Informed consent

Myriad Genetics® FirstGene®” Multiple Prenatal Screen

Please review this information carefully and then indicate with your signature if you wish to move forward with testing. This is a
voluntary test.You may wish to seek genetic counseling prior to signing this form.

Purpose

The FirstGene screen is a prenatal cell-free
DNA screen that uses a blood sample from a
pregnant person to concurrently assess:

> The pregnant person's carrier status

> Fetal status regarding single-gene

conditions (such as cystic fibrosis and
spinal muscular atrophy)

- Fetal status regarding common chromosomal abnormalities
(such as Down syndrome, trisomy 18, and trisomy 13)

- Fetal RhD status (when the pregnant person is known to be
RhD negative)

The conditions assessed in the FirstGene screen can lead to
health issues including birth defects, intellectual disabilities,
and pregnancy complications. The severity of these can vary.

The FirstGene screen is intended for pregnant persons who
are at least 8 weeks pregnant with a single fetus and who are
genetically related to the fetus.

The FirstGene screen is designed to determine whether you,
the pregnant person, carry genetic changes called mutations
in specific genes that could cause serious genetic conditions
in your children. For most of the recessive ("single gene")
conditions on the FirstGene screen, typically both reproductive
partners must carry a mutation in the same gene for their
children to be at risk of being affected and developing
symptoms of that condition.

The FirstGene screen uses cell-free DNA (cfDNA) to provide
a fetal risk assessment for these recessive conditions. When
the fetus is predicted to have two mutations in the same gene,
they are likely to be affected with the condition indicated,
and at a higher risk of developing the associated symptoms.
When the fetus is predicted to have one mutation in a gene,
it is likely that they are a carrier of that condition, which is
generally not associated with a risk of developing symptoms.
- In the case of fragile X, only the mother needs to carry

a mutation for their children to be at risk of developing

symptoms.

The FirstGene screen also uses cfDNA to assess the risk of a
current pregnancy having a chromosome condition, such as
Down syndrome, trisomy 18, and trisomy 13. These conditions
can lead to health issues including birth defects and
intellectual disabilities, and the severity of these symptoms
can vary.

The FirstGene screen assesses the RhD status of the fetus
when the pregnant person is identified as being RhD negative,
and therefore at risk for maternofetal rhesus incompatibility if

Instructions for healthcare providers:

the fetus is RhD positive. Maternofetal rhesus incompatibility
can be managed by using a medication that prevents the
pregnant person’s immune system from attacking fetal cells.
The FirstGene screen can help assess whether your pregnancy
has a risk of maternofetal rhesus incompatibility due to fetal
RhD status. You should speak with your healthcare provider to
determine the most appropriate treatment options when there
is a risk of maternofetal rhesus incompatibility

A screening test indicates whether there is an increased

or decreased risk for a condition, while a diagnostic test
indicates whether the condition is present or not. Fetal and
maternofetal risk assessments performed with the FirstGene
screen are screening tests.

Benefits

Fetal recessive disease and chromosomal risk assessments
can help you make more informed pregnancy management
decisions. If it is early in your pregnancy,

you can pursue further testing to determine

if the pregnancy is affected and receive

guidance from your healthcare providers

about how to best plan and prepare for

birth.

Carrier screening results from the FirstGene

screen can help you make more informed decisions regarding
your current and future pregnancies. Carrier screening

results may also benefit your other family members. If you

are identified as a carrier of a recessive condition, your
biological relatives are more likely to test positive for the same
mutation(s), thereby allowing them to discover previously
unknown conditions and risks.

Fetal RhD status can help assess the risk for complications

in your pregnancy that can occur as a result of maternofetal
rhesus incompatibility. You should speak with your healthcare
provider to determine the most appropriate treatment options
when there is a risk of maternofetal rhesus incompatibility.

What you might learn

With the FirstGene screen, fetal risk assessments use DNA
from the pregnant person as well as cfDNA to assess the risk
of fetal chromosomal abnormalities (Down

syndrome, trisomy 18, trisomy 13, 22q11.2

deletion syndrome) and recessive genetic

conditions (cystic fibrosis, spinal muscular

atrophy, Hb Bart syndrome, beta globin-related
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hemoglobinopathy (including beta thalassemia and sickle

cell disease), hexosaminidase A deficiency (including Tay-
Sachs disease), congenital disorder of glycosylation, PMM2-
related, medium-chain acyl-CoA dehydrogenase deficiency,
Canavan disease, Smith-Lemli-Opitz syndrome, phenylalanine
hydroxylase deficiency, familial dysautonomia, Pompe disease,
carnitine palmitoyltransferase Il deficiency, autosomal recessive
polycystic kidney disease, PKHD1-related, methylmalonic
acidemia, MMUT-related, galactosemia, methylmalonic aciduria
and homocystinuria, cblC type, GNPTAB-related disorders,
homocystinuria, CBS-related). The pregnant person will also
receive insight on carrier risk for fragile X.

