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THC

One Step
Marijuana Test Device
Package Insert

A ruplid, ona step test for the qualitative detection of THC metabolites in human vrine.
For healtheare professionals including professionals at point of care sites
For in vitro dz‘agrrosﬁc e only,

ZAINTENDEDRU

The THC Ose Step Mamdjusna Test Device is a mpld chromdtogmph;c
immunoassay for the detection of 11-nor-a9 -THC-9 COOH (THC metabolite) in
human urine at a cut-off cancentration of 50 ng/mL.
This assay pravides osly 2 prefiminaxy analytical test vesult. A more specific slternate
chemical method must be wsed in order to obtain = confirmed ualytical result. Gas
chronnstography/mass spectrometry (GC/MS) is the preferred confirnatory teethiod.
Clineal consideration and professionnl judgment should be applied to any drug of
abuse test result, particularly when preliminary pasmvc :mu[ls are mcd.

SRS UMMARY S ey R
THC (Ag-te[rahydmcnnnabmol) is the primary active mgred:em in czmnablnmds
(marijuana). When smoked or orally administered, it produces euphoric effects.
Users have impaied shori-term memory and slowed lsoming. They may also
experience transient episodes of confusion and anxiety. Long term relatively heavy
use may be associated with behavioral disorders. The peak effect of smoking
marijuana oceurs in 20-30 minutes and 1he duration is 90-120 minutes after one
cigareite. Elevated levels of urinary metabolites are found within hours of €XpOSUre
and remain dctccmblc {or 3-10 days after smoking, The main metabolite exereted in
the urine is { 1-nor-A® tztrahydrocamnabinol- 9—carhoxyhc acid (A? STHE- COOT).
The THC One Step Mardjnana Test Deviee is a mpid urine sereening test that can be
performed withowt the use of an instrement. Tlie test utilizes a monoclonal antibody 1o
selectively detect elevated fevels of marijuana in weine. The THC One Step Marijuana
Test Deviee yields a pOSIEIVL sesufl when the concentration of mm'uuzna in urine
exeeeds 50 nghul. This is the suggested screening cut-off for positive specimens set by
the Substance Ahusc and Mentad Henjth Services Admlmstnunn {SAMHSA, USA)

S PRENCIPLE:

The THC One Siep Mnn]umm Tost Device s a !'d]'.‘ld ch:omn:ographlc immunoassay
based on the principie of competitive binding. Drugs which may be present in the vrine
specitien compete against the drug conjugate for binding sites on the amibody.

During testing, a wrine specimen migrates upward by capillary action. Marijuans, it
present in the wrine specimen below 50 ng/mL, will not saturate the binding sites of
the antibady coated particies in the test device. The antibody coated particles will
then be captured by immobilized marfjuana conjugate and a visible colored line will
show up in the test Hine region. The colored line will not form in the test fine region
il the marijuana level is above 50 ng/mL because it will saturate all the binding sites
of anti-marijuanz actibodies.

A drug-positive urine specimen will not gencrate a colored line in the test line region
because of drug competition, while a drug-negative urine specimen wilt generate a
line in the 1est Fine region because of the absence of doug competition.

To serve as & procedural control, a colored line will always appear at the control line

rcglon il the test has been per{'ormcd pmperly

The test device coatains mouse nmnm:ionul antl-Maruuann annhody-—coup!ed
pasticles and Marijuzma-protein conjugate. A goal antibody is employed in the
conlrol line systemn.

For healthcare pmfess:onals including pmfess:onals at point of care sites.

For in vitro diagnostic use only. Do not use afler the expiration date.

The dest device should remain in the sealed pouch until use.

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

s Thetest stnp shuuid be discasded according to federal, state and local rcgulnnons

S RTORAGEEANDESTABILYEY:

- v 4 @

Store as packngcd in Ehe sealed pouch at 2-30°C (36-86°F). ’I‘he test devacc is stnhlc
through the expimtion date printed on the sealed pouch. The test device enust remaip in
lhr. seuled pouch unlil use. DO NOT FREEZE, Do net use beyond the cxpmmun date.

