


Total Samples Mycobacteria Commensal False
Positive Contamination Negative
- ™

Alpha Tec NAC-PAC 100 98 5 0
reagent system
™

BD MycoPrep 100 90 7 3
reagent system

Results

Of the 100 samples suspected positive for mycobacteria those aliquots
processed using the Alpha Tec reagent system, 98 showed growth of
mycobacteria, and 2 showed contamination from commensal flora
other than mycobacteria. Those aliquots of the same samples
processed using the BD MycoPrep™ system showed mycobacteria
growth in 90 samples with 7 showing contamination and 3 resulting

in no growth.

Of the samples positive for mycobacteria using both specimen
preparation systems, those processed using the Alpha Tec reagent
system showed growth 3 to 5 days faster than those processed

using the BD MycoPrep™ system.

Discussion and Conclusions

Accuracy and turnaround time are important in any clinical
diagnostic procedure, but when the pathogen is as dangerous and
communicable as Mycobacterium tuberculosis these factors
become critical. Advances have been made in nucleic acid
amplification technologies which speed the time and accuracy of
diagnosis, but the complexity and cost of these products often
prohibit their use in low resource or high volume laboratories.
Updates available in the conventional specimen preparation
methodology can potentially create meaningful improvements in
the accuracy efficiency and speed of conventional culture based
diagnostics without increase in cost or complexity associated with
new diagnostic technologies. The methodology offered by Alpha
Tec controls the specimen pH following initial buffering ensuring a
pH below 8.1 which halts the pH related die-off of any organisms
contained within the sample, and fosters a neutral (6.8-7.1) sample
immediately prior to culture. Conversely MycoPrep™ or other
conventional NaOH/TSCA and PBS systems, depending on sample
volume and processing methodology, can leave the sample above a
pH of 12 following initial buffering, and with a variable, often still

very basic, pH immediately prior to culture.

When compared to the results achieved using the MycoPrep™ Kit,
the pH control provided by Alpha Tec recovered mycobacteria from
samples that would have otherwise been missed and reduced time
to growth in correlated positive samples suggesting overall greater
recovery of mycobacteria from patient samples. The Alpha Tec
reagent system also reduced the occurrence of samples that
required reprocessing due to uncontrolled contamination with
oropharyngeal bacteria. These improvements were achieved
without any other changes to the diagnostic process, or the need

for additions or changes to the laboratory facility.
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