Rapid Detect Dip Drug Test

Rapid Detect Dip Drug Test is an immunochromatographic assay for the qualilative detection of
Synthetic Cannabinoid (K2) in human urine at a cutoff concentration indicated in the table below.
The test may yield preliminary positive resulls when preseription drugs are ingested at prescribed
doses. Itis not intended to distihguish between prescription use and abuse of any drug. There
are no uniformly recognized cutolf concentration levels for any drug in vrine. The test provides
only prefiminary test results. A mere specific allemative chemical method must be used in order
to obtain a confimed analytical result. Gas Chromatography/Mass Spectrometry (GC/MS) Is the
preferred confirmatory method, Clinical corsideration and professional judgment should be
exercised with any drug of abuse test result, paricularly when the preliminary resultis positive.

For forensic use only.

WHAT IS RAPID DETECT DIP DRUG TEST?

Rapld Detect Dip Drug Test s a rapid test for qualitative detection of Synthetic Cannablnoid {K2}in
human urine. The Rapid Detect DIp Drug Test yields a positive result when drug andior its
metabolite Jn urine is at or excesds its cutoff concentration.

WHAT IS THE CUT-OFF VALUE?

Brug Test
Synthetic Cannabinpid (K2}

Cutoff Level
20 ngimL

Drug (Identifier)
JWH-018 Pentanoic Acid / JWH-073 Butanoic Acid

PRINCIPLE L

The Rapld Betect-Dip Drug Test is an immuncassay, During testing, a urine specimen migrates
upward on the test strip. A drug-positive urine specimen will not generate a colered line in the
speclfic test line region of the strip, while a drug-negative urine specimen will generate a line in
the test line region. A colored line will always appear at the contro! lina regien, inclcating that
proper volume of specimen has been added.

WARNINGS AND PRECAUTIONS

. Forforensle use only.

. For external use only.

. Forsingle use, Discard after first use,

. Do not use the testif the pouch is punctured or not well sealed.

. Do not use after expiration date.

. Keep aut of the reach of children.
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regulations.

CONTENT OF THE PACKAGE
Inctuded in package:

« User Instrugtion

- Dip Test (inslde foil pouch)
Not included In package:
~Walch, Timer or Clock

- Collection Cup

STORAGE AND STABILITY
Store as packaged In the seated pouch at 39°F - B6°F (4°C - 30°C}): The test is stable through the
expiration dale printed on the sealed pouch. The dip test must remain in the sealed pouch until
use. Keep away from direct sunlight, moisture and heat. DO NOT FREEZE, Do not use beyond
the expiration date.
WHEN TO COLLECT URINE FOR THE TEST?

... You can use urine from any time of the day, The minlmum detection time varies for different drugs,

HOW TO COLLECT URINE?

1. When you are ready to begin, remove the dip test from the sealed foil poLlch.

2. Notlce the colored tape on each strip indicates the name of the drug you ara testing for.
3. Fllt the collection cup with a fresh urine sample. Da not over-ill.

HOW TQ DO THE TEST?

1. Remove cap for single dip cassette. Insert the test strip into the urine sample for 10 to 15
seconds. DO NOT let the urine sample touch the plastic device on the single dip cassette or the
conjugate pad ek the single stip, this could cause inconclusive drug test results. Place the test
on a flaf surface (with the cap on fer single dip cassette).

2. Wait for & minutes {start timing immediately after dip is taken oul of the urine sample).

3. Read resultat 5 minutes, DO NOT READ RESULT AFTER 5 MINUTES.

Nete: Results after more than § minutes may be net accurate and shotld not be read.

READING THE RESULTS

Preliminary Positive {+): if a Iine appears in the C - Control area but NC line appears in the T - Test
area, then it indicates a Preliminary Posilive result for the corresponding drug.

Negative {-}: If a line appears in both the C - Contrel and T - Test area, then itindicates a Nagalive
result for the corresponding drug regardless of how dark ar light the line may appear.

Invalid: If at § minutes, NO IIns appezrs in the - Control area, then tha rasults are ¥wvalid, In such
case, retest with a new dip test.

Control Line = € [ < [ G
TesiLing e T, T T T T

Prellminary  Negalive Invalid
Pagitive

Note: Each test skip needs to be looked at individually. Each line may vary in color and darkness or the
rate at which the lins appears. (DO NOT compare lings within the same test strip or between different
test strips).
A posilive fest result does not always mean a person fook illegal drugs and a negative test result does
not always mean a person did net take illegal drugs. There are a number of factors that influsnce the
reliability of drug tests. Certaln drugs of abuse tests are more accurate than others.

