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ACCURACY

Eighty (80) clinical urine specimens underwent analysis using GC/MS and the GenaCheckTM Rapid Self-Test 

Kit for Twelve (12) Drugs. Each test was conducted by three operators. The samples were categorized by 

concentration into five groups: drug-free, less than half the cut-off, near cut-off negative, near cut-off 

positive, and high positive. The obtained relative sensitivity and specificity results are outlined in below 

table.
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Performance AMP

Relative
sensitivity 95.8%

Relative
specificity 100%

BAR

93.3%

100%

BZO

91.7%

100%

COC

95.0%

100%

MTD

95.0%

100%

MET

95.8%

100%

OPI

88.0%

100%

OXY

93.3%

100%

PCP

91.7%

100%

PPX

95.0%

100%

THC

95.8%

100%

TCA

95.0%

100%

Rapid Test
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Sensitivity and precision studies were conducted using spiked samples, targeted at concentrations of  

-100% cut-off, -75% cut-off, -50% cut-off, -25% cut-off, cut-off, +25% cut-off, +50% cut-off, +75% cut-off, 

and +100% cut-off. These samples were aliquoted into containers and blind-labeled before testing. Testing 

was performed by three operators twice a day for 25 days. Data obtained from all operators indicated  

>99% correlation at +/-50% of each assay cut-off.

ANALYTICAL SENSITIVITY/PRECISION

Fifteen (15) urine samples representing normal, high, and low specific gravity ranging from 1.000 to 1.035 

were spiked with drugs at concentrations 25% below and 25% above cut-off levels. GenaCheckTM Rapid 

Self-Test Kit for Twelve (12) Drugs was tested in duplicate using ten drug-free urine and spiked urine 

samples. The results demonstrate that varying ranges of urinary specific gravity do not impact the test 

results.

EFFECT OF URINARY SPECIFIC GRAVITY

The pH of a negative urine pool aliquot was adjusted within the range of 4.00 to 9.00 in 1 pH unit increments 

and spiked with the target drug at concentrations 25% below and 25% above the cut-off levels. The spiked, 

pH-adjusted urine was then tested using GenaCheckTM Rapid Self-Test Kit for Twelve (12) Drugs. The results 

confirm that varying pH ranges do not interfere with the test's performance.

EFFECT OF URINARY pH



Acetophenetidin Cotinine (-) Cortisone Pseudoephedrine
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A comprehensive study was conducted to assess the cross-reactivity of the test with compounds found in 

drug-free urine or positive urine for Amphetamine, Buprenorphine, Cocaine, Ecstasy, EDDP (Methadone 

Metabolite), Marijuana, Methadone, Methamphetamine, Morphine, Oxazepam, Oxycodone, Phencyclidine, 

Propoxyphene, Secobarbital, and Tricyclic Antidepressants. The following compounds exhibited no 

interference when tested with GenaCheckTM Rapid Self-Test Kit for Twelve (12) Drugs at a concentration of 

100 µg/ml.

CROSS-REACTIVITY

NON-CROSS-REACTING COMPOUNDS

  N-Acetylprocainamide 

Acetylsalicylic acid

Amiloride

Amoxicillin

Ampicillin

l-Ascorbic acid

Apomorphine

Aspartame

Atropine

Benzilic acid

p-Aminobenzoic Acid

Bilirubin 

Beclomethasone

Caffeine

Cannabidiol

Carbamazepine

Chloramphenicol

Chlorothiazide

Chlorpheniramine

Chlorpromazine

Cholesterol

Clonidine

 Creatinine

Dexamethasone

Dextromethorphan

Desipramine

Diflunisal

Digoxin

Droperidol

Ethyl-p-aminobenzoate 

Ethopropazine

Estrone-3-sulfate

Erythromycin

Fenoprofen

Furosemide

Gentisic acid

Hemoglobin

Hydralazine

Hydrochlorothiazide

Hydrocortisone

α-Hydroxyhippuric acid 

Hydroxyprogesterone

Isoproterenol- (+/-)

