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To begin collection, place the 
sponge end of the device into 
the donor’s mouth. Have the 
donor gently sweep the 
sponge inside of their mouth, 
across their inner cheeks, 
gums and tongue.  
 
Hold horizontally with 
collection sponge under the 
tongue. Collection should 
occur for at least 1 - 2 mins.  
 
Do not bite, chew or suck on 
the sponge.  
 
Collection is complete when 
the volume sufficiency 
indicator turns red as shown 
in figure B above.  

 

 

 

 

 

 

 

 

 

 

 
 

While holding the cap in one 
hand and main body of the 
device firmly in the other 
hand, thread the sponge 
into the cap of the device.  
 
Keep the device upright 
while doing this step (strips 
at the top, cap at the 
bottom). 
 
Continue to turn the sponge 
into the cap until all the 
thread has been used up. 
 
The device and contents 

are now sealed 

 

 

 

 

 

 

 

 

 

 

 

 
 

Gently shake the device 5 

times right to left, until 

each strip starts to wet in 

the viewing window. 

*If any drug strip is not 

activated, repeat shaking 

until the strip becomes wet 

and activated in the viewing 

window. 

Note: The movement is a 

gentle left to right motion. 

Not a vigorous up/down 

movement.  

 

 

 

 

 

 

 

 

 

 

 

 

 
 

Stand the device Vertical. 
Read the results as per 
below. 
 
Negative results can be 
read as soon as the test line 
and control line appear on 
any strip (often within 2 
minutes). 
 
ANY shade of colour in the 
test region is considered 
negative regardless of how 
faint the line is. 
 
Unconfirmed  test results 

should be read at 
10 mins. 
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INTERPRETATION OF RESULTS 

 

UNCONFIRMED: A coloured band appears in the control region 
(C) but not at the test region. A positive result indicates that the 
drug concentration exceeds the detectable level. 

NEGATIVE:  Two coloured bands appear on the strip. One    
band appears in the control region (C) and another band 
appears in the test region (T). Negative results can be read as 
soon as test and control line appear on any strip (often within 
2 minutes). A negative result indicates that the drug 
concentration is absent, or present but below the detectable 
level. 

INVALID: No line appears at   the   control region.   An   invalid 
result  means  that  the collection should be performed again 
and to ensure that enough saliva was collected. 

NOTE: 

1. The intensity of colour in the test region (T) may vary 
depending on the concentration of analytes present in the 
specimen. Therefore, any shade of colour in the test region (T), 
even if faint, should be considered negative. Please note that 
this is a qualitative test only and cannot determine the 
concentration of analytes in the specimen. 

2. Insufficient specimen volume, incorrect operating 
procedure or expired tests are the most likely reasons for 
control line failure. 

3. The THC and BZO strip do not wick as quickly as the other 
strips. These strips are designed to wick slowly, which allows 
the sample and the antibody to incubate. 
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B. Sensitivity 
A pool of oral fluid control was spiked with drugs to target 
concentrations that were ±50% and 3X of the cut-off and tested with 
the Oral Detect Oral Fluid Drug Test. The results are summarized below 
where "N" is the number of samples evaluated. 

 

Drug Conc. 
(Cutoff range) 

 
N 

AMP BZO COC MET OPI OXY THC 
- + - + - + - + - + - + - + 

0% Cutoff 30 30 0 30 0 30 0 30 0 30 0 30 0 30 0 
-50% Cutoff 30 30 0 30 0 30 0 30 0 30 0 30 0 30 0 

+50% Cutoff 30 0 30 0 30 0 30 0 30 0 30 0 30 0 30 
3X Cutoff 30 0 30 0 30 0 30 0 30 0 30 0 30 0 30 

 

C. Specificity 
The following table lists the concentrations of compounds in 
(ng/mL) above which the Oral Detect Oral Fluid Drug Test 
identified unconfirmed results at 10 minutes. 
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A. Interference 
A study was conducted to determine the cross-reactivity of the test with 
compounds in either drug- free oral fluid or drugs positive oral fluids. The 
following compounds show no cross-reactivity when tested with the Oral 
Detect Oral Fluid Drug Test at a concentration of 10 g/mL 

 
 

Acetaminophen Dextromethorphan Kanamycin Promethazine 

Acetone Diclofenac Ketoprofen Quinacrine 

Acetophenetidin Dicyclomine Labetalol Quinidine 

Albumin Diflunisal Lidocaine Ranitidine 

Amoxapine Digoxin Lindane Riboflavin 

Amoxicillin 4-Dimethylaminoantipyrine Loperamide Sodium chloride 

Ampicillin Diphenhydramine Meperidine Sulfamethazine 

  

 

1.  An unconfirmed test result does not always mean a person took illicit 

substances and a negative test result does not always mean a person 
did not take illicit substances It indicates that the individual does not 
have a detectable amount of the drug in their system as per AU/NZ 
4760:2019 Standard. 

2.  An unconfirmed result sample must be tested by the laboratory to 
determine if a drug of abuse is present. Please refer to the 
Confirmation Testing section of this labeling. 

3.  What Is A False Positive Test? The definition of a false positive test 
would be an instance where the Oral Detect device is positive even 
though target drugs are not in the sample. The most common 
causes of a false positive test are cross-reactants. Certain foods 
and medicines, diet plan drugs and nutritional supplements may also 
cause a false positive test result with this product. 

4.  What Is A False Negative Test? The definition of a false negative test 
is that the initial target drugs are present but is not detected by Oral 
Detect. If the sample is diluted, or the sample is contaminated this 
may cause a false negative result. Please refer to the Specimen 
Collection and Procedure Sections of the insert for instructions to 
minimise or prevent sample dilution or contamination (such as from 
food or drinks in the mouth). 

• Oral Detect should be only used for the qualitative detection of drugs of 
abuse in oral fluid. 

 

• This assay provides a presumptive analytical test result only. A more 
specific laboratory confirmation must be used to obtain a 
confirmed analytical result. Careful consideration and judgement 
should be applied to any test result, particularly when unconfirmed 
results are indicated. 

• There is a possibility that technical or procedural errors, as well as 
other substances and factors, may interfere with the test and cause 
false results.  

• An unconfirmed result indicates the presence of a drug/metabolite 
only and does not indicate or measure intoxication.  

• A negative result does not at any time rule out the presence of 
drugs/metabolites in saliva, as they may be present below the 
minimum detection level of the test.  

• This test does not distinguish between drugs of abuse and certain 
medications. 

 

• Oral Detect provides a built-in control band for each test strip to 
indicate that the test has performed correctly. The control band 
should always appear regardless of the presence of drugs it confirms 
sufficient sample volume, adequate membrane wicking and correct 
procedural technique.  

• The unconfirmed positive sample should be mailed to the laboratory 
the same day. 
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