
 
TEST TRUETM SYNTHETIC URINE ASSAY

 
INTENDED USE-LABORATORY 

This is an assay to determine if a sample submitted for drugs 
of abuse (DAU) urine testing is human urine or a synthetic 

substitute. 
SUMMARY AND EXPLANATION OF ASSAY 

The TEST TRUETM Synthetic Urine Assay (SUA) is for use 

on automated analyzers to determine whether a urine sample 

submitted for DAU testing is synthetic or real human urine.  
Many commercially available synthetic urines are 

manufactured to mimic a typical urine matrix and 

consequently are not identified as synthetic or false urine by 
standard sample validity test including pH, Specific Gravity, 

Creatinine, General Oxidant, Nitrite, and Chromate assays.  

This fact has led Axiom to develop a general screen for 
commercially produced synthetic urines.  Axiom has tested 

thirty commercially available synthetic urines with the assay.  

All of these synthetic urines give SUA values less than 2.  

Two of the synthetic urines gave an Axiom TEST TRUETM 

SG Assay value of <1.001 and would be considered suspect 
due to specific gravity.  The remaining synthetic urines all 

had an Axiom TEST TRUETM pH value ≤8.1 and an Axiom 

TEST TRUETM SG Assay value ≥1.004.    The TEST 
TRUETM Synthetic Urine Assay, when used in combination 

with Axiom's TEST TRUETM SG and TEST TRUETM pH 

Assays can detect all of the synthetic urine products tested.  
Four possible indicators of false positives were found:  1) 

blood in sample.  2)  a pH >8.1.  3)  a specific gravity value 

<1.004 and 4) the sample has a visible precipitate. None of 
the 30 synthetic urines had a precipitate.   

 

PRINCIPLE 

The TEST TRUETM Synthetic Urine Assay reacts with 

multiple urinary constituents found in virtually every human 

urine sample in an alkaline matrix to produce a colorimetric 
response.  These components include, but are not limited to, 

ammonium magnesium phosphate, calcium phosphate, and 

ammonium urates.  This assay should be used in conjunction 
with other sample validity assays (i.e. creatinine, specific 

gravity, and pH), and all SAMHSA guidelines and cutoffs 

should be followed. 

 
Cutoff Points for TEST TRUETM Synthetic Urine Assay 

 

 Axiom Axiom  

SUA SG pH  

Assay Assay Assay  
Result Result Result Conclusion 

<2   and  ≥1.004 and  ≤8.1 Synthetic Urine 

≥2    Human Urine 

<2   and  <1.004   Human Urine 

<2   and >8.1  Human Urine 

            

 REAGENTS AND CALIBRATORS 

Cat. No.        Item 

SU-1870/450    SU R1 & R2 Reagents         (450 mL) 
SU-1870/100    SU R1 & R2 Reagents         (100 mL) 

SU-1871           SU Zero Calibrator                (15 mL) 

SU-1872           SU 100 Calibrator                  (15 mL) 
SU-1875           SU QC Low (50)                    (25 mL) 

SU-1876           SU QC High (150)                 (25 mL)  

SU-1873K        SU Calibrator Kit (0 &100)   (15mL Ea) 
SU-1874K        SU QC Kit (50 & 150)           (25mL Ea) 

 

PRECAUTIONS 
1.  TEST TRUETM Synthetic Urine Assay Reagents are For 

Laboratory Use Only.  May be harmful if inhaled or 

swallowed.  Do not pipette by mouth. 
 

 

 
 

2.  Avoid contact with skin and eyes.  In case of contact, 

flush area with water. 
3.  The QC Low, QC High and SU 100 Calibrator contain 

human urine with 0.01% sodium azide as a preservative.  

Sodium azide is a poison1.  Avoid contact with skin, eyes or 
mucous membranes.  Affected areas should be flushed with 

copious amounts of water.  If swallowed, seek immediate 

medical attention.  Sodium azide also can react with copper, 
lead, brass or solder in plumbing systems to form a potential 

explosive hazard2.  When disposing SU 100 calibrator and 

the two QC products, flush with large volumes of water to 
prevent azide build-up. 

REAGENT STABILITY AND STORAGE 

All reagents and calibrators are ready for use upon receipt. 
Reagents and the zero calibrator can be stored at room 

temperature.  The 100 calibrator should be stored at 2 - 10 ̊C.    

Open reagents should be stable at room temperature until 
their expiration date unless microbial growth is observed.  

All open reagents, calibrators and controls should be 

capped and stored as directed, including reagent boats 

when not in use. 

INSTRUMENTATION 

TEST TRUETM Synthetic Urine Assay reagents and 
calibrators are for use on Automated Analyzers.  Refer to 

instructions in the instrument manual or contact Axiom for 

parameters for your analyzer. 
SPECIMEN COLLECTION AND HANDLING 

Use clean plastic or glass containers to collect urine 

specimens.  Protect sample from heat and light.  Testing may 
be performed on samples at room temperature and samples 

may be stored refrigerated at 2-10̊ C. 

Handle all urine samples as if potentially infectious! 
 

PRECISION 

The following performance data was obtained using an Olympus 

AU640e Automated Analyzer.  Other instruments may yield 
different performance data.  The following Within-run and Run-to-

Run results are for two synthetic urines (SU1 & SU2) and two 

human urines (HU1 & HU2).  The table below includes mean, 
standard deviation and % coefficient of variance for each sample. 

        Within-Run (n=20)             Run-to-Run (n=20) 

Sample    Mean    SD    %CV         Sample    Mean    SD    %CV 

    SU1      -10.6      3.5     33.0             SU1      -10.8      2.3      21.3                                                                                                                                              

    SU2        -1.0      2.7   270.0             SU2       - 1.3      2.1    161.5 

    HU1      50.3      2.7      5.3              HU1       52.4      2.1       4.2 
    HU2      15.9      1.8     11.1             HU2       16.5      1.1       6.6 

 

A study of 4235 urines using Axiom's TEST TRUETM 
Synthetic Urine, SG and pH assays yielded the following 

results.  Two hundred thirty-seven (5.6%) had SUA values 

<2.  One hundred eighty-nine of these samples had a specific 
gravity <1.004, a pH value >8.1 or both, and were classified 

as normal human urine.  Of the remaining forty-eight 

samples, 34 produced significant precipitates and are 

therefore human urines.  The remaining 14 urines (0.33%) 

are synthetic products.  This assertion is substantiated by the 

lack of uric acid in 11 of the 14 samples.  When the Axiom 
Synthetic Urine detection process yields a positive result, 

Axiom recommends recollection using direct observation. 

Specific gravity data may also be obtained via refractometer 
rather than Axiom’s SG assay. 
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