
 

 

 

 

 

 

 

 

 

 

The Kratom Dip Test is a competitive binding, lateral flow immunochromatographic assay 

for qualitative detection of Kratom in human urine at a specified cutoff level. 

 

The test provides only preliminary test results. A more specific alternative analytical method 

should be used in order to obtain a confirmed result. Gas Chromatography/Mass 

Spectrometry (GC/MS) or Liquid Chromatography/Tandem Mass Spectrometry 

(LC-MS/MS) are preferred confirmatory methods. 

 

The test is not intended to distinguish between prescription drug or illicit drug use. 

 

Professional judgment should be exercised with any drug test result, particularly when the 

preliminary result is positive. 

 

It is intended for forensic use only. 

 

WHAT IS KRATOM DIP TEST? 

 

The Kratom Dip Test is an immunochromatographic assay for the qualitative determination 

of Kratom in human urine. 

 

WHAT IS THE CUT-OFF VALUE? 

 

Drug (Identifier) Calibrator Cut-off Level 

Kratom (KRA) Mitragynine 300 ng/mL 

 

WARNINGS AND PRECAUTIONS 

 

1. The test kit is for external use only. Do not swallow. 

2. Discard after first use. The test kit cannot be used more than once. 

3. Do not use the test kit beyond expiration date. 

4. Do not use the test kit if the pouch is punctured or not sealed. 

5. Keep out of the reach of children. 

6. Read results at 5-20 minutes. 

 

CONTENT OF THE KIT 

 

1. Test devices, one test in one pouch. One pouch containing a test and a desiccant. 

The desiccant is for storage purposes only and is not used in the test procedures. 

2. Package Insert 

 

MATERIAL REQUIRED BUT NOT PROVIDED 

 

1. Urine collection cup 

2. Timer or clock 

 

STORAGE AND STABILITY 

 

Store at 4ºC-30ºC (36ºF-86ºF) in the sealed pouch up to the expiration date.  

Keep away from direct sunlight, moisture and heat. 

DO NOT FREEZE. 

 

SPECIMEN COLLECTION 

 

HOW TO COLLECT URINE? 

 

1. Urinate directly into the urine collection cup. Urine samples may be refrigerated at 

2ºC-8°C (36ºF-47ºF) and stored up to forty-eight hours. For longer storage, freeze 

the samples at -20°C (-4ºF) or below. 

2. Bring frozen or refrigerated samples to room temperature before testing. Previously 

frozen or refrigerated samples should be well-mixed before analysis. Cloudy 

specimens should be centrifuged before analysis. 

3. Use only clear aliquots for testing. 

 

TEST PROCEDURE 

 

Test should be performed at room temperature 15ºC-30ºC (59ºF-86ºF) 

 

1. Open the sealed pouch by tearing along the notch. Remove the test device from the 

pouch. 

2. Hold one side of the device with one hand. Use the other hand to pull out the cap 

and expose the absorbent end. 

3. Immerse the absorbent end into the urine sample for at least 15 seconds until 

sample shows up in window area.  

4. Re-cap the device and lay it flat on a clean, dry, non-absorbent surface. 

5. Read results at 5-20 minutes. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Note: Results after 20 minutes may be not accurate and should not be read. 

 

READING THE RESULTS 

 

Negative Result 

A red colored band should be observed in Control Region (C) and Test Region (T). The 

color and density of the test band may vary for control and drug test region. 

 

Presumptive Positive Result 

When the control band is visible in the Control Region (C) and no band appears at the Test 

Region (T), the result is the presumptive positive. 

 

Invalid 

When no band appears in the Control Region (C), the test is invalid regardless of the result 

in the Test Region (T). If the test is invalid, check testing procedures. Repeat the test using 

a new device. 

 

 
 
 
 

Important: Do not compare color intensity of one band to another. Any dark or light red 

band is observed in the test region along with the presence of the Control Line (C), the 

sample should be considered negative. For confirmation of a presumptive positive result, a 

more specific quantitative method (GC/MS or LC/MS) must be used. 

 

A presumptive positive test result does not always mean a person took drugs and a 

negative test result does not always mean a person did not take drugs. There are a number 

of factors that influence the reliability of drug tests. 

 

What Is the False Positive Test? 

 

The definition of the false positive test would be an instance where a substance is identified 

incorrectly by the Kratom Dip Test. The most common causes of the false positive test are 

cross reactants. Certain foods and medicines, diet plan drugs and nutritional supplements 

may cause the false positive test result with this product. 

 

What Is the False Negative Test? 

 

The definition of the false negative test is that the initial drug is present but isn’t detected by 

the Kratom Dip Test. If the sample is diluted, or the sample is adulterated that may cause 

the false negative result. 

 

TEST LIMITATIONS 

 

1. This test has been developed for testing urine samples only. No other fluids have 

been evaluated. DO NOT use this device to test anything but urine. 

2. Adulterated urine samples may produce erroneous results. Strong oxidizing agents 

such as bleach (hypochlorite) can oxidize drug analytes. If a sample is suspected 

of being adulterated, obtain a new sample. 

3. This test is a qualitative screening assay. It is not designed to determine the 

quantitative concentration of drugs or the level of intoxication. 

