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CLUNGENE○
R

 

 Marijuana Test Dip Card 
Intended Use 

CLUNGENE® Marijuana Test Dip Card is immunochromatographic assays for the 

qualitative determination of 11-Nor-△9-Tetrahydrocannabinol-9-COOH in human 

urine at Cut-off concentration of 50ng/mL. The calibrator is 

11-Nor-△9-Tetrahydrocannabinol-9-COOH. 

The tests provide only preliminary test results. A more specific alternative chemical 

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

Chromatography/Mass Spectrometry is the preferred confirmatory method. Clinical 

consideration and professional judgment should be exercised with any drug of abuse 
test result, particularly when the preliminary result is positive. 

This test is intended for over-the-counter (OTC) consumer use as the first step in a 

two-step process to provide consumers with information concerning the presence or 

absence of the above stated drugs or their metabolites in a urine sample. Information 

regarding confirmatory testing- the second step in the process, is provided in the 
package labeling. 

For in vitro diagnostic use only. 

Warnings and Precautions 

• For in vitro diagnostic use only. 

• For external use only. 

• Do not use after the expiration date. 

• For single use. Discard after first use. 

• Please read all the information in this leaflet before performing the test. 

• The test device should remain in the sealed pouch until use. 

• All specimens should be considered potentially hazardous and handled in the 
same manner as an infectious agent. 

• Keep out of the reach of children. 

• The used test device and urine specimen should be discarded according to 
federal, state and local regulations. 

Content of the Package 

Included in package: 

• User Instruction 

• Dip Card (inside foil pouch) 

Not included in package: 

• Watch, timer or clock 

. Storage and Stability 

Store as packaged in the sealed pouch at 39-86°F (4-30°C).The test is stable within 
the expiration date printed on the labeling. Keep away from direct sunlight, moisture 

and heat. DO NOT FREEZE. Do not use beyond the expiration date. 

Specimen  
The urine specimen must be collected in a clean and dry container. Urine collected 

at any time of the day may be used.  

Test Procedure 

Allow the test and urine samples to equilibrate to room temperature (59-86°F or 

15-30°C) prior to testing. 
1. Remove the test card from the sealed pouch and use it as soon as possible. 

2. Remove the cap from the end of the test card. Immerse the strip(s) of the test card 

vertically in the urine specimen with arrows pointing toward the urine specimen. 

Immerse the test card to at least the level of the wavy lines on the strip(s), but not 

above the arrow(s) on the test card. See the illustration below. 

3. Remove the test card after 10 seconds and lay the card flat on a non-absorbent 

surface, and then begin timing. 

4. Wait for colored lines to appear. Interpret the test results at 5 minutes. Do not 

read results after 5 minutes. 

 
 

Interpretation of Results 

Negative: If a line shows in both the C - control and the T - test area, it means a 

Negative result for the test drug, regardless of how dark or light the line may appear. 

Positive: If a line appears in the C – Control area, but no line  shows in the T - Test 

area, it means a Preliminary Positive result for the test drug. 

Invalid: NO line shows in the C – Control area, then the result is Invalid. In such 

case, retest with a new device. 

NOTE: Each test strip needs to be looked at individually. Each line may vary in 

color and darkness or the rate at which the line appears. (DO NOT compare lines 

within the same test strip or between different test strips). 

A positive test result does not always mean a person took illegal drugs. A negative 

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

number of factors that influence the drug tests. Certain drugs of abuse tests are more 

accurate than others. 

What Is A False Positive Test? 

The test result from the device is positive, but the target drug is not in the sample. 
The most common causes are cross reactants. Certain food and medicines, diet plan 

drugs and nutritional supplements may cause a false positive result with this 

product. 

What Is A False Negative Test? 

The target drug is present but isn’t detected by the device. If the sample is diluted, or 
the sample is tainted or polluted with certain substances, this could cause a false 

negative result.  

Limitations 
• DO NOT use this device to test anything but urine. 

• Substances, such as bleach and/or alum, in urine sample may produce wrong 
results.  

• A positive result does not mean drug was taken, the drug level in the urine, or 

drug taking route. 

• Test does not tell the difference between drugs of abuse and certain medications. 

Mailing a urine sample to the laboratory for 

confidential confirmation testing 
1. Label the collection cup.  

2. Place collection cup in pre-addressed and pre-paid mailing box (included). Make 

sure the cup lid is securely fastened then place it in the plastic bag (included). Seal 

the bag and place into the mailing box. 

3. Close the pre-addressed and pre-paid mailing box and secure it with packing tape. 

Samples should be mailed within 24 hours of collection. 

