Validation of Fetal RHD Copy Number Calling in FirstGene, a Combined Non-Invasive Prenatal cfDNA
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Background

® RhD serotyping is a part of standard prenatal care to prevent the symptoms of hemolytic disease of the fetus & ® 20 pregnant patients had zero copies of RHD (RhD-negative). FirstGene correctly identified 10/10 RhD-negative fetuses (CN=0) and 10/10 RhD-positive fetuses (CN=1), resulting in 100% sensitivity and 100%
newborn (HDFN) caused by Rh blood type incompatibility.t specificity (Figure 4, 5).
® Inthe U.S., prophylactic Rho(D) immunoglobulin is administered to all RhD-negative pregnant patients at 26-28 weeks ® In 10,000 simulated samples, the expected analytical sensitivity and specificity were 100% and 100%, respectively.

gestation, prior to any invasive procedure, or following any potential sensitization event.?
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® /9 plasma samples from 59 pregnant patients.

Figure 4. Examples of real and simulated RHD results
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SN ot eDNA — analysis ® The FirstGene assay accurately determined fetal RHD copy number for RhD-negative pregnant patients.
— RHD MLPA . . : : o
Fotal Amnio/CVS , -etal DNA ® This screening approach may help prevent unnecessary treatment and intensive pregnancy monitoring for HDFN.
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