- The following describes the possible positive results for fetal
risk assessments with the FirstGene screen:

- Positive: Fetal Aneuploidy - an “Aneuploidy Detected”
result indicates that the analysis of cfDNA in the pregnant
person's blood is consistent with an increased risk of
the pregnancy being affected by a specific chromosome
condition (e.g. Down syndrome).

- Positive: Recessive/"Single Gene" Condition

- A Positive “Fetus Predicted Affected" result indicates that
the analysis of the cfDNA in the pregnant person's blood
is consistent with the fetus having two mutations in the
same gene and is at high risk of being affected with the
condition indicated.

- A Positive "Fetus at Increased Risk” result indicates that
the analysis of the cfDNA in the pregnant person’s blood
is consistent with the fetus having at least one mutation
in the gene indicated, and is at increased risk of being
affected with the condition indicated.

- The following describes positive results for patient carrier
screening analysis performed in the FirstGene screen:

> A "Positive Carrier" result indicates that the analysis of the
DNA in the pregnant person's blood has found a mutation
in the pregnant person's blood, and that they are a carrier
for the condition noted. You may be identified as a carrier of
one or more conditions.

> A Positive “High Reproductive Risk” result indicates that
the analysis of the DNA in the pregnant person's blood
is consistent with the pregnant person being a carrier of
fragile X syndrome, which is inherited in an X-linked pattern.
Note that fragile X analysis in not performed on the cfDNA.

 The following describes positive results for RhD maternofetal
genotype incompatibility:

> A “Predicted Fetal Status: RhD Positive” result indicates
that the analysis of the cfDNA in the pregnant person's
blood is consistent with the fetal RhD status being
incompatible with your RhD status.

- You may receive a positive result for more than one condition.
All "positive" results should be discussed with your healthcare
provider to determine next steps, including pursuing
diagnostic testing (such as chorionic villus sampling (CVS)
and/or amniocentesis) and additional evaluation, as well as
genetic counseling. While follow-up testing is recommended
according to professional guidelines, the decision of whether
to pursue additional testing is entirely yours and should be
made in consultation with your healthcare provider.

- Negative results

> A Negative “Low Risk” fetal chromosome screen result
indicates a reduced risk of your pregnancy to be affected by
the chromosomal conditions screened. This result indicates
a significantly reduced likelihood but does not entirely
eliminate the possibility of your pregnancy to be affected by
one of these conditions.

- A Negative "Low Risk" fetal single gene result indicates that
no mutations were found in the analysis of the fetus's DNA.
This reduces but does not eliminate the risk for your fetus
to be a carrier of a condition on the panel

> A Negative Patient Carrier Screen: Negative results indicate
that no mutations were found in the analysis of your DNA.
This reduces but does not eliminate the risk for you to be a
carrier of a condition on the panel.

> A “Predicted Fetal Status: RhD Negative” result indicates
that the analysis of the cfDNA in the pregnant person’s
blood is consistent with the fetal RhD status being
compatible with your RhD status.

> Negative results significantly reduce, but cannot eliminate,
the risk for either the pregnant patient to be a carrier for
the recessive conditions screened or the possibility of the
pregnancy to be affected by one of the chromosomal or
recessive conditions screened and do not guarantee a
healthy pregnancy/child.

Procedure

- The FirstGene screen can be done 8 weeks into pregnancy or
later.

- A blood sample is taken from your arm and sent to Myriad for
screening.

- Except in rare cases, your specimen will be kept for a
maximum of 180 days.*

Risks

- Genetic testing may reveal sensitive information about your
health and your family members, as well as your reproductive
partner and their family members.

= Your results may lead to your healthcare provider
recommending additional testing and evaluation of your
pregnancy, or otherwise impact medical decisions.

- Your results may provide information that can have an impact
on your medical decisions.

Limitations of The FirstGene Multiple Prenatal Screen

- The FirstGene fetal chromosome screen is designed to
detect most pregnancies in which the fetus has one of the
chromosome conditions listed above but does not detect
or look for all known genetic diseases, syndromes, or birth
defects.

- The FirstGene carrier screen and fetal single gene screen is
designed to detect deleterious mutations associated with
recessive conditions. It cannot detect every mutation, nor
does it look for all known genetic diseases or syndromes.