IMPORTANT: The resuli you oblained is called preliminary for a reasen. The sample must be tested by
a faboratory in order to determine f a drug of abuse is actually present.

.~ The used dip test-and ufine spesimen should be discarded according 4o federal, state and local - - -

WHAT IS A FALSE POSITIVE TEST? .

The definition of a false positive test would be an instance where tha tast result from the Rapld Detect
DBip Drug Testis positive, even though the initial target drug is not present in the sample. The most
commgn causes of a false positive test are cross reactants. Certain foods and medicines, diet plan
drugs and nutritional supplements may also cause a falsa positive test result with this proeduct,

WHAT IS A FALSE NEGATIVE TEST?

The defnition of 2 false negative test is that the initizl target drug is present but is not detected by the
Rapld Detect Dip Drug Test. If the sample is diluted, or if the sample Is tainted or contaminated with a
substance this could causae false negative results. ’

TEST LIMITATIONS

1. The Rapid Detect Dip Drug Test provides only a qualitative, preliminary analytical result. A
secondary analytical methad must be used to obtain a confirmed result. Gas chromatography/mass
spectrematry (GC/MS) is the preferred confirmatery method.

2. There s a possibility that inferfering substances in the urine specimen may cause emoneous results.

3. Substances, such as bleach and/or alum, in urine gpecimens may produce emaneous results.

4. A positive result does not indicate intoxication, the concentration of drug in the urine, or the route of
drug administration.

5. Anegative result may not necessarily indicate drug-free urine. Negative resulis can be obtained
when drug is present but below the cutoff leval of the test.

6. Test does not distinguish between drugs of ahuse and certain medications.

7. A posiiive test result may be oblained from certain foods or foad supplements.

QUALITY CONTROL
If you work i a laboratory, you should perform quality controf testing and you should read this section.

A procedural control is included in the test. A color line appearing In the control region (C) Is considered
aninternal procedural control. It confirms sufficient specimen volume, adequate membrane wicking and
comect procedurat technigue.

Control standards are not supplied with this kit, However, it is recommended that positive and negative -
contrels be tested as good laboratory practice to confirm the test procedure and fo vetify proper test
perfermance. Quality controt testing should be done with each new fot and each new shipment. It should
be done every thirly days to check storage. Please contact our Technical Support at 507-526-3951 for
controls that work with the dip test.

PERFORMANCE CHARACTERISTICS

Accuracy .
In the comparison study, the Rapid Detect Dip.Drug. Test was.compared.do.a GC/MS.reference .. ..
methed to determine its accuracy. Clinical urine samples were collected for JWH-018 Pentanoic Acld /
JWH-073 Butaneic Acid. Clinical specimens were quaniified by GC/MS analysis befara testing. The
following results are tabulated frem these clinical studies:

% Agreement with GC/MS
Synthetic Cannabinoid (K2) 20 ng/ml,

. Pasitive Negative
Negative Samples 5 22
Near Cut-off Negative Samples [between 50% of sut-off and cut-cf]

Near Cut-off Positive Samples [between cut-off and 150% of cut- a7 o
Positive Samples [>150% of cut-o
Agreement with GC/MS >GT% >98%

Overall Agreement with GC/MS s 98%.

Reproducibiiity

Reproducibility studies were carried out using cemmercially available stock sofutions of the drug
analytes listed. Dilulions were made from the stock solution of each drug to the concentrations
specified in the fellowing table. Ths results are listed in the following table.

JWH-018 Pentanoiz Adid / JWH-073 | Total Number of
Butanaic Acid Concentration {ng/ml} | Determinations Result Precisian
Mo Drug Present €0 69 negative >98%
10 60 60 negative >89%
30 60 50 positive >89%

Analytical Specificity
The followlng table lists the concentration of compounds {ng/mL} that were detected
positive in urine by the Rapid Detect Dip Brug Test at a read fime of 5 minutes.

