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TempaDOT Non-Sterile Statement 

The following Tempadot Catalog# are not sterile: 5124NS, 5122NS, 5532NS, 5192R, 5502R, 

5557, 5147, 5001 and 5002 but they are manufactured in a control environment. “Control 

environment” means that we performed Microbial Environmental testing on a quarterly basis of 

the production floor and samples are collected as per TDQA-031 for air viable and machine 

surface viable from our contract laboratory. Then, those samples were analyzed for bacteria and 

mold as per our contract laboratory methods. 

 

In addition, Bioburden Testing was also performed on samples back in 2019 from product 

catalog# 5124NS and 5122NS. The purpose of those testing were to determine pre-sterilization 

microbial count on Non-sterile samples. This was done using ANSI/AAMI Method 1. 

The bioburden results for each of the two lots: 06981 (5124NS) and 06947( 5122NS) showed no 

detectable bacterial or fungal bioburden on the tables below as per contract laboratory report#  

R-562654-R0 and R-538540-R0.       

                                                 

 
Table 1(5124NS): No microbial count detected 

 

 
Table 2 (5122NS): No microbial count detected 

 

 The samples tested harbored an adjusted average bioburden of <1 cfu/sample. What this test 

means is that Non-sterile TempaDOT thermometers do not inhibit the recovery of viable spores 

when they are inoculated with a known quality of viable organisms. 

 

Note: 1 cfu is a measure of viable bacterial or fungal cells. 



 
In summary, the reports showed that non-sterile Tempadot Thermometers have a very low 

bioburden and that the components used in those thermometers do not inhibit the viability of 

spores when inoculated into a medium. Therefore, 5124NS, 5122NS, 5532NS, 5192R, 5502R, 

5557, 5147, 5001 and 5002 are safe to be used without being sterilized. I have also attached a 

2019 Environmental Monitoring Summary report for the production floor. 

 

 

 

 

 

 

 

X__________________________________ 

 

Bedwuine Senatus, Quality &Regulatory Manager 

Medical Indicators, Inc. 

Hamilton, NJ USA 
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