The FirstGene fetal RhD screen is designed to detect fetal RhD
deletions. It cannot detect all genotypes associated with RhD
negative status, nor does it look for all causes of maternofetal
rhesus incompatibility.

As with all medical screening tests, there is a risk of error,
including a false positive or false negative result.

> A “False positive” refers to identifying a mutation or
aneuploidy that is not present in the sample.

> A “False negative” is the failure to detect a mutation or
aneuploidy that is present in the sample.

Certain factors, such as having blood cancer, prior blood
transfusions or previous bone marrow transplants can affect
the accuracy of the FirstGene screen. Be sure to discuss your
medical history with your healthcare provider.

Occasionally, it may not be possible to provide a result. A
repeat specimen may be requested.

It is important for any relevant personal medical history, family
history, and pregnancy history to be communicated to your
healthcare provider and Myriad for accurate interpretation of
your results.

The FirstGene screen can only be performed on singleton
pregnancies.

The FirstGene screen is not available for pregnancies
achieved with a donor egg.

Additionally, pregnancies that have experienced the demise of
one or more fetuses may not receive reliable results. Please
check with your healthcare provider if this impacts your
pregnancy and you desire screening.

If either the patient or the pregnancy has cells with different
chromosome contents (called “mosaicism”), the results of the
FirstGene screen may not be accurate.

If the patient and partner are related, the risk of a fetal false
negative for single gene testing is much higher. Patients should
inform their providers of known consanguinity. FirstGene testing
is not appropriate for these individuals.

Alternatives

There are various options available that provide insight into
the genetic health of the pregnancy, the carrier status of a
pregnant person, and maternofetal rhesus incompatibility.
These should be discussed with your healthcare provider.

Diagnostic testing, such as chorionic villus sampling (CVS) or
amniocentesis, is capable of providing definitive information
about the genetic health of the pregnancy.

As all screening for genetic conditions and chromosome
differences is completely voluntary, a patient has the right to
decline all such tests.

Privacy

Genetic information is protected under the federal Genetic
Information Nondiscrimination Act (GINA), which generally
prohibits health insurers and employers from discriminating
against you based on your genetic information. However, you

should be aware that current federal laws do not specifically
prohibit genetic discrimination for life insurance, long-term
care insurance and disability insurance. More information
about GINA and its limitations is available at ginahelp.org

Your FirstGene screen results will be reported to your
healthcare provider or his/her/their agent.

By agreeing to testing and signing this consent, you hereby
authorize Myriad to share your FirstGene screen results with
other authorized representatives that you've identified to
Myriad or your healthcare provider, or as otherwise allowed by
law.

Myriad may find information that is not included on the
original screen requested by your healthcare provider and
may report these additional results, if clinically relevant. You
authorize Myriad to share these results with you and your
healthcare provider.

You authorize Myriad to contact you about your screen, test

or sample, as well as additional products or services offered
as part of your FirstGene screen (e.g., cost estimates), and
additional products and/or offers that may be relevant and/or
interesting to you.

When receiving notifications from Myriad and its affiliates,
email, SMS and text messages may be sent to you to inform
you that Myriad has prepared an estimate of your testing
costs and to provide you with status updates about your test
and results. These communications may be unsecure and
carry typical risks associated with such transmissions. By
agreeing to testing and signing this consent, you agree that
(a) you understand the foregoing and understand the typical
risk of email, SMS and text message transmissions, and (b)
you give Myriad permission to communicate with you by email,
SMS, or text message.

Please refer to Myriad’s Notice of Privacy Practices, available
on the Myriad website, for additional information about
Myriad's privacy practices, including how your protected
health information may be shared with third-party vendors
and service providers that we partner with to provide testing
services to you, and your rights related to your protected
health information.

Quality Assurance and Research*

Unless you contact us to request otherwise, by agreeing to
testing, you authorize Myriad and its partners to use your
sample and any information derived from your sample

or otherwise collected about you for educational and/or
research purposes. You will not be compensated for this use.

Myriad may collect additional information regarding the
outcome of your pregnancy from your healthcare provider for
purposes of quality assurance and research.

De-identified information may additionally be submitted to
external research databases.

You authorize Myriad to contact you about potential
educational and/or research opportunities.

Please contact us at prenatalsupport@myriad.com or at
+1-888-268-6795 if you wish to opt out of such research or
future contact.

*Samples from residents of New York state will not be retained for more than 60 days after collection and will not be included in research
studies. Specimens from all other states will be retained and maintained in accordance with applicable laws and regulations.



