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SAMPLE PATIENT CONSENT FORM
VistaraTM Prenatal Screen

SIGNED CONSENTS SHOULD BE KEPT IN THE PATIENT MEDICAL RECORD (do not return with the blood kit)
Purpose of the test
The Vistara Prenatal Screen is a non-invasive prenatal test used to screen the fetus for disease-causing variants in 30 genes (see table below). The conditions associated with these genes can cause skeletal problems, heart defects, multiple congenital anomalies and/or intellectual disability. Vistara is performed on a maternal blood sample, which contains cell-free DNA from both the mother and fetal placenta. Vistara also requires a paternal sample. Vistara is available for women who are at least 9 weeks pregnant. Your health care provider can provide you with more details about this screening test and other prenatal testing options.

 Genes and associated conditions* evaluated with Vistara:
	CRANIOSYNOSTOSIS SYNDROMES
	
	SKELETAL DISORDERS

	FGFR2 


	Antley-Bixler syndrome without genital anomalies or disordered steroidogenesis; Apert syndrome; Crouzon syndrome; Pfeiffer syndrome; Jackson-Weiss syndrome
	
	FGFR3
	Achondroplasia; CATSHL syndrome; Crouzon syndrome with acanthosis nigricans; Hypochondroplasia; Muenke syndrome; Thanatophoric dysplasia

	NEUROLOGICAL CONDITIONS
	
	
	

	CDKL5
	Epileptic encephalopathy, early infantile, 2
	
	COL1A1
	Ehlers-Danlos, type VIIA; Osteogenesis imperfecta, types 1, 2, 3, 4

	MECP2
	Rett syndrome
	
	COL1A2
	Ehlers-Danlos,cardiac valvular form, type VIIB; Osteogenesis imperfecta, types 2, 3, 4

	SYNGAP1
	Intellectual disability 
	
	SYNDROMIC DISORDERS

	NOONAN SPECTRUM DISORDERS
	
	CHD7
	CHARGE syndrome (CHD7)



	BRAF1
	Cardiofaciocutaneous syndrome


	
	HDAC8
	Cornelia de Lange syndrome

	CBL


	Noonan syndrome-like disorder with or without juvenile myelomonocytic leukemia
	
	JAG1
	Alagille syndrome

	
	
	
	NIPBL
	Cornelia de Lange syndrome

	HRAS


	Costello syndrome / Noonan syndrome
	
	NSD1
	Sotos syndrome

	KRAS
	Noonan syndrome
	
	RAD21
	Cornelia de Lange syndrome

	MAP2K1
	Cardiofaciocutaneous syndrome
	
	SMC1A
	Cornelia de Lange syndrome

	MAP2K2
	Cardiofaciocutaneous syndrome
	
	SMC3
	Cornelia de Lange syndrome



	NRAS
	Noonan syndrome
	
	TSC1
	Tuberous sclerosis

	PTPN11
	LEOPARD syndrome / Noonan syndrome with multiple lentigines; Noonan syndrome
	
	TSC2
	Tuberous sclerosis

	RAF1
	LEOPARD syndrome / Noonan syndrome with multiple lentigines
	
	

	RIT1
	Noonan syndrome
	
	

	SHOC2
	Noonan syndrome-like disorder with loose anagen hair
	
	

	SOS1
	Noonan syndrome
	
	

	SOS2
	Noonan syndrome
	
	


*For more information on conditions screened, see www.natera.com/vistara/conditions
I have read the following points and understand:

· Vistara is not a diagnostic test.  This means that no irreversible decisions regarding pregnancy management should be made based upon results of Vistara alone.   Screen positive Vistara results require confirmation with diagnostic testing (CVS or amniocentesis) during pregnancy or gene testing of the baby after birth.

· Both biological parental samples are required for Vistara testing to be performed. If an egg or sperm donor was used, a sample from the donor must be provided. 

· This test is not appropriate for pregnancies where there is more than one fetus or in which there has been a fetal demise, vanishing twin, or reduction. Individuals who have had a blood transfusion in the last month or a bone marrow transplant should not have Vistara. 

· This test is not recommended if the mother of the fetus has been diagnosed with a genetic disorder on the panel.  Vistara can be performed when the father of the fetus carries a diagnosis of a disorder on the panel. The father’s genetic testing results should be provided to Natera. 
· The purpose of this testing is to find out if my fetus is at increased chance to carry any disease-causing variants in the genes listed on the previous page. Only disease-causing and likely disease-causing variants are reported. Variants of unknown significance or benign variants are not reported. Results represent the interpretation of genes and variants at the time the test is performed. 

· Vistara does not screen for fetal chromosome aneuploidies or other copy number abnormalities. 

· This testing may reveal that I and/or the father of the fetus have one of the genetic disorders on the panel. 

· A negative Vistara result does not rule out the possibility of the fetus, myself, or the father of the fetus having a genetic disorder.
· This test is not a maternity/paternity test; however, interpretation of test results assume that family relationships are as stated.  A result will not be reported if non-paternity or non-maternity is suspected.  There are many reasons why a Vistara test may not be reportable, and non-maternity/paternity will not be reported to the provider or patient by the laboratory. 
· Occasionally, a sample does not generate results, and an additional sample may be requested. Inaccurate test results may occur due to sample mix-up, technical problems, and other unforeseen problems.

· My information, including test results, will be accessible to my healthcare provider, designated insurance carrier, Natera, Inc., and Baylor Genetics. This information may be used in scientific publications or presentations, but my specific identity will not be revealed. Natera, Inc. and Baylor Genetics may reach out to my healthcare provider to obtain more information regarding the outcome of my pregnancy.

· Natera complies with HIPAA privacy laws. Test results will be reported only through the ordering health care provider(s) or genetic counselor (where allowed). Additionally, the test results could be released to those who, by law, may have access to such data.
PATIENT CONSENT STATEMENT: 

I have read or have had read to me the above informed consent information about the Vistara Prenatal Screen.  I have discussed the reliability of test results and the level of certainty that a screen positive test result for a certain disease serves as a predictor of such disease with my health care provider. I have had the opportunity to ask questions of my health care provider regarding this test, including the reliability of test results, the risks, and the alternatives prior to my informed consent. I request and authorize Natera to test my sample(s) for the conditions listed above and understand that I must also sign this consent form, which will remain in my clinic chart.

I understand and hereby consent to the following processing activities with respect to the samples and related information I provide (Please check the applicable box(es) below):

My samples and related information will be sent to a facility of Natera (as Data Processor) outside of the EU for performance of the test(s) ordered.  (Your consent is required in order for Data Processor to perform the ordered test(s).)
Data Processor may keep leftover samples and related information for future research & development, validation and quality assurance purposes, either independently or in collaboration with third-party partners; I and my heirs will not receive any payments, benefits, or rights to any resulting products or discoveries from the samples provided.

* If you do not consent to the use of your samples for future research & development, then your samples will be destroyed within 60 days after the performance of the ordered test.  If you consent to the use of your leftover samples for future research & development, then leftover samples will be kept by Data Processor in compliance with applicable laws, including the GDPR. 

 Signature of Maternal Patient (Mother)







Date


Printed Name



              

 Signature of Paternal Patient (Father)







Date


Printed Name
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