S8 PECTMEN COLLEC FION AN PREFARATION &

The urine specimen must be coliected in a clean and dry container. Urine
collected at any time of the day may be used. Urine specimens exhibiting visible
precipitates should be centrifuged, filtered, or allowed to settle to oblain a ¢lear
speciraen for testing,

Spechuen:Stirnge
Urine speeimens may be stored at 2-8°C for up to 48 hours prior to testing. For
pro[ongad storage, specimens may be frozen and stored below -20°C, Frazen
spcclmens shuuld be thawed ami mixed before tes:mg.
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Mirteriuls: Privcidi)
»  Test devices

«  Disposable specimen droppers

»  Package insert

Alutirinds: Reguieal Bt Nok Pravidd;

e Specimen collection container
¢ Timer
»  External controls

THRECTIONS ORI LSERT

Allow the test device, urine specimen, and/or controls to equilibrate to room
temperature (15-30°C) Eprlor to testing.

. Remeve the test devige from the sealed pouch and use it as soon as possible.

2. Place the test device bh a clean aad level surface, Hold the dropper vertically
and transfer 3 full drops of wrine (approx. 100p]} to the specimen well {8} of
the test device, and then sz the tmer. Avoid trapping air bubbles in the
speejmen well {8), Sce the illustration above.

3. Wait for the colored line(s) to appear. It is imporiant that the background is
clear before the result is read. The result shouid be read at 5 mimutes, Do not
interpres the resulé after [0 mintes.
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(Pleusc rcfer to the illustration ahove)

NEGAHVE:* Two lines appear. One cofored line should be in the Conirot region
{C), and ansther colored line should be in the Test region {T7). This negative result
indicates that the marijuana concentration is below the delectable fevel of 50 ng/m..
* NOTE: The shade of celor in the Test region (T) may vary, but it should be
considered negative whenever theee is even a faint line.

POSITIVE: One colored line appears in the Conirol region {C). Mo line appears in
the Test region {T). This positive result indicales that the marijuand contentration is
ubove the detectable tevel of 50 np/mlL.

INVALID: Control line fails to appear. Insufficient specimen volume of incomect
procedural techniques are ihe most likely reasons for conirol line failure. Review the
procedure and repent the test with a new test device. If the problem persisis,
dlscontmuc using the test kit immediately and contage ynur Iocal dlstnbutcr

QUAEITY:CONTROL

A proccdumi control is included in the test. A colored Imu appearing in the Control
region (C) is the internal procedural control. It confirms sulficient specimen volume,
adequate membrance wicking and correct procedural technique. A clear background
{s aiso required.

Controf standards are not supplied with this kit: however it is recommended that
positive and negative controls be tested as good laboratory testing proctice to
conﬁrm the test pror:edure and to w:rlfy proper test performance.

CLIMITATIONS e

1. The THC One Slep Mnriju:ma Test Device prmndes only o quahhtwe
preliminary analytical result, A secondary analytical method must be used to
obtain a confinned resuft. Gas cluomatographylm&ss spectrometey (GUMS) is
the preferred confirmatory method. ™

2. It is possible that technical or procedural errars, as well as other interfering
subsiances in the urine specimen may cause erroneous resulis,

3. Adulterants, such as bleach and/or alum, in wrine specimens may produce
erroneous results regardless of 1he analytical methed used. IF adulteration js
suspected, the test should be repeated with anather urine specimen.

4. A Positive Result indicates presence of the drug ar its metabolites but does not oo

indicate level of intoxication, administration route or concenteation in uriae.

S, A Negative Result may not necessarily indicate drug-free urine. Negative results
can be obtained when drug is present but below the cutoff tevel ofthe test.