Synthetic Cannabinoid (K2} Result
JWH-018 S-pentanoic acid metabolite 20
JWH-073 4-butancic acid metabolite 20
MAMZ2201 N-pentanoic acid metabalite 200
JWH-398 N-pentancic acld metabolite 400
JWH-210 N-{5-carboxypentyl} metabolite 2,500
JWH-073 3-hydroxybulyl metabolite 2,500

JWH-018 N-4-hydroxypentyl 8,000

SWH-GT3 4-iydi oxybuiyi inegiaboiile 40,000
JWH-019 5-hydroxyhesxyl metabolite 40,600
JWH-018 5-hydroxypentyl metabalite 45,000
JWH-122 5-hydroxypentyl metabolite 50,000
JWH-122 4-hydroxypentyl metabolite 50,000
JWH-019 B-hydroxyhexyl metabolite 50,000
RCS-4 N-(5-carboxypentyl) metabolite 50,000
Trifluoperazine dihydrochlaride 50,000
Trifluoperazine hydrochloride 70,000
2,4, 6-trimethylbenzamide 100,000

Analvtical Sensitivity
A drug-free urine peol was splked with drugs at concentrations listed. The results are summarized
below.

Kz
Drug concentration Cut-off Range n - +
0% Cut-off 10 10 0
~50% Cul-off 10 10 il
~25% Cut-off 10 10 i)
Cut-off ig ] 10
+25% Cut-off 10 Q9 10
+60% Cut-off 10 Q 10
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EFFECT CF URINARY SPECIFIC GRAVITY
Urine samples of normat; high, and low specific gravily ranges {1,000-1.035) were spiked with drugs at 25%
below and 25% above cut-off levels respediively. The Rapid Detect Dlp Druyg Test was tested using twelve
drug-free urine and spiked urine samples. The resulls demanstrate that varying ranges of urinary speciic

gravity do not affect the test resulls.

EFFECT OF URINARY FH

The pH of an afiquot of negative urine pool was adjusted to pH ranges of 4.0 - 9,0 and spiked wilh drugs at 25%
hezlow and 25% above cut-off lavels. The spiked, pH-adjusted urine was 1ested with the Rapid Detect Dip Brug
Test. The results demanstrate that varying ranges of pH da nat interfere with tha perfarmance of the test.

Methoxamine

Non Cross-Reacting Compounds - Synthetic Cannabinoid {K2)

Pancureniuim Bromide Ritodrine
Methoxyamine Hydrochloride Papaverine Raxithromycin Tablets
Methoxyphenamine Paracelamol Tablets Sazlbutarol {Albuterol)
Methyl Salicylate Pargyline Salicylic Add
Methylene Blug PCP Morpholine Anclog Secobarbital
Meth ioxymett I -1 Penieillin Serolonin
{+) 34 (MDMA) Pentobarbilal Serlraling
Methylphenidate Pentoxifylline Sodium Chloride
Meticrane A Sodium Cremogicate

Metoglopromida Hydrochlorida

Parphenazine

Sodium Formate

INTERFERENCE s ! 2
A study was conducted to determine the cross-reactivity of the test with compaunds in either drug-free urine or Mglrnn[:.iazola EL Stoaric Magr_lesmm
drug posilive urine containing Synthetic Cannabineid {K2), The fllowing compounds show ho cross-reactivity Miznserin Phencyclidine (PCP) Sulfamethazine
when lested with he Rapld Detect Dip Drug Test at concentrations of 100 pgfml. Midazalam Phenelzine Sulfamethoxazole
Mirincns i Sulfanilamide
Non Cross-Reacting Compounds - Synthetie Cannahineid (K2} Minaprine Pheniramine. Sulfathiazole
-}-11-nor-8-carboxy-delta-8-THC [ i Estrone Morphing Phencharbital ulindac
-ydelle-8-THC Cefexitin Estrone-3-Sulfate Nabumetone Phenal E ifen Citrate
+1-) Nicoline Celradine Capsules Ethacrynic Acid N-Acetyiprocainamide Phenolphthalein Tannic Add
+/-}-11-nor-8-carboxy-delia-9-THC Cefriaxone Ethambutol Nadolo! Phencthiazina Temazepam
[+}-}-4-Hydroxyamphetamine HCL Cefuroxime Axelll {Zinnat) Ethyl Acetale Nafillin Phentemine Tenoxicam
(1R,98)-{-}--Hydrasline Cephradine Ethylenediamine Tetraacetic Acld Nalbuphine Pl one Terbutatine
4 1-Hydroxy-deita-8-THC Cetivizing Hydrochloride Ethyl Morphing Nalidixic Acid lephrine-1 Terfenadine
{-Naphthylacetic Acidi Ethyl-p-aminobenzoate Nalmefene Phenyiethylamine Tetracycline

