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Re: Change to MycoSEQ™ 10x Primer Mix in SKU 4482224, Applied 

Biosystems™ MycoSEQ™ Mycoplasma Detection System 

 

Dear Valued Customer: 

 

Thermo Fisher Scientific is committed to development and support of high 

performance systems for quality and safety testing.  Recently, we received inquiries 

from several customers of our Applied Biosystems™ MycoSEQ™ Mycoplasma 

Detection System who were evaluating Limit of Detection (LOD) for Mycoplasma 

salivarium. The customers observed that although Mycoplasma salivarium was 

consistently detected by the assay, the lower limit of detection did not appear to be as 

low as other species evaluated. As a result, an investigation was initiated to verify the 

assay was performing as expected.  

 

The investigation included review of assay development, primer design, previous 

LOD studies and testing with new preparations of purified Mycoplasma salivarium 

DNA. The testing showed that M. salivarium is detected but the lowest limit of 

detection was higher (15-20 genome copies/qPCR reaction) than for other species 

evaluated (1-3 genome copies/qPCR reaction). It was concluded that an improvement 

in assay sensitivity for M. salivarium was the most appropriate corrective action. 

Based on this conclusion, several new M. salivarium specific primers and primer sets 

were designed and tested in combination with the current MycoSEQ™ 10x Primer 

Mix. The resulting solution was to add a single new primer to the MycoSEQ™ 10x 

Primer Mix which enabled an improvement in the sensitivity for M.salivarium to the 

level of 1-2 genome copies/qPCR reaction with no other impact on the sensitivity and 

specificity of the assay.  

 

A verification and validation plan was implemented to verify the following:   

 Confirm the improved sensitivity for M.salivarium 

 Confirm that the addition of the primer did not impact detection sensitivity for 

other species 

 Confirm that there is no impact to assay specificity, specifically related to 

detection of off-target, non-Mycoplasma species. 



 

  

The study was executed successfully and verified results comparable to the original 

assay, with no impact on overall sensitivity of the assay except for M. salivarium. Full 

details can be found in the validation and verification report which can be requested 

by visiting www.thermofisher.com/mycoseqnotification. 

 

Based on the data generated to support this change, the addition of the primer to the 

MycoSEQ™ 10x Primer Mix should have no impact on the validated state of your 

MycoSEQ™ Analytical Method.  

 

The information on the additional primer and the validation/verification report will be 

submitted as an update to Drug Master File #23784, on file with the Food and Drug 

Administration (FDA) and Health Canada.  

 

The “improved” MycoSEQ™ 10x Primer mix will be part of SKU 4482224, 

MycoSEQ™ Mycoplasma Detection Assay with Discriminatory Positive Control 

starting on 31
st
 October 2016. Kits with the improved primer mix will have the suffix 

M at the end of the lot number. 

Individual laboratories should assess their requirements for implementation based on their 

procedures. Kits with the “old” primer will continue to be available until stock is exhausted.  

 

The addition of primer will not change the current list price of the kit. 

 

If you have questions or concerns or would like further information, please contact 

your local support or sales representative. 

 

Sincerely, 

Thermo Fisher Scientific  
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