Assistance 

If you have any questions on the use of this product, call our Help Line. The number 

is 1-855-678-7768  (Monday-Friday, 9:00AM-5:00PM, Pacific Standard Time) 

Quality Control 
If you work in a lab you should read this section. 

Quality control materials are not supplied with this kit.  But, quality control testing 

should be run. Quality control testing should be performed with each new lot, each 

new shipment, and every 30 days to check storage. Both positive and negative urine 

controls are available by calling 1-855-678-7768 (9AM-5PM PST, M-F). Lab 

quality control testing should be done before use of the device. 

Follow local, state, and federal laws. 

Performance Characteristics 

 Accuracy 
The accuracy of the test was confirmed by testing 80 clinical urine specimens in 
parallel with GC-MS. The results are shown below. The test is accurate at least 90 
percent. 

Viewer A: 

CLUNGENE  

 Result 
Drug

- 
free 

Less than half 
the Cut-off 

Concentration 
by GC/MS 

analysis 

Near Cut-off 
Negative 
(Between 

50% below 
the Cut-off and 

the Cut-off 
concentration) 

Near Cut-off 
Positive 

(Between the 
Cut-off and 
50% above 
the Cut-off 

concentration) 

High Positive 
(greater than 
50% above 
the Cut-off 

concentration) 

Positive 0 0 0 22 16 
Negative 8 18 14 2 0 

% agreement among positives is 95%     % agreement among negatives is 100%  

Viewer B: 

CLUNGENE  

 Result 
Drug

- 
free 

Less than half 
the Cut-off 

Concentration 
by GC/MS 

analysis 

Near Cut-off 
Negative 
(Between 

50% below 
the Cut-off and 

the Cut-off 
concentration) 

Near Cut-off 
Positive 

(Between the 
Cut-off and 
50% above 
the Cut-off 

concentration) 

High Positive 
(greater than 
50% above 
the Cut-off 

concentration) 

Positive 0 0 0 22 16 
Negative 8 18 14 2 0 

% agreement among positives is 95%     % agreement among negatives is 100%  

Viewer C: 

CLUNGENE  

Result 
Drug

- 
free 

Less than half 
the Cut-off 

Concentration 
by GC/MS 

analysis 

Near Cut-off 
Negative 
(Between 

50% below 
the Cut-off and 

the Cut-off 
concentration) 

Near Cut-off 
Positive 

(Between the 
Cut-off and 
50% above 
the Cut-off 

concentration) 

High Positive 
(greater than 
50% above 
the Cut-off 

concentration) 

Positive 0 0 0 20 16 
Negative 8 18 14 4 0 

% agreement among positives is 90%     % agreement among negatives is 100%  

Sensitivity 
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Total 150 samples at concentrations of -50% Cut-Off; -25% Cut-Off; Cut-Off; 

+25% Cut-Off; +50% Cut-Off were tested. Results were all positive at and above 

+25% Cut-off and all negative at and below -25% Cut-off for the drug. The cut-off 

value of the device is verified. 

Precision 

This study was performed 2 runs/day over 25 days. Three operators tested 450 

samples. All samples were randomly marked. The results are given below.  

Concentration 
(ng/mL) 

n Lot1 Lot2 Lot3 

- + - + - + 

0 50 50 0 50 0 50 0 

12.5 50 50 0 50 0 50 0 

25 50 50 0 50 0 50 0 

37.5 50 50 0 50 0 50 0 

50 50 19 31 25 25 23 27 

62.5 50 0 50 0 50 0 50 

75 50 0 50 0 50 0 50 

87.5 50 0 50 0 50 0 50 

100 50 0 50 0 50 0 50 

 

Analytical Specificity 

The following compounds show positive results.  

Marijuana (THC) 
Concentration 

(ng/mL) 

% 
Cross-Reactivit

y 

11-Nor-△9-Tetrahydrocannabinol-9-COOH 50 100% 

11-Hydroxy-△9-Tetrahydrocannabinol 5,000 1% 

11-Nor-△8-Tetrahydrocannabinol-9-COOH 50 100% 

Cannabinol 20,000 0.3% 

△8-Tetrahydrocannabinol 10,000 0.5% 

△9-Tetrahydrocannabinol 10,000 0.5% 

Cannabidiol 20,000 0.3% 

11-Nor-△9-THC-carboxy glucuronide 2,500 2% 

(-)-11-nor-9-carboxy-Δ9-THC 2,500 2% 

 

Effect of Urinary Specific Gravity 

Fifteen urine samples of different urine density were tested. The results showed that 

varying urine density did not affect the test results. 

Effect of the Urinary pH 

Six urine samples of different pH from acidic to basic were tested. The results show 

that varying ranges of pH do not change the test results. 

Cross-Reactivity 
Over 100 commonly used medications were tested.  It found that they have no 

influence on the test.  

