:
     ¨ Fetal Sex
     ¨ Monosomy X1,2

     ¨ Sex Chromosome Aneuploidy Panel1,2

     ¨ 22q11.21

1Singletons only          2Fetal sex not reported

Gestational Age, choose A or B:

A. _____weeks_____days          measured on YYYY/MM/DD
B.          ¡ LMP        ¡ EDD      ¡ IVF   Date YYYY/MM/DD

Number of Fetuses ¡ 1     ¡ 2

IVF Pregnancy?      ¡ No  ¡ Yes

Important Blood Draw Information

Complete A & B:

A. Collection Date YYYY/MM/DD

B.  Write the patient’s full name and 
date of birth on tube barcodes.  
Name, barcode, and date of birth  
must match the TRF. Place labels 
lengthwise on the blood tubes as  
shown in the example.

Egg used in IVF: ¡Patient  ¡Donor
Patient/donor age 
at egg retrieval:_____Years
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Detection Rate
False 

Positive Rate

T21
>99%

(95% CI: 97.9-99.8%)

<0,1%
(95% CI: 0.02-0.08%)

T18
97,4%

(95% CI: 93.4-99.0%)

<0,1%
(95% CI: 0.01-0.05%)

T13
93,8%

(95% CI: 79.9-98.3%)

<0,1%
(95% CI: 0.01-0.06%)

Detection and false positive (discordant result) rates based 
on probability cut-off of 1/100 (1%). Because these conditions 
are rare, limited numbers of aneuploidy twin and egg donor 
pregnancies have been evaluated. The negative predictive 
value for trisomy 21, 18, and 13 is greater than 99%. Positive 
predictive value (PPV) varies by prevalence. The probability 
result reported is not equivalent to the PPV. For more 
information regarding PPV refer to: www.harmonytest.com/PPV

Clinical Data

Fetal Sex  >99% accuracy for male or female  
sex (95% CI: 99.2-100%)

SCA Panel  SCA Panel provides probability for 
non-mosaic fetal sex chromosome aneuploidies. 
Test performance varies by condition. Limited 
numbers of sex chromosome aneuploidy cases 
have been evaluated to date. 

22q11.2  Limited numbers of 22q11.2 cases have 
been evaluated to date.

Test Description
The Harmony 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 and incorporates the fetal 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 in singleton and twin pregnancies of at least 10 weeks 
gestational age. Harmony is not 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. Harmony does not detect neural tube defects. Twin results reflect the 
probability that the pregnancy involves at least one affected fetus. Analysis of cfDNA 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. The Harmony Prenatal Test is not a diagnostic test and results 
should be considered with other clinical criteria and communicated in a setting that includes appropriate 
counseling.

Fetal Sex test quantifies the Y chromosome. A “female” result indicates absence of Y chromosome and a 
“male” result indicates presence of Y chromosome. It does not exclude sex chromosome aneuploidy. For twin 
pregnancies, a male result indicates one or two male fetuses.

Sex Chromosome Aneuploidy (SCA) Panel measures proportions of the X and Y chromosomes. Sex 
chromosome conditions (Monosomy X, XXY, XYY, XXX, XXYY) are reported at probabilities of 1% or greater. 
An XYY or XXYY result indicates two or more fetal Y chromosomes. Sex Chromosome Aneuploidy Panel has 
only been validated in singleton pregnancies..

22q11.2 test uses targeted analysis of chromosome cfDNA fragments from within a 3Mb region of 22q11.21 to 
determine the probability of a deletion. “High probability of a deletion” indicates that the analysis detected a 
decrease of cfDNA fragments consistent with a deletion in the 22q11.21 region, which may be fetal, maternal 
or both. “No evidence of a deletion observed” indicates the analysis does not find an increased probability for 
a deletion in the 22q11.21 region. Not all fetuses with 22q11.2 deletions will be classified as high probability. 
This test does not rule out the possibility of other clinically significant aneuploidy, single gene conditions, 
microdeletions or microduplications being present in the fetus. Women with a known 22q11.2 deletion are not 
eligible for this test. 22q11.2 test has only been validated in singleton pregnancies.

