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SuperDART® Endoscopic Channel Cleaning Brushes  
Post Processing Residual Analyte Test Results 

  
Protein Analyte Test Results2 

Channel A 
Cleaned  

SuperDART® Channel 
Cleaning Device 

Residual (μg/cm2) Protein 

Positive 
Control 

Negative 
Control 

After only ONE (1) PASS through the channel. 
Acceptance Criteria1 ≤ 6.4 μg/cm2 

Efficacy Cycle (N=3) SD 
σ 

SD + Highest 
Value 1 2 3 

2.0mm 
Worn 
Channel  

9253 (channel size 
range 2.0 - 2.8mm) 

1909.966 <0.169 <0.169 <0.169 <0.169 0 0.169 

2.8mm 
Worn 
Channel 

9253 (channel size 
range 2.0 - 2.8mm) 

1903.129 <0.170 <0.170 0.205 <0.170 0.020 0.225 

2.8mm 
Worn 
Channel 

9292 (channel size 
range 2.8 - 4.2mm) 

2110.123 <0.172 <0.172 <0.172 0.341 0.098 0.439 

4.2 mm 
Worn 
Channel 

9292 (channel size 
range 2.8 - 4.2mm) 

1016.868 <0.177 <0.177 <0.177 <0.177 0 0.177 

 

Hemoglobin Analyte Test Results3 

Channel A 
Cleaned   

SuperDART® Channel 
Cleaning Device 

Residual (μg/cm2) Hemoglobin 

Positive 
Control 

Negative 
Control 

After only ONE (1) PASS through the channel. 
Acceptance Criteria1 ≤ 2.2 μg/cm2 

Efficacy Cycle (N=3) SD 
σ 

SD + Highest 
Value 1 2 3 

2.0mm 
Worn 
Channel  

9253 (channel size 
range 2.0 - 2.8mm) 5385.009 <0.837 <0.837 <0.837 <0.837 0 0.837 

2.8mm 
Worn 
Channel 

9253 (channel size 
range 2.0 - 2.8mm) 5877.698 <0.837 <0.837 <0.837 <0.837 

0 
 0.837 

2.8mm 
Worn 
Channel 

9292 (channel size 
range 2.8 - 4.2mm) 5236.651 <0.835 <0.835 <0.835 <0.835 0 0.835 

4.2 mm 
Worn 
Channel 

9292 (channel size 
range 2.8 - 4.2mm) 7242.960 <0.836 <0.836 <0.836 <0.836 0 0.836 
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Total Organic Carbon (TOC) Analyte Test Results4 

ChannelA 
Cleaned 

SuperDART® Channel 
Cleaning Device 

Residual (μg/cm2) Total Organic Carbon (TOC) 

Positive 
Control 

Negative 
Control 

After only ONE (1) PASS through the channel. 
Acceptance Criteria1 ≤ 12 μg/cm2 

Efficacy Cycle (N=3) SD 
σ 

SD + Highest 
Value 1 2 3 

2.0mm 
Worn 
Channel  

9253 (channel size 
range 2.0 - 2.8mm) 3060.549 <1.61 <1.610 <1.610 <1.610 0 1.610 

2.8mm 
Worn 
Channel 

9253 (channel size 
range 2.0 - 2.8mm) 5936.737 <1.605 <1.605 <1.605 <1.605 0 

 1.605 

2.8mm 
Worn 
Channel 

9292 (channel size 
range 2.8 - 4.2mm) 1954.209 <1.608 <1.608 <1.608 <1.608 0 1.608 

4.2 mm 
Worn 
Channel 

9292 (channel size 
range 2.8 - 4.2mm) 3900.920 <1.618 <1.618 <1.618 <1.618 0 1.618 

 

CONCLUSION:   

The residual analytes levels were significantly below the acceptance criteria for endpoints set by 

ANSI/AAMI ST98:2022 for routine manual cleaning of flexible endoscopes to allow the 

disinfection/sterilization processes to achieve the proper sterility assurance level. All testing was conducted 

by Highpower Vtls, which is an ISO 17025 accredited third-party lab.” 

The ANSI/AAMI ST98:2022 standard mandates the use of at least two quantitative analytes to evaluate 

cleaning efficacy. In this study, three (3) analytes were included to meet this requirement. 

Three (3) data points were generated for the analytes; Standard deviation added to the highest values do 

not exceed the acceptance criterion – data generated demonstrated reproducibility and stability of the 

cleaning process. 

NOTE:   

A All studies were conducted using worn channels to more accurately simulate real-world conditions.  The channels 

were exposed to one-thousand (1000) biopsy forceps insertions in order to recreate micro scratches that are always 

present in endoscopes’ channels.  A scratched channel will retain more contaminants and presents a more challenging 

condition for the validation of the brush efficacy when compared to an unused channel.    
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