 

Note: The test provides only preliminary test results. A more specific alternative chemical 

method should be used in order to obtain a confirmed analytical result. Gas 

Chromatography/Mass Spectrometry (GC/MS) or Liquid Chromatography/Tandem Mass 

Spectrometry (LC-MS/MS) are preferred confirmatory methods. Professional judgment 

should be exercised with any drug test result, particularly when the preliminary result is 

positive. 

 

SUMMARY 

 

Kratom (Mitragyna speciosa) is a plant indigenous to Thailand and Southeast Asia. Kratom 

leaves produce complex stimulant and opioid-like analgesic effects. In Asia, it is often used  

to stave off fatigue and to manage pain, diarrhea, cough, and opioid withdrawal. Recently, 

kratom has become widely available in the United States and Europe by means of smoke 

shops and the Internet. The clinical manifestations of kratom are not well defined and 

studies are limited, but its safety profile has become a national and international concern, 

primarily due to excessive consumption being linked to increase in hospital visits for 

hepatic injury, seizures, coma, and death. The main active ingredients include Mitragynine 

and 7-Hydroxymitrgynine, which can be detected in urine up to 72 hrs (1-3). 

 

PRINCIPLE 

 

The Kratom Dip Test is a competitive immunoassay that is used to screen for the presence 

of drugs in urine. It is chromatographic absorbent device in which drugs in a sample 

competitively combined to a limited number of drug monoclonal antibody (mouse) 

conjugate binding sites.  

 

When the absorbent end is immersed into urine specimen, the urine is absorbed into the 
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device by capillary action, mixes with the respective drug monoclonal antibody conjugate, 

and flows across the pre-coated membrane. When sample drug levels are zero or below 

the target cutoff (the detection sensitivity of the test), respective drug monoclonal antibody 

conjugate binds to the respective drug-protein conjugate immobilized in the Test Region (T) 

of the device. This produces a colored Test line that, regardless of its intensity, indicates a 

negative result. 

 

When sample drug levels are at or above the target cutoff, the free drug in the sample 

binds to the respective drug monoclonal antibody conjugate preventing the respective drug 

monoclonal antibody conjugate from binding to the respective drug-protein conjugate 

immobilized in the Test Region (T) of the device. This prevents the development of a 

distinct colored band in the Test Region (T), indicating a potentially positive result. 

 

To serve as a procedure control, a colored line will appear at the Control Region (C), if the 

test has been performed properly. This control line should always appear regardless of the 

presence of the presence of drug or metabolite. If the control line does not appear the test 

device should be discarded. 

 

QUALITY CONTROL 

 

Users should follow the appropriate federal, state, and local guidelines concerning the 

frequency of assaying external quality control materials. 

 

Even though there is an internal procedural control line in the test device in the Control 

Region (C), the use of external controls is strongly recommended as good laboratory 

testing practice to confirm the test procedure and to verify proper test performance. 

Positive and negative controls should give the expected results. When testing the positive 

and negative controls, the same assay procedure should be adopted. External Control 

(positive and negative) should be run with each new lot of test received, each new 

shipment, each new operator and monthly to determine that tests are working properly. 

This will ensure that the end user has clear understanding of when to perform quality 

control testing. 

 

PERFORMANCE CHARACTERISTICS 

 

Analytical Sensitivity  

Pooled negative urine was spiked with Mitragynine standard at various concentrations (0%, 

50%, 150% and 300%). For each control, 30 tests were performed to validate the 

performance of the assay. The results of the Kratom Dip Test are summarized below. 

Drug Device 

Control Concentration (Cutoff Level) 

0% 50% 150% 300% 

- + - + - + - + 

Mitragynine 30 0 30 0 0 30 0 30 

 

Specificity  

The specificity of each drug test was evaluated by adding its structurally related 

compounds to negative urine sample. The results are expressed as the lowest 

concentration of the compound, in ng/mL, that produced a positive result. 

 

Compound Concentration (ng/mL) % of Cross Reactivity 

Mitragynine 300 100 

7-Hydroxymitragynine 500 60 

 

Interference 

The Kratom Dip Test performance at ±50% cut-off levels is not affected by spiked urine 

controls with pH range of 2.0 to 8.5. The following compounds were tested no interfering 

with assay performance when tested at concentration of 10 µg/mL (10,000ng/mL).  

 

Acetone 

Acetaminophen 

Albumin from human serum 

l-Ascorbic Acid 

Aspartame  

Benzocaine 

Benzoic Acid 

Bilirubin  

Caffeine 

d-Chlorpheniramine 

Cholesterol  

Dextromethorphan  

Diphenhydramine 

Doxylamine 

1R, 2S l- Ephedrine (except MET assay) 

1S, 2R d-Ephedrine 

l-Epinephrine 

Erythromycin 

Ethanol 

Glutethimide  

Hemoglobin 

Human IgA  

Human IgG  

Human IgM  

Ibuprofen 

Isopropanol 

Ketamine 

Lidocaine 

Naloxone 

Naltrexone hydrochloride 

d-Naproxen 

Pentazocine  

Promazine 

Promethazine 

Ranitidine 

Riboflavin 

Salicylic Acid 

Serotonin 

Thiamine 

Tryptamine 
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