
CLIA Waiver by Application Approval Determination 

Decision Summary 

A. Document Number 

CW240023 

B. Parent Document Number 

K070929 

C. CLIA Waiver Type: 

CLIA Waiver by Application 

D. Applicant 

ACON Laboratories, Inc. 

E. Proprietary and Established Names 

Mission® U120 Touch Urine Analyzer for use with the Mission® Urinalysis Reagent Strips 

F. Measurand (analyte) 

Glucose, Ketone (Acetoacetic acid), pH, Blood, Protein, Leukocytes, Nitrite 

G. Sample Type(s) 

Urine 

H. Type of Test 

Semi-quantitative, strip based detection of Glucose, Ketone (Acetoacetic acid), pH, Blood, 
Protein and Leukocytes. 

Qualitative, strip based detection of Nitrite. 

I. Test System Description 

1. Overview  

The Mission® U120 Touch Urine Analyzer is intended for use in conjunction with the 
Mission® Urinalysis Reagent Strips. The test system was cleared under K070929 and 
K120124 and CLIA waived under K070929/A004. The current submission supports 



modifications made to the test system which include adding new strip configurations for use 
with the analyzer (i.e., 2GE, 3KE, 4PE, 5NE, 6NE, and 7N) and updates to the applicable 
sections in the user manual and quick start guide to include the new test strips. 

To support that the modified device is simple and has an insignificant risk of an erroneous 
result, the sponsor performed a risk assessment, flex studies and accuracy studies as 
described below in sections K and L. 

2. Test System Components 

The test system consists of the Mission® U120 Touch Urine Analyzer, the Mission® 
Urinalysis Reagent Strips and quality control materials. 

The new Mission® Urinalysis Reagent Strips are urine test strips for the qualitative and 
semi-quantitative detection of the following analytes in human urine: Glucose, Ketone 
(Acetoacetic acid), pH, Blood, Protein, Leukocytes and Nitrite. 

The new Mission® Urinalysis Reagent Strips are: 

• 7N (Leukocyte, Nitrite, Blood, pH, Protein, Ketone, and Glucose) 

• 6NE (Leukocyte, Nitrite, Blood, pH, Protein, and Glucose) 

• 5NE (Leukocyte, Blood, Nitrite, Protein, and Glucose) 

• 4PE (Leukocyte, Nitrite, Protein, and Glucose) 

• 3KE (Protein, Ketone and Glucose) 

• 2GE (Protein and Glucose) 

The Mission® U120 Touch Urine Analyzer is intended for use in conjunction with the 
Mission® Urinalysis Reagent Strips (2GE, 3KE, 4PE, 5NE, 6NE, 7N, 8N, 9U, IOU and 11A) 
for the qualitative and semi-quantitative detection of the analytes listed above. The analyzer 
displays the results on the screen and prints the results. 



J. Demonstrating "Simple" 

The sponsor provided information including flex studies to demonstrate that the 
modifications to the test system did not impact the simplicity of the device. 

K. Demonstrating "Insignificant Risk of an Erroneous Result"- Failure Alerts and Fail-
safe Mechanisms 

1. Risk Analysis 

A risk assessment was performed to identify and evaluate hazards related to the 
modifications to the test system. The new risks introduced with the addition of the new strip 
configurations were evaluated, and all new risks were mitigated to an acceptable level and 
supported by strip error studies, runover studies, and accuracy studies. 

2. Flex Studies 

Based on the risk analysis and the identification of potential errors, the following flex studies 
were conducted to demonstrate that the modified test system is robust when its operational 
limits are stressed due to potential operator errors and factors affecting test system integrity. 
The results of the flex studies described below were within the acceptance criteria, 
demonstrated that no deterioration in functionality occurred because of the modification, and 
support that the modified test system continues to demonstrate an insignificant risk of an 
erroneous result. 

a. Strip Error Studies: Based on the risk assessment for the modified system, three 
strip error studies (i.e., (1) strip configuration mismatch, (2) upside-down strip, 
and (3) tilted strip) were performed on the test system using each test strip 
configuration (i.e., 2GE, 3KE, 4PE, 5NE, 6NE, and 7N). 

b. Runover Studies: The Mission Urinalysis Reagent Strips (i.e., 2GE, 3KE, 4PE, 
5NE, 6NE, and 7N) were dipped into different urine samples (prepared so that 
one analyte is positive, and the rest of the analytes are negative) and upon 
removal, the strips were held vertically upward for 5 seconds, 15 seconds, 30 
seconds, 60 seconds, or 90 seconds. The strips were also dipped into each urine 
sample, then upon removal, the strips were held vertically downward to allow the 
urine to drip opposite direction for 5 seconds, 15 seconds, 30 seconds, 60 seconds, 
or 90 seconds. 



L. Demonstrating "Insignificant Risk of an Erroneous Result"-Accuracy 

1. Accuracy Studies:  

Supplemental accuracy studies were performed using the modified test system. The results of 
these studies support that the modified device continuous to demonstrate an insignificant risk 
of an erroneous result. 

M. Labeling for Waived Devices 

The labeling consists of: 

1. Mission® U120 Touch Urine Analyzer User Manual 

2. Mission® U120 Touch Urine Analyzer Quick Start Guide 

3. Mission® Urinalysis Reagent Strips Package Insert 

The following elements are appropriately presented: 

• The User Manual and Quick Start Guide identify the test as CLIA waived. 
• The User Manual and Quick Start Guide contain a statement that a Certificate of 

Waiver is required to perform the test in a waived setting. 
• The User Manual and Quick Reference Guide contain a statement that 

laboratories with a Certificate of Waiver must follow the manufacturer's 
instructions for performing the test as required per 42 USC263a(c)(2). 

• The User Manual and Quick Start Guide provide instructions for conducting 
quality control procedures. 

• The labeling is sufficient and satisfies the requirements of 21 CFR Part 809.10. 

N. Conclusion: 

The submitted information in this CLIA waiver application supports a CLIA waiver 
approval decision. 
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