Isoxsuprine

 Kynurenic Acid

Labetalol

Loperamide

Meprobamate

Methoxyphenamine

Methylphenidate

Nalidixic acid

Naproxen

Niacinamide

Nifedipine

Norethindrone

Noscapine

Octopamine

Oxalic acid

Oxyphenbutazone

Oxymetazoline

Papaverine

Paclitaxel

Perphenazine

Phenelzine

Prednisone

Prilocaine

 Quinidine

Quinine 

Salicylic acid 

Serotonin 

Sulfamethazine

Sulindac

Tetracycline

Tetrahydrozoline 

Theobromine

Tolazamide

Tetrahydrozoline

Thiamine

Thioridazine HCL

D/L-Tyrosine 

Tolbutamide

Triamterene 

Trifluoperazine

Trimethoprim

D, L-Tryptophan 

Uric acid 

Verapamil

Zomepirac



A lay user study was conducted at three designated user sites, involving 140 participants with diverse 
backgrounds. In the dip card device study, participants were subjected to drug sample testing. These 
individuals had varied educational and professional backgrounds, spanning ages from 21 to over 50.

Urine samples were meticulously prepared at different concentrations, including negative, +/-75%, +/-50%, 
and +/-25% of the cut-off, achieved by spiking drug(s) into drug-free pooled urine specimens. The 
concentrations of these samples were validated using Gas Chromatography/Mass Spectrometry (GC/MS).

Each prepared sample was aliquoted into individual containers and blind-labeled for unbiased testing. 
Participants were provided with a package insert, one blind-labeled sample, and a dip card. The 
summarized results are outlined below.

LAY USER STUDY

Drugs % of Cut-Off Number of
samples

Concentration
by GC/MS
(ng/mL) No. of Positive No. of Negative

Lay person results The percentage
agreement (%)

 AMP 500

 BAR 300

 BZO 300

 COC 150

 MTD 300

-100% Cut-Off
-75% Cut-Off
-50% Cut-Off
-25% Cut-Off
+25% Cut-Off
+50% Cut-Off
+75% Cut-Off
-100% Cut-Off
-75% Cut-Off
-50% Cut-Off
-25% Cut-Off
+25% Cut-Off
+50% Cut-Off
+75% Cut-Off
-100% Cut-Off
-75% Cut-Off
-50% Cut-Off
-25% Cut-Off
+25% Cut-Off
+50% Cut-Off
+75% Cut-Off
-100% Cut-Off
-75% Cut-Off
-50% Cut-Off
-25% Cut-Off
+25% Cut-Off
+50% Cut-Off
+75% Cut-Off
-100% Cut-Off
-75% Cut-Off
-50% Cut-Off
-25% Cut-Off
+25% Cut-Off
+50% Cut-Off
+75% Cut-Off

20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20

0
125
250
375
625
750
875
0
75
150
225
375
450
525
0
75
150
225
375
450
525
0

37.5
75

112.5
187.5
225

262.5
0
75
150
225
375
450
525

0
0
0
1
19
20
20
0
0
0
1
19
20
20
0
0
0
1
19
20
20
0
0
0
2
18
20
20
0
0
0
1
19
20
20

20
20
20
19
1
0
0
20
20
20
19
1
0
0
20
20
20
19
1
0
0
20
20
20
18
2
0
0
20
20
20
19
1
0
0

100%
100%
100%
95%
95%

100%
100%
100%
100%
100%
95%
95%

100%
100%
100%
100%
100%
95%
95%

100%
100%
100%
100%
100%
90%
90%
100%
100%
100%
100%
100%
95%
95%

100%
100%
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 THC 50

 TCA 1000

Drugs % of Cut-Off Number of
samples

Concentration
by GC/MS
(ng/mL) No. of Positive No. of Negative

Lay person results The percentage
agreement (%)