6. Testdoes nat distingwish between drugs of abuse and certain medications.



professional was [ to 1 for sensitivity and specificity.
Ajindvtica R sty
A drugefiree wurine pool was spiked with I l-nowA9-Tetralytrocannabinel-9-

with the THC One Step Marijuann Test Device ar a concentration of 100 jg/miL:
Noin’ Criss-itenetind Conponns

: o ‘RIBEIOGRAPHY
Hawks RL, CN Chiang. Urine Testing for Drugs af Abuse. Nutional Institute

FEREGRITA: SVRACTERIST! M Apomarphine Iproniazicd Pmdn.isune
celiriit The following table Jists compounds and their respective concentrations in urine that gfr':’a[:i‘::“ g;f]z‘:r‘;r‘i’:i_"““l Il::g;:::m:
A tlrze way side-by-side comparison was cenducted using the THC One Step yield a positive result in the THC One Step Marijunna Test Device at 5 minutes, Renzitic acid Ketamine Prometliazing
Marijuans Test Device and a leading commercially availzble THC rapid test. Testing Compaund Contentretion {pgfmL) Benzoic acid Ketoprofen d, - Peapanolat
way performed en specimens previously collected from subjects presenting for Drug Cannabinol 260,000 Benzaylecgoning Labetalol d-Propoxyphene
setreen Testing.  Presumptive positive results were confinmed by GC/MS. The 11-nor-& -THC-0 COOH 30 Benzphemmine Levorpharol d-Psendosphedrine
following results were tabulated: 11-gar-£ -THC-9 COOH 30 .., Bilintbin Loperamide Quinidine
Method Ottier THC Rapid Test | Tolal & _.THC 15,000 Brompheniramine Maprotifine Quinine
THC One Rosaits Pasitiye Negafive | Results R-me 15.000 & Cafifeine Meprabamat Ranitidine
Step Posiive 143 ¢ 143 R Cunnabidial Methadone Salicylic ncid
Test Beviee | Nemtive 9 157 157 sl . . Chioral-hydrate Methexyphenamine Secobarbital
Tatz] Results 143 157 300 A study was conducted at 3 physician’s offices by untrained operators using 3 Chloramphenicol (+}34-Methylenedioxy-  Serctonin {3-
Total Agreement: 100% different lots of product to demonstrate the within run, between run and between Chlordiazepoxide amphemming Hydroxytyramine}
When compared to GC/MS al 56 ne/mL, the following resulks wese rabulated: operator precision. An identical panel of coded specimens containing, according to Chiarothiazide (#) 3,4-Methyleredioxy-  Solfsmethazine
Metliod GCIMS Tatal GCMS, no THC, 25% THC above and below the cut-off snd 50% THC above and %) Chlorphenimmine melhamphetamine Sulindac
FHC One Resuils Posilive | Newative | Results below the 50 ng/mL cut-off was provided to each site. For the specimens below the Chlorpramazine Melliylphenidate Temazepam
Step Positive 119 b 143 ~23 % cut-off’ concentration, the 3 sites demonsirated 98% ugreement with cach Chlomuinz Methyprylon Tetracycline
Test Device | Negative 3 154 157 olher. For the -25% to +25% cut-of specimens, the 3 siles demonstrated 83% Cholesizrol Marphine-3-8-D- Tetrahydrocortisone, 3
‘Tatn] Results 122 178 300 apreement with ench other. Fos specimens above the +25% cut-off concenteation. Clarrfip'mminc glucuronide Acetate .
Relative Sensitivity: 98%  Relative Spoeificity: §7%  Accoracy: 91% the 3 sites demonstralcdobw% agreement with cach other. For all results, the 3 sites g::i:m:ydmhlndde ﬁ::;dn:vi:nicld l‘litz?ggf::;)msnnc 3D
- o [ § . ronLde
Wher cempared to GC/MS at 25 ng/ml,, the following results were tabulated; were found to have a 92 aeeewnh chﬂ”' — Codalne N:slo.rme é1"czzruhynil-o:e.oIifn:
Meihod COMS Tolat Efieet ol Liriniry Speci e G ravits Cortisone Nahrexone Thebaine
FHC One Resuts | Positive | Nemutive Rusults Twenty-six (26} urine samples of normal, high, and low specific gravity ranges were (-) Cotinine Naproxen Thiamine
Step Dositive 137 L 43 spiked with 25 ag/mL and 75 ngmL of !l-nor-A9-Teirahytrocannabinol-9- Creatinine Niacinamide “Thioridazine
TestDeviee | Nagative 4 153 157 carboxylic acid, respectively. The THC One Step Marijuana Test Device was Deoxycerticosterone Nifedipine d,-Thyrosine
Yotal Results 1al 139 300 tested in duplicate vsing the twenty-six neat and spiked urine samples. Fhe remults Dexurotmethorphan Noreadein Tofbutamine
Relative Sensitivity: 97%  Relative Specificity: 96%  Accuracy; 97% demonsirate that varying ranges of urinery specific gravity does nat affect the tost results, Diazzpam Neruthindrone Trianuerene
" ” . " - Diclofenac d-Norpropoxyphene Trifluoperazine
COHTACY F et o the Urini ' pH Diflunisal Noseapine Trimethoprim
A study was conducted using the same clinicak specimens with ten percent (10%) The pH of an atiquoted negative urine poof was adjustzdo a pH range of 5 t0 9 fn 1 Digoxin d,l-Octopamine Teimipramine
distribution at 25% sbove and below the 50ng/mL cut-off at three geographically pl unit increments and spiked with 11-nor-AS-Tetraliyirocannabinol-8-carbosylic to Diphenhydramine Oxatic acid Trypraptine
distinict point of care sites 10 determine the accuracy of the THC One Step Marijaana 25 ng/mL and 75 ng/mL. The spiked, pH-adjusted wrine was tested with the THC Doxylamine Oxazepam dy[-Tryplophan
Test Device in the hands of point of care user. Forty (40) positive specimens and forty QOne Step Marijuana Test Device in dupticate and interpreted nccerding (o the Ecgonive hydrochloride  Cxalinic acid Tyumine
{40} negative specimens were tested ont three (3) different lots of each produses. package insert, The results demonstrate that varying ranges of pH does not interfer Ecgonine methylesier Oxycodone ) d.MTymsine
The difference in sensitivity and specifieity results obtained by the laboratory with the performance of the test. Y Ephedrine Oxymetazoling Uric acid
professional for the same clinicat specimens compared to the results obtained by the s RET T Erythromycin piydroxy- Verapamil
point of care (untrained) user was insignificant. At a ninety-five percent (95%4) AL AN P-Esteadiol methamphetaining Zomepime
confidence interval, the odds ratio for the point of care user versus the laborasory A study was conducted to determine the cross-reactivity of the test with compounds Estrone-3-sulfate Popaverine
in drug free urine. The following compounds show ne cross-reactivity when tested Ethyl-p-aminchenzoate  Penleillin-G

