Subject: SPprowaBITON
Date: Monday,Novemse 05, 2018 106:26 A

Good aftemoon —

This office does not have are requesting. This mailbox. You will need in FDA. Please
Division of Pediatric and Matemal Health (CDER) at (301) 796-2200

Division of Pediatric and Matemal Health -~ About th for Drug Research > Division of Pediatrc and Maternal Health

Office of Women's Health - Office of Women's Health

Consumer Updates > Pr Time for Special Caution

Kind regards,

Doreen M. Kezer, MSN
Senior Health Policy Analyst
Office of Good Ciinical Practice
Office of the Commissioner, FDA
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Dear FDA,

e

The FDA Warns Against the use of Many Genetic Tests with Unapproved Claims to Predict Pati Specific FDA Safety Cc

November 1, 2018
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My question:
15 NIPT (Noninvasive Prenatal Testing (A K A. cell-free DNA testing]) approved by FDA?

Any FDA document(s) about the approval or non-approval (of NIPT) 2

Regarding NIPT clinical trials, does FDA have any suggestion about NIPT usage, as well as the test/trial sample size and agreement between investigator and participants?
Appreciate having your help ASAP.

‘Thank you and Regards,
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