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INTRODUCTION

Table 1: GENE-UP Aspergillus PRO Presumptive vs Confirmed

Figure 2: IS Viability DNA Removal Process
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validation guides for microbiology methods and AOAC SMPR 2019.001 for
the detection of Aspergillus in cannabis.

Dried hemp flower was evaluated at two test portion sizes (10 g and 1 g).
10 g test portions were evaluated at 3 levels of contamination: control x 5
replicates, low x 20 replicates and high x 5 replicates. 1 g test portions
were evaluated using naturally contaminated matrix: 2 lots x 20 g. Testing
was performed with the IS Viability Kit using the current PCR tube and the
new PCR tube with septum caps. All confirmation was performed
according to SMPR 2019.001.

An Inclusivity and exclusivity study was performed using the new
enrichment, Aspergillus Enrichment Broth with supplement. 52 target
strains and 30 non-target strains were evaluated.

Mo melt curves from dead cells Malt curves from live cells

¥

INCLUSIVITY AND EXCLUSIVITY

.

AMPN = Most Probable Number is based on the POD of reference method test portions using the Least Cost Formulations MPN calculator, with 95% confidence interval.

bN = Number of test potions.
°x = Number of positive test portions.

9POD,, = Candidate method presumptive positive outcomes divided by the total number of trials.
*POD.. = Candidate method confirmed positive outcomes divided by the total number of trials.
{dPOD_, = Difference between the candidate method presumptive result and candidate method confirmed result POD values.

895% Cl = If the confidence interval of a dPOD does not contain zero, then the difference is statistically significant at the 5% level.

hATCC = American Type Culture Collection.

MATRIX STUDY

The GENE-UP Aspergillus PRO successfully detected Aspergillus species
from dried hemp flower at both 24 and 48 h with both the 10 g and 1 g test
portions. Test portions analyzed with the IS Viability kit reduced the
presence of non-viable DNA present in the test portions as determined
through culture confirmation. Results were equivalent between the current

Aspergillus Exclusivity:
1. 30 total strains
2. All yeasts and molds
3. 14 non-target Aspergillus
4. Includes A. tamarii and
A. brasiliensis

Aspergillus Inclusivity: PCR tubes and the new PCR tubes with septum caps.
1. Aspergillus flavus — 15 strains

2. Aspergillus fumigatus — 13 strains
3. Aspergillus niger — 13 strains

4. Aspergillus terreus — 12 strains

Figure 1: GENE-UP PCR Preparation Process
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STUDY HIGHLIGHTS

AOAC PTM Certification for the following:
* Addition of protocol for DNA removal from non-viable cells allows for
Integration of remediation techniques without concern for non-
Each of the 52 target strains were correctly detected after 24 h of enrichment confirming positives.
and each of the non-target strains was correctly excluded, including A. tamari * Expansion of method to include dried hemp flower (10 g and 1 g).

and A. brasiliensis. . * Integration of septum cap in PCR tube reduces the chance for cross
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contamination from laboratory
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* Transition to routine software increases laboratory efficiency Iin
obtaining results.

The bioMérieux logo, GENE-UP®, VIDAS®, TEMPO® D-COUNT ® and BACT/ALERT ® are used,
pending and/or registered trademark belonging to BIOMERIEUX, one of its subsidiaries, or one of its
companies.




