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STK-230460 RNA Complete BCT STK-230644 Nucleic Acid BCT
10.0mL x 6 tubes 10.0mL x 6 tubes

STK-230461 RNA Complete BCT STK-230645 Nucleic Acid BCT
10.0mL x 100 tubes 10.0mL x 100 tubes

STK-230462 RNA Complete BCT STK-230646 Nucleic Acid BCT
10.0mL x 1000 tubes 10.0mL x 1000 tubes
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Dear Valued Customer,

This is to notify you that Nucleic Acid BCT™ (10 mL) is comprised of the same glass material, stopper
material and reagent as RNA Complete BCT®. The volume of reagent in Nucleic Acid BCT (10 mL) is
equivalent to RNA Complete BCT. The performance characteristics of each tube are equivalent.
Nucleic Acid BCT (10 mL) is For Research Use Only. Not for use in diagnostic procedures. Nucleic Acid

BCT (10 mL) should only be used for research or the development of new assays.

Kind Regards,

o bl fl__

Bill Rock
Product Manager
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Nucleic Acid BCT™ (10 mL) and RNA Complete BCT® Substantial Equivalence Report

A 10 mL configuration of Nucleic Acid BCT has been developed to provide researchers with
approximately twice the amount of plasma as the 5 mL configuration.

This report demonstrates that Nucleic Acid BCT (10 mL) has equivalent performance to RNA
Complete BCT as it relates to limiting hemolysis, minimizing changes in plasma volume and
maintaining plasma cell-free RNA (cfRNA) and extracellular vesicle (EV) concentration during whole
blood sample handling and storage.

Nucleic Acid BCT (10 mL) and RNA Complete BCT are For Research Use Only. Not for use in
diagnostic procedures and should only be used for research or in the development of new assays.

The following study and associated data analysis were performed by Streck R&D personnel:

Study:

Venous whole blood from 6 self-declared healthy donors was drawn into Nucleic Acid BCT (10 mL) or
RNA Complete BCT and plasma was isolated immediately after draw (Draw time) or after 7 days of
ambient temperature storage (Day 7). Plasma samples were screened for hemolysis using the
NanoDrap OneC spectrophotometer with the included Hemolysis program. Total recovered plasma
weight was measured using a zeroed scale and calculated using the published plasma density of
1.025 g/mL. Nucleic acids were purified from 3 mL of plasma using the QlAamp Circulating Nucleic
Acid Kit (QIAGEN®), and concentration was measured with the Qubit miRNA Assay (cfRNA). EVs were
assayed using the NanoSight NS300. Plasma was diluted into PBS to a concentration within the
specified working range of the instrument. Final concentration was then calculated based on dilution
used.

Results:

When hemolysis and plasma volume were monitored at draw and after seven days of ambient
temperature whole blood storage, we observed that Nucleic Acid BCT (10 mL) and RNA Complete
BCT performed almost identically (Figure 1). When cfRNA were analyzed (Figure 2), we observed that
both tubes 1) maintained cfRNA concentrations to draw-time levels after seven days of ambient
temperature storage and 2) displayed comparable stabilizing performance. A similar trend was
observed for EV concentrations, where Nucleic Acid BCT (10 mL) and RNA Complete BCT performed
equivalently (Figure 3).
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Figure 1. Nucleic Acid BCT (10 mL) and RNA Complete BCT similarly prevent hemolysis and loss

of plasma volume during ambient temperature storage. Qualitative (A) and quantitative (B)

analysis of plasma volume loss and hemolysis following seven days of ambient storage in Nucleic
Acid BCT (NAC) or RNA Complete BCT (BCT). n=6; ns, not significant by paired T-test. Representative
image from a single donor is shown. No significant visual differences were observed between NAC
and RNAC BCTs for any of the six donors.
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Plasma cfRNA Concentration
Figure 2. Plasma cell-free RNA is maintained to
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Conclusion:

Overall, the results of this analysis suggest that Nucleic Acid BCT (10 mL) and RNA Complete BCT
have analytically equivalent stabilization performance as it relates to limitation of hemolysis and loss
of plasma volume and preservation of draw-time cfRNA and EV concentration.
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