Acetamidophenol Acetophenetidin 

N-Acetylprocainamide Acetylsalicylic acid 

Aminopyrine Amitryptyline 

Amobarbital Amoxicillin 

Ampicillin Ascorbic acid 

D/L-Amphetamine L-Amphetamine 

Apomorphine Aspartame 

Atropine Benzilic acid 

Benzoic acid Benzoylecgonine 

Benzphetamine Bilirubin 

Brompheniramine Caffeine 

Chloralhydrate Chloramphenicol 

Chlordiazepoxide Chlorothiazide 

(+/-)-Chlorpheniramine Chlorpromazine 

Chlorquine Cholesterol 

Clomipramine Clonidine 

Cocaine hydrochloride Codeine 

Cortisone (-)-Cotinine  

Creatinine Deoxycorticosterone 

Dextromethorphan Diazepam 

Diclofenac Diflunisal 

Digoxin Diphenhydramine 

Doxylamine Ecgoninemethylester 

Ecgonine hydrochloride Erythromycin 

L -Ψ-Ephedrine β-Estradiol 

Estrone-3-sulfate Ethyl-p-aminobenzoate 

Fenoprofen Furosemide 

Gentisic acid Hemoglobin 

Hydralazine Hydrochlorothiazide 

Hydrocodone Hydrocortisone 

α-Hydroxyhippuric acid 3-Hydroxytyramine 

Ibuprofen Imipramine 

Iproniazid (+/-)-Isoproterenol 

Isoxsuprine Ketamine 

Labetalol Levorphanol 

Loperamide Maprotiline 

Meprobamate Methadone 

Methoxyphenamine Methylphenidate 

(+/-) 3,4Methylenedioxyamphetamine Methyprylon 

(+/-)3,4Methylenedioxymethamphetamine Nalorphine 

Morphine-3-β-D-glucuronide Naloxone 

Nalidixic acid Naltrexone 

Naproxen Niacinamide 

Nifedipine Norcodein 

Norethindrone D-Norpropoxyphene 

Noscapine D/L-Octopamine 

Oxalic acid Oxazepam 

Oxolinic acid Oxycodone 

Oxymetazoline Papaverine 

p-Hydroxymethamphetamine Penicillin G 

Pentazocine Pentobarbital 

Perphenazine Phencyclidine 

Phenelzine Phenobarbital 

Phentermine L-Phenylephrine 

β-Phenylethlamine β-Phenyllethylamine 

Phenylpropanolamine Prednisolone 

Prednisone Procaine 

Promazine Promethazine 

D/L-Propanolol D-Propoxyphene 

D-Pseudoephedrine Quinidine 

Quinine Ranitidine 

Salicylic acid Secobarbital 

Serotonin (5-Hydroxytyramine) Sulfamethazine 

Sulindac Temazepam 

Tetracycline Tetrahydrozoline 

Tetrahydrocortisone3 (β-D-glucuronide) Thebaine 

Thiamine Thioridazine 

D/L-Thyroxine Tolbutamine 

Triamterene Trifluoperazine 

Trimethoprim Trimipramine 

Tryptamine D/L-Tryptophan 

Tyramine D/ L-Tyrosine 

Uric acid Verapamil 

Zomepirac  

 

Lay person Study 

A study was done at three sites with 140 people. They had different educations and 
skills. Their ages are from 21 to over 50. Samples were prepared at seven different 

concentrations.  For nearly all samples tested, 95 percent or more were correct. 

% of Cut-off n 
GC/MS 

(ng/mL) 

results The percentage of 

correct results + - 

-100%Cut-off 20 0 0 20 100% 

-75%Cut-off 20 12.5 0 20 100% 

-50% Cut-off 20 25 0 20 100% 

-25% Cut-off 20 37.5 0 20 100% 

+25% Cut-off 20 62.5 18 2 90% 

+50% Cut-off 20 75 20 0 100% 

+75% Cut-off 20 87.5 20 0 100% 
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Additional Information and References 

The following list of organizations may be helpful to you for counseling support and 

resources.  These groups also have an Internet address which can be accessed for 

additional information.  

National Clearinghouse for Alcohol and Drug Information www.health.org 

1-800-729-6686 

Center for Substance Abuse Treatment www.health.org 1-800-662-HELP 

The National Council on Alcoholism and Drug Dependence www.ncadd.org 

1-800-NCA-CALL 

American Council for Drug Education (ACDE) www.acde.org 1-800-488-DRUG 

 

        
Manufacture 

Hangzhou Clongene Biotech Co., Ltd. 
No.1 Yichuang Road, Yuhang Sub-district, Yuhang District, 

311121 Hangzhou, China 

1-855-678-7768 
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