Financial responsibility - If you qualify for financial assistance, you agree to provide
) ) ) ) ) Myriad with any additional information or documentation that
+ By agreeing to testing, you authorize Myriad to submit to your may be needed to confirm your qualification for the financial
insurance carrier any and all of the information, including test assistance program.

results, necessary for processing your insurance claim. ) . ) o
- If your insurance carrier does not reimburse Myriad in full

+ By agreeing to testing you also authorize Myriad to obtain a or in part because your insurance carrier determines the
consumer credit report on you from a consumer reporting FirstGene Multiple Prenatal Screen is not a covered service, is
agency selected by Myriad. You understand and agree that not medically necessary, or for any other reason, you agree to
Myriad may use your consumer credit report to confirm be responsible for payment if you choose to proceed with the
whether your income qualifies you for financial assistance. screen.

You further understand that this is not a credit application and
will not impact your credit score.

This test is available only to individuals who are at least 18 years old or the services are being performed during pregnancy.
| represent and warrant that | have the right, authority and capacity to consent to testing and am at least 18 years old or am
taking this test during pregnancy.

In addition, | represent and warrant that (1) all information that | have submitted or that is submitted on my behalf is complete,
accurate and truthful, and (2) in the event that | have allowed a third party to assist me in providing any information, | have
reviewed and confirmed that all such information is complete, accurate and truthful prior to its submission to Myriad.

| HAVE READ OR HAVE HAD READ TO ME AND UNDERSTAND ALL OF THE ABOVE INFORMATION AND HAVE HAD AN
OPPORTUNITY TO ASK QUESTIONS ABOUT THE PURPOSE, PROCEDURE, RISKS, BENEFITS AND LIMITATIONS OF TESTING.

11 HAVE DECIDED TO PURSUE TESTING and to be bound by the terms of this consent and any policies referenced herein.
[ 1 HAVE DECIDED NOT TO PURSUE TESTING and will discuss next steps with my healthcare provider.

Patient Name Date of Birth Patient Signature Date

Ordering Healthcare Provider Name Ordering Healthcare Provider Signature Date

myriad.com | prenatalsupport@myriad.com | (888) 268-6795

.
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Notice of Nondiscrimination and Notice of Availability of Language Assistance Services and
Auxiliary Aids and Services

Myriad Genetics, Inc. (“Myriad”) complies with applicable federal civil rights laws and does not discriminate, exclude
or treat individuals less favorably on the basis of race, color, national origin (including limited English proficiency and
primary language), age, disability, or sex (including pregnancy, sex characteristics, sexual orientation, gender
identity, and sex stereotypes) or any other basis prohibited by federal, state or local laws.

Myriad provides free aids and services to people with disabilities or limited English proficiency to communicate
effectively with us, such as TTY/TDD calls or written information in suitable formats. Myriad provides free language
services to people whose primary language is not English through qualified interpreters. These resources may be
obtained by contacting the Civil Rights Coordinator or by calling Myriad’s customer service directly (or by first dialing
711 for hearing impaired individuals to be connected through a relay service operator) at 1-800-469-7423.

Myriad’s Discrimination Grievance Procedure and the process for filing a complaint can be accessed on the
Company’s website at Myriad.com.

ATTENTION: If you speak , free language assistance services are available to you. Appropriate auxiliary aids
and services to provide information in accessible formats are also available free of charge. Call 1-800-469-7423 (or
by first dialing 711 for relay services).

Spanish

ATENCION: Si habla espafiol, tiene a su disposicion servicios gratuitos de asistencia lingliistica. También se
encuentran disponibles de forma gratuita ayudas y servicios auxiliares adecuados para proporcionar informacién en
formatos accesibles. Llame al 1-800-469-7423 (o marcando primero 711 para servicios de retransmision).

Chinese

FENMREHDIX - BINAMAGRHEBNES RS - *EFREHEIANH TEMRS - DlalisnpERH®E
B - BB 1-800-469-7423 (EiSEILI] 711 SKEVEEEBERS ) -

Tagalog

PANSIN: Kung nagsasalita ka ng Tagalog, magagamit mo ang mga libreng serbisyo ng tulong sa wika. Ang
naaangkop na mga pantulong na lunas at serbisyo upang magbigay ng impormasyon sa mga naa-access na format
ay makukuha rin nang walang bayad. Tumawag sa 1-800-469-7423 (0 sa pamamagitan ng unang pag-dial sa 711
para sa mga serbisyo ng relay).