carboxylic acid at the following concentrations: 75 ng/mlL, 62,5 ng/ml., 37.3 ng/ml, J-Acetamidophenot Fenoprofen Pentpzocine for Drug Abuse (NIDA), Research Monogxaph 73, 1986
25 ng/mL, and 0 ngfnL. The resuit demonstrates >$9% aecuracy at 50% shove and Acetopheneridin Furosemide Pentabarbilal Baselt RC. Disposition of Foxic Drugs and Chemivals_in Meon, 2Zud Ed.
50% below the cut-off concentration. The data are summarized below: N-Acetylprocainamide  Genrisie agid Pephenszine Biomedical Publ,, Davis. CA. 1982; 488 .
THC Concentration | Percent of Visual Resnlt Acetylsalicylic ecid Hemoplobin Phencyclidine '
mL Cutafl n Nemative Positive Aminapyring Hydralazine Phenelzine -
(l'ﬂ{) ) 3 o eg]aom_ 0 Amitrypiyline Hydrochlorthinzide Bhenabarbital gggg ggg&‘gﬁ?&g‘%ﬁ; "
13 50% 30 0 0 Amoh.ur‘ln.tal f‘iydmcndc'me Phcnzcrmme_ Buriinglon, Ontario L7 5Y7
ey Amoxicillin Hydrocortisone kPhenylephrine . 1 BO0-R 5o
31.5 75% 30 10 20 e . ) Tel: 1-800-615-5072
5 oo 0 3 G Ampiciilin o-Hydroxyhippurie acid A-Phenylestylamine Fax: 1-800-639-0006 DN 1150045405
523 125% 30 3 7 Ascorbic acid 3-Hydraxytyramine Phenylpropanplemine W NaYASERtY.CON EF. Date: 2005.07.25
'; = o" 30 ‘3'0 4,[-Amphetamine huprofen Prednisolone
13 130% o l~Ampt f Imiprami HOVA CENYURY SCIENTIFC