Chloral Hydrate

2.3-Pyriding Digarboxylic Acid Chl I 0l Etodolac Nalorphine Hydrochloride Phenylpropanclamine Tetraethyithiuram Disulfide
4-Metylumbelliferyl B-D- Chloy HCL Etoposide Naloxone Hydrachioride Phenylicloxamine Telrahydrocannabinol, Belta-8-
Glucuronide Hydrafe Chloroquine Fi el faltrexone Hydrochloride n-Hyrdoxymethamphetamire Telrahydrozoline
6,6-Diphenylhydantain Chlorothiazids Fenfluramine | Naphazoline Hydrochloride Picrotoxin Thebaing
Acebutolol Chlorotrianisens Fenoprofen | Naphtho! Pilecarping Theobromine
Acetaminophen Chlorpheniramine Fentanyt Citrate Salt | Naproxen Pimozide Theophyline
Acetazolamide Chlorpromazine Ferrous Sulfate | Neomycin Sullate Pipecollc Acid Thiamine
Acelong Chlorpropamide Flufgnamlc Acld Niaci i Piroxlcam Thioridazine Hydrochleride
Acelophenetidin Chlorprothixene Flunlsolide Nialamide Petassium Chloride Tobramycin
Acetopromazine — d6 Chiorthalidone Flunitrazepam Nicotinic Acid Petasslum lodide Tolazamide
Acetyl-L-Cysteine Chlorzoxazone Fluphanazins Dihvdrochloride Nifedipine p-Phenylene Tolbutamide
Acetylsalicylic Acid (Aspirin) Chelesierol Flirandrenclide Jimestlide Prazepam Tolmelin
a-Chymotrypsin Cicosporin Flurazepam | Nitrazepam Prazosin Tramadaol
a-Hydroxyalprazolam Cimetidine Furosemide |_Nitrofurantoin Prednisolone Acetate Trans-2-Phenylcyclo-Propylamine
a-Hydroxyhippuric Asid Cinchonidine Gemfibrozit Nomifensine Prednisane Hydrochloride
Albumin, Hurman Recornbinant Cinaxacin Gentamicin Sulfate Norchlordiazepoxide Prilocaing Trazodone
Allgpurinal . Ciiric Acid Gentisic Acid Norclomipraming Primaguine diphosphate Triazolam
Alphenal Clenbuterol Hydrachiorida Glucose Noreocaing Primidons Trichl h
Alprazolam Clindamycin Glutathlone Reduced ordiazepam Proadifen Trichloroacetic Acld
Alprenclo! Hydrochioride Clobazam Glybenclamide | Nordoxepin Probenecid Trimethoprim
Amantadine Hydrochloride Clobetasone Bulyrate Griseafulvin | Norsthindrone Procainamids Hydrochloride - Trimipramine
Amikacin Clomipramine Halcinonide | Norfloxacin Progalne Triprolidine
Amikacin Sulfate Clanazepam Halopefidel orfludiazepam Prochlorperazing Dimaleate Salt Tropic Acid
Amileride Clonidine Hydrachloride Hamaoglobin Nomiropoxyphene Procyclidine Troping
Aminophenazen Clorazepate Dipotassium MHergin Nortriptyiine Hydrechloride Promazinz Tryptamine
Aminophylline Cloxacillin Hexachloropheng Noscaping Promethazine Tyramine
Amiodarene Hydrochloride Clozapine Hippuric Acid Nylidrin Propiony/promazing Urea
Amitriptyline Cocasthylene Histamine D8-Acetylmorphing Propoxyphene.d- Uric Acid
Ammenium Chigride Cocalng Hydrochloride Hydralazine Qetopaming Propranalol Vancomyein HOL
Amobarbital Codeine Hydrochlorothiazide Qloxacin Protriptyline Vanilliz acid Diethylamine
Amexicillin Colchiging Hydrocodone [n] ine Hydroghloride Pseudoephedrine HCL VB2
Amphetamine Suliale Compound Zing Undec Hydroeotlisons, Oxalic Acid Pyridine-2-Aldoxime Venlafaxine Hydrochloride
Amphotericin B Cortisone Hydroflumethiazide Oxazepam Pyridoxineg Verapamil
Ampicinine (Ampicillin Cetinine ydromarpheone DOxycodone Pyrilami Vincaming
Anamyein Sulfate Creatinine Hydroxocobalamin Oxymetazoline Quinacrine Xylometazoilne
