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DETAIL OF ACCREDITATION

Materials/Products tested

Type of test/Properties
measured/Range of measurement

Standard specifications/
Equipment/Techniques used

HUMAN BODY FLUIDS

Maternal Blood in Streck tubes

Molecular Genomic Analysis for the
purposes of clinical diagnosis

e Screening of autosomal
aneuploidies for Chromosomes
21,18, and 13 (Down’s,
Edwards’ and Patau’s
syndromes).

e Screening for sex chromosome
aneuploidies of X and Y (Turner,
Klinefelter's and Jacobs’s
syndromes, Trisomy X).

e Screening for rare autosomal
aneuploidies.

Documented in house methods

Automated DNA extraction using
Yourgene SP150 and Yourgene cf
DNA Extraction Kkit.

Next Generation Sequencing
(NGS) for non-invasive prenatal
testing (NIPT) using the IONA Nx
cfDNA Library Prep Dx Kit as part
of the IONA® NxNIPT Workflow
with Yourgene SP150 and
Yourgene QS 250 and Yourgene
QS 250 cf DNA Quantiselect kit

NextSeq 550 Dx

SOP IONA NX Workflow at
YourGene Health (SL14-0001)

Receipt, Labelling, Processing and
Storage of Clinical Samples for
NIPT (SL1-0013)

Instructions for Use for the IONA
Nx cfDNA Library Prep Dx Kit as
part of the IONA® Nx NIPT
Workflow (IFU013)

IONA Nx Report Generation and
Generation of Revised Reports
i(W114-0002)
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