 MET 500

 OPI 2000

OXY 100

 PCP 25

 PPX 300

-100% Cut-Off
-75% Cut-Off
-50% Cut-Off
-25% Cut-Off
+25% Cut-Off
+50% Cut-Off
+75% Cut-Off
-100% Cut-Off
-75% Cut-Off
-50% Cut-Off
-25% Cut-Off
+25% Cut-Off
+50% Cut-Off
+75% Cut-Off
-100% Cut-Off
-75% Cut-Off
-50% Cut-Off
-25% Cut-Off
+25% Cut-Off
+50% Cut-Off
+75% Cut-Off
-100% Cut-Off
-75% Cut-Off
-50% Cut-Off
-25% Cut-Off
+25% Cut-Off
+50% Cut-Off
+75% Cut-Off
-100% Cut-Off
-75% Cut-Off
-50% Cut-Off
-25% Cut-Off
+25% Cut-Off
+50% Cut-Off
+75% Cut-Off
-100% Cut-Off
-75% Cut-Off
-50% Cut-Off
-25% Cut-Off
+25% Cut-Off
+50% Cut-Off
+75% Cut-Off
-100% Cut-Off
-75% Cut-Off
-50% Cut-Off
-25% Cut-Off
+25% Cut-Off
+50% Cut-Off
+75% Cut-Off

20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20
20

0
125
250
375
625
750
875
0

500
1,000
1,500
2,500
3,000
3,500

0
25
50
75
125
150
175
0
6

12.5
19
31

37.5
44
0
75
150
225
375
450
525
0

12.5
25
38
63
75
88
0

250
500
750
1250
1500
1750

0
0
0
2
18
20
20
0
0
0
2
18
20
20
0
0
0
2
18
20
20
0
0
0
2
18
20
20
0
0
0
1

18
20
20
0
0
0
2
19
20
20
0
0
0
2
18
20
20

20
20
20
18
2
0
0
20
20
20
18
2
0
0
20
20
20
18
2
0
0
20
20
20
18
2
0
0
20
20
20
19
2
0
0
20
20
20
18
1
0
0
20
20
20
18
2
0
0

100%
100%
100%
90%
90%
100%
100%
100%
100%
100%
90%
90%
100%
100%
100%
100%
100%
90%
90%
100%
100%
100%
100%
100%
90%
90%
100%
100%
100%
100%
100%
95%
90%
100%
100%
100%
100%
100%
90%
95%

100%
100%
100%
100%
100%
90%
90%
100%
100%
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Genabio is a global leader in the production of over-the-counter self-testing products, with an impressive 
sales record of over $100 million in the past three years. Our extensive customer base spans across the 
USA, Canada, the UK, Japan and India. 

A significant aspect of our product range is the FDA approval, including the COVID-19 Rapid Self-Test Kit. 
These sought-after products can be found in thousands of locations, including renowned pharmacy 
chains like Walgreens, leading hospitals such a NYU Langone Health, accredited laboratories like SV 
Diagnostics Labs and Molecular Testing Labs, and various government departments. 

In 2023, Genabio marked a pivotal moment in initiating our listing and financing efforts in Hong Kong. 
Simultaneously, we are focused on enhancing our brand identity and emphasizing clinical research within 
the United States. This commitment to research and development aligns with our expansion plans, which 
encompass increasing our production capacity in both the United States and China. 

Our overarching vision is to be the world’s foremost provider of self-testing solutions, offering precise, 
user-friendly, and cost-effective health diagnostics for individuals worldwide. 

Our mission is to enhance global health awareness and accessibility, by delivering quality, FDA-approved 
self-test kits, by driving innovation, and by expanding our reach to ensure individual scan monitor their 
health with precision and convenience. 

COMPANY INTRODUCTION

Website: www.genabio.com

Email: info@genabio.com

Phone: 1-800-614-3365

CONTACT US