Aniling Cycelok prine Hydrochloride Hydroxyprogeslerane Oxymorph Quinidine Yohlmbi
| Antipyrine Cy sarbital Hydroxyurea Oxyphenbltazone Quinine Zearalenione
Apomormphine Cyclophosphamide Hydroxyzine Dihydrochloride " | Oxypurinal R(-)-Epinephring Zomepirat
Aprobarbital Cyproheptadine Hydrachloride Hyphoval {Cyclobarbital) Paclilaxel Ranitiding Zapiclone
- | Aspartame -| B/L-Tyrosine Hypoxanthine p-Aminobenzeolc Acld .. Riboflavin
Alenclol Dantrolene Sodium buprofen
| fitropine B-Asparlc Acld imidazole BIBLIOGRAPHY OF SUGGESTED READING
g:i‘i’f:;.‘c — g:——-—-—-"i{g‘;‘?;"ge Mesylate ::;';;Z“;‘;:ﬂ 1. Stewart D, Inaba T, Lucassen M, Kelow: . Cln. Pharmacal. Ther. Apr! 1678; 25 ed: 484, 2648,
Bedgmetasone Dipropionate Deoxyepinephring Indomethacin 2. Ambre J. J. Anal. Toxicol. 1985; 9:241.
Beclomethasone Desipraming Tpratropium Eromide 3. Hawks RL, GN Chiang. Urine Testing for Diugs of Abuse. National Institute for Drug Abuse (NIDA), Research
Bendroflumethiazide Desoximetasone Isonicollnic Acid Menograph 73, 1986,
Benzalkonium Bromida Dexamethasone Isoproterenol-{+/-}
Benzillc Acld Dextromethorphan Hydrobromide | Isoxsuprine ADDITEINAL INFORMATION AND REFERENCES
Benzocaine Diazepam JWH-210 4-hydroxypeniyl The foliewing lIsl of organizations may be helpful to you for counseling support and resources, These groups
Benzoic Acid Diazexide metabolite also have an [nlemet which can be d for additional Information.
Bsnzoylecogening Dieldrin elamine Nalional Clearinghaousa for Alcohol and Drug Infarmation waww.health,org 1-800-728-6686
Benzphetamine Diflorasone Diacelals ynurenic AGid Center for Substance Abuse Treatment wwe.health.orq 1-800-662-HELP
:::i:lu.:ﬁ:gﬁul g:gﬂ;;iﬂl ::2:::':' The I\_!atinnal Cm.mcil an Alcoholisr.n and Drug Dependence www.ncadd.org 1-800-NCA-CALL
| Benzylaming Hydrochloride Dihydraiazine L-Asparlic Acid American Coungil for Brug Educalion (ACDE) www.acde.org 1-800-488-DRUG
| Berberine Dimethyl Isosorbide L-Cystine
:‘urid!ll;.r:ihubuuc ggu.c:.; i s.;::w.:.:e Leva E Usw-By Dot 4IP' P
ilirubin ipyridamole d
Bisacodyl Dipyrone Lisinopril Catalogus Number ® Do Nat Re-Uss
Bremazepam Disopyramide Lithium Carbonate
Bremocripling Mesylate DI.-3,4-Bihydroxymandelic Acid Loperamide @ Da Not Use if Package is Damaged E]E Consult Instructions for Use
Bupi i DL-Aminoglutethimide Lorazepam (+) fLorazepam =
Buprenorphine DL-Aspartic Acid Glucuronide i?§ Keep Away from Sunlight & Caution
Bupropion Hydrachloride DL-Tryptophan L-Thyroxine LS
Buspirone D-Methamphetamine Mannitol "T: Keep Bry W Contains Sufficlent for <n> Tesls
Bulabarbital ine Maprotline
Butacaine Dopamine Mebendazole
Butalbital Doxepin Meclofenamic Acid Balch Code
Bulsthal Doxycycline Hyclale Medazepam
Bulyrophienone Doxytamine Meferamic Acid Distibuted by:
Cafleine Droperido! Melanin .,
= = Rapid Detect, Inc.
|Camphor Ecgonine Methylaster Menthol 01 Turman Street
Cannabidiol Emetine Difwydra-Chloiide Hydrate | Meperiding 3 res
Cantenoi; Acid Ephedrine-(+/-} Meprobamatg Poteau, 0K 74953
= : " Toll Free: 888-404-0020
Caplopri! Erythromycin Merperiding
Carbamazepine Eserine Melaproterenol Hi liate Salt . raplddetect.com
Carisoprodol Estazalam Metaramino|
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