Viethamese

CHU Y: N&u ban néi tiéng Viét, ching t6i cé dich vu hd trg ngdn ngir mi&n phi danh cho ban. Cac dich vu va h trg bd
sung thich hop dé cung cap théng tin & cac dinh dang dé tiép can cling duoc cung cap mién phi. Goi s6 1-800-469-
7423 (hodc trudc tién quay sé 711 dé dwoc dich vu chuyén tiép).
Arabic
e:u'éﬂ FETREA 3_)5\..4\1\ laadll g sacbuall Jils g \..44\ gt Ayilaa 4 sad Bac L laad &l Clﬂiué. A yall ARl Caaais aLuS 13) 4t
711 &8 JuaiVh ) 1-800-469-7423 30 Litls Juai¥) cliSay dalall clalial) o 53 aladin) dlew dpilae JWIL Gila sl
(VLY i 55 claxd e Jpanll Y
French
ATTENTION : Si vous parlez francais, des services d'assistance linguistique gratuits sont a votre disposition. Des

aides et services auxiliaires permettant de fournir des informations dans des formats accessibles sont également
disponibles gratuitement. Appelez le 1-800-469-7423 (ou composez d’abord le 711 pour les services de relais).
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Korean

Fol: S0 E AFEOHA £ 8%, 7 & 210 X[J MB|AE 2o d = AGULL F2 7tsct Y22 GEE S| I HEst 2=
=t MEAE RRZ NS ELICL 1-800-469-74232 2 TSI Q (2= F2Zh == A0 FOHRS lot SA ME|AE 0| 85HAI2{H

HX 7112 H35IM ).
Russian

BHUMAHWE: EcAM Bbl rOBOPUTE NO-PYCCKU, BaM AOCTYMHbI BeCnAaTHbIE YCAYTM A3bIKOBOM NMOMOLLM. COOTBETCTBYOLLME
BCNomMoraTteAbHble CPEACTBA U YCAYTM MO NPEAOCTAaBAEHUIO MHOOPMaUMK B AOCTYMHbIX dopMaTax Takxe
npeaocraBastotca 6ecrnaatHo. Mo3BoHUTe no TenedoHy 1-800-469-7423 (UAU cHauvana Habepute 711 AAA NOAyYEHMUSA
YCAYT PETPAHCAALNMN).

Portuguese

ATENCAO: Se voce fala portugués, servicos gratuitos de assisténcia linguistica estédo disponiveis para vocé.
Recursos auxiliares e servicos adequados para fornecer informacoes em formatos acessiveis também estao
disponiveis gratuitamente. Ligue para 1-800-469-7423 (ou disque primeiro 711 para servicos de retransmissao).

Hindi
e < Afe 3T TRl aveld & oY 3deh ToIT fo¥:3[eeh $1TST HETIAT YU ST & | FoIsT JET H FAT ST HIA & foIT
39gerd HeTeh ATH AT JaTd oY fo:Q[oeh 3uelets §1 1-800-469-7423WR il &Y (AT et A3t & foIT Ugel 711 STl ) |

Haitian Creole

ATANSYON: Si w pale kreyol ayisyen, asistans sévis yo lang yo disponib pou ou gratis . Ed ak sévis oksilyé apwopriye
pou bay enfomasyon nan foma aksesib yo disponib gratis tou. Rele 1-800-469-7423 (oswa konpoze anvan 711 pou
sevis relé).

German

ACHTUNG: Wenn Sie Deutsch sprechen, stehen lhnen kostenlose Sprachassistenzdienste zur Verfugung.
Entsprechende Hilfsmittel und Dienste zur Bereitstellung von Informationen in barrierefreien Formaten stehen
ebenfalls kostenfrei zur Verfugung. Rufen Sie 1-800-469-7423 an (oder wahlen Sie zuerst 711 fur Relay-Dienste).

Italian

ATTENZIONE: Se parli italiano, potrai usufruire di servizi di assistenza linguistica gratuiti. Sono inoltre disponibili
gratuitamente adeguati supporti e servizi ausiliari per fornire informazioni in formati accessibili. Rivolgersi al numero
1-800-469-7423 (oppure comporre prima il 711 per i servizi per non udenti).

Polish

UWAGA: Jesli znasz jezyk polski, mozesz skorzystaé z bezptatnych ustug pomocy jezykowej. Odpowiednie pomoce i
ustugi zapewniajgce dostep do informacji w przystepnych formatach sg rowniez udostepniane bezptatnie. Zadzwon
pod numer 1-800-469-7423 (lub najpierw wybierz 711, aby skorzystaé z ustugi transmisji tekstu).

Urdu

=S ) A e s (e Gt )8 Sy B Sl ) S Gl et G (S 0l Sl ¢ g T g5 @l &) i s
e = S g L) S JS 1 1-800-469-7423 - i miaglae b e Gladd 5l YT Gea qulia ) S
(S AdsT711

MGMNOTSTATCO Revised 03/2025