Patient Informed Consent
The Harmony Prenatal Test is a laboratory-developed screening test that analyzes cell-free DNA (cfDNA) in maternal blood. The test provides a probability  
assessment, not a diagnosis, of fetal chromosomal or genetic conditions, and fetal sex determination. Consider Harmony results in the context of other clinical  
criteria. Follow up confirmatory testing based on Harmony results for Trisomy 21, 18, 13, sex chromosome aneuploidy, or 22q11.2 could reveal maternal chromosomal  
or genetic conditions in some cases. Results from the Harmony Prenatal Test should be communicated in a setting designated by your healthcare provider  
that includes the availability of appropriate genetic counseling.
For a full test description of the Harmony Prenatal Test and available report options, please visit: www.harmonytest.com.

Who is eligible for the Harmony Prenatal Test?
Women who are at least ten weeks pregnant are eligible for the Harmony Prenatal Test offerings. Patients with a twin pregnancy are not eligible for sex chromosome 
aneuploidy or 22q11.2 options. The Harmony Prenatal Test is not for patients with:
• a history of or active malignancy
• a pregnancy with fetal demise
• a pregnancy with more than two fetuses
• a history of bone marrow or organ transplants

What are the limitations of the Harmony Prenatal Test for Trisomies 21, 18, and 13, sex chromosome aneuploidy,  
and fetal sex determination?
The Harmony Prenatal Test is not validated for use in pregnancies with more than two fetuses, fetal demise, mosaicism, partial chromosome aneuploidy, translocations, 
maternal aneuploidy, transplant, malignancy, or in women under the age of 18. Harmony does not detect neural tube defects. Certain rare biological conditions may 
also affect the accuracy of the test. For twin pregnancies, HIGH PROBABILITY test results apply to at least one fetus; male test results apply to one or both fetuses; 
female test results apply to both fetuses.
Due to the limitations of the test, inaccurate results are possible. A LOW PROBABILITY result does not guarantee that a fetus is unaffected by a chromosomal or genetic 
condition. Some non-aneuploid fetuses may have HIGH PROBABILITY results. In cases of HIGH PROBABILITY results and/or other clinical indications of a chromosomal 
condition, confirmatory testing is necessary for diagnosis. 

What are the limitations of the Harmony Prenatal Test for 22q11.2?
In addition to the limitations discussed above, the 22q11.2 option is not validated for use in pregnancies with more than one fetus or for women with  
a 22q11.2 duplication or deletion. A 22q11.2 deletion may not be detected in all fetuses. Due to the limitations of the test, a NO EVIDENCE OF A DELETION OBSERVED 
result does not guarantee result that a fetus is unaffected by a chromosomal or genetic condition . Some fetuses with a 22q11.2 deletion may receive a test result  
of NO EVIDENCE OF A DELETION OBSERVED. Some fetuses without the 22q11.2 deletion may receive a test result of HIGH PROBABILITY OF A DELETION. In cases  
of HIGH PROBABILITY results and/or other clinical indications of a chromosomal condition, confirmatory testing is necessary for diagnosis. 

How is my blood sample and personal data used by Ariosa Diagnostics?
Ariosa Diagnostics, Inc. (Ariosa) and its sub-processors collect and process your blood samples and personal data in order to perform the Harmony Prenatal Test.  
No additional clinical testing will be performed on your blood sample other than those authorized by your healthcare provider. Your test results will be disclosed  
only to the healthcare provider listed on this form (or to his or her agent), unless otherwise authorized by you or as required by law, regulations, or judicial order. 
Due to the nature of the Harmony Prenatal Test, we will be unable to perform the test without your personal data. For this reason, you will be unable to take the test  
if you do not consent to the use of your personal data for these purposes. Additionally, the Harmony Prenatal Test must be performed at a designated laboratory,  
which may be located in a country outside of your own. This may mean that your personal data and samples may be transferred to a country that does not offer  
the same level of legal privacy protection as your own.
Your blood samples will be retained by Ariosa for 60 days, which is the amount of time needed to perform the test and to perform additional testing as directed by your 
healthcare provider. Your blood samples will be destroyed after this time unless you have consented to allow your sample to be used for validation and research purposes. 
Your records and test results will be stored and maintained by Ariosa according to its retention schedule. During this time, your personal data will be maintained  
in a secure system and will not be used or disclosed for purposes outside of what is required or permitted by law. 
The Ariosa Privacy Notice describes your rights with regards to the processing of your personal data. This notice can also be found at www.ariosadx.com/privacy-policy.


