CLIA Waived One Step Multi-Drug Test Cup
Package Insert

Packege insert for testing of any combinztion of the following drugs: Methamphetamine,
Amphetarmine, Cocaine, Morphine, -Ecstasy, EDDP ({Meihadone Metabolites), Tricyclic
Antidepressants, Propoxyphene, Oxycodone, Barbiturates, Buprenorphine, Phencyclidine,
Methadone, Marijuana and Benzodiazepines.

A rapid, one step screening test for the simdtanecus, qualitative detection of Methamphetamine,
Amphetamnine, Cocaine, Morphine, EDDP (Methadone Metabolites), Murijuana, Propoxyphene,
Bensodiazepines, Ecstasy, Oxyeoadone, Barbiturates, Phencyclidine, Buprenorphine, Methadone,

. Tricyclic Antidepressants and the metabolites in human urine.

For in vitre diagnastic use only. It is intended for over-the-counter and for prescription wse.

INTENDED USE & SUMMARY

Trine based CLIA Waived Diug tests for mutiple drugs of abuse range fiom simple immunoassay '

tests to complex analytical procedures. The speed and sensitivity of immunoassays have made them
-the rmost widely accepted method to screen urine for multiple drugs of abuse.

The Owne Step Multk-Drug Secreen Test Cup is a lateral flow chromatographic immunoassay for
the qualitative detection of muitiple drugs and dmg metabolites in urine at the following cut-off
concentrations in urine:’ .

Test Calibrator Cut-off (ng/mL)
Methamphetamine (MET, mAMP) D-Methamphetamine 1,600
Cocaine(COC) Benzoylecgonine 300
Marijuana (THC ) 11-ner-A"THC-9 COOH 50
Morphine (MOP } Morphine 2,000
Morphine (MOP} Morphine 300
Benzodiazepines (BZO) Qrazepam 300
MDMA(Ecstagy) D,L- Memylenedmxy-meﬂ:amphelarmne 500
Oxyeodons (OXY) Oxycodone 100
Barbiturates (BAR) Secobarbital 300,
Buprenorphine (BUF) Buprenorphine 10
Methadone (MTD) Methadone 300
Phencyclidine (PCF) Phencyclidine 25
Amphetamine (AMF) D-Amphetamine 1,000
EDDP {Methadone Metabolites) 2-Ethylidene-1,5-dimethyl-3,3-dipheylpyr

rolidine (EDDF) 300
Trcyclic Antidepressants (TCA) Nortriptyline 1,000
Propoxypheno (PFX) Propoxyphene 360

This test will detect other related compounds, please refer to the Analytical Specificity table in
this package insert.

This assay provides only a prelminary amalytical test result. A more specific alternate
chemlical method must be used in order to obtain a confirmed analytical result. Gas
chromatography/mass spectrometry (GC/MS) is the preferred confirmatery method. Clinical
tion and pr should be applied to any drug of abuse test result,
particularly when preliminary ]msltnre results are used.
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METHAMPHETAMINE (MET, mAMP)

Methamphetamine is an addictive stimmulant drug that strengly activates certain systems in the b:a.m

Methamphetaming Is closely related chemically te amphetamine, but the central nervous system
effects of Methamphetamine are greater. Methamphetarmine is made in illegal Iaboratories and has a
Ligh potentizl for abuse and dependence. The drug ¢an be taken orally, injected, or inheled Acute
higher doses lead to enhenced stirmulation of the central nervous system end induce euphoda,
alertness, reduced appetite, and a sense of increased energy and power. Cardiovascular responses to
Meihampheiapine include increased Hood pressure and cardiae arrhyihmias. More aciie responses
preduce anxiety, paranoia, hallucinations, psychotic behavior, and eventually, depression and
exhanstion. The effects of Methamphetamine generally last 2-4 hours and the drug has a half-life of
9-24 hours in the body. Methamphetamine is excreted in the urine as amphetamine and oxidized and
delaminated derivatives. However, 10-20% of Methamphetamine is excreted unchanged. Thus, the
presence of the parent compound in the urine indicates Methamphetamine nse.

COCAINE (COC)

Cocaine is 2 potent central nervous system (CNS) stimulant and a local anesthetic. Initially, it brings
about extreme energy and restlessness while gradually resulting in tremors, over-sensitivity and
spasms. In large amounts, cocaine causes fever, unresponsiveness, difficulty in breathing and
UNCONSCICUSIESS.

Cocamne 1s often self-administered by nasal inhalation, intravenous injection and free-base
smoking. It is excreted in the urine in a short time pomanly as Benzoylecgonne.l.2
Benzeylecgonine, 2 major metabelite of cocaine, has a longer biological half-life (5-8 hours) than
cocaing (0.5-1.5 hotrs), and can generally be detected for 24-48 hows after cocaine exposure.?

MORPHINE (MOF)

Opiate refers to any dmg that is derived from the opium peppy, including the natuwral products,
morphine and codeine, and the semi-synthetic drugs such as hercin. Opicid is more general,
referring to any drug that acts on the opicid receptor. Opioid analgesics comprise a large group of
substances which conirel pain by depressing the central nervous system. Large doses of morphine

% ean produes higher tclerence levels, physiological dependency in users, and may lead o substance
, abuse. Morphine is excreted unmetabolized, and js also the major metabelic product of codeine and
. heroin. Morphine is defectable in the urine for several days after an opiate dose.*

Lo

MARIJUANA (THC)

THC ( A 9--tetrahydrocannabinol) is the primary active ingredient in cannabincids (marijuana).
When stmoked or orally aduinistered, it produces euphoric effects. Users have impaired short term
memory and slowed learning. They may also experience transient episedes of cenfusion and andety.
Long term relatively heavy use may be associated with behavipral disorders. The peak:effect of
smoking marijuana occurs in 20-30 minutes and the duration is 90-120 minutes after one cigarette.
Elevated levels of urinary metabolites are found within hours of exposire and remain detectable for
3-10 days after smoling. The mwin metabolite excreted in the wine is
11-nor-A9-fetrahydrocanmabinol-$-carboxylic acid (A9-THC-COCH).

BENZODIAZEPINES (BZO)
Benzodiazepines are medications that are frequently prescribed for the symptomatic treatment of
arxdety and sleep disorders. They produce their effects via specific 1eceptors involving a
neurochernical called gamma aminobutyric acid (GABA). Because they are safer and more effective,
Benzodiazepines have replaced barbiturates in the treatment of both anxiety and insommia.
Renzodiazepines are also vsed as sedatives before some surgical and medical procedires, and for
the treatment of seizure disorders and alcchol withdrawal. Risk of physical dependence increases if
Benzodiazepines are taken regilarly (e, daily) for more than a few months, especially at higher
than normal doses. Stopping abruptly can brng on such symptoms as trouble sleeping,
gastromitestinal upset, feeling unwell, loss of appetite, sweating, trembling, weakness, amxety and
changes in perception. Only race amounts (fess than 1%) of most Benzodiazepines are excreted
unaiiered in the nrine; most of the concentration in urine is conjugated drug. The detection pericd
for the Benzodiazepines in the vrine is 3-7 days. .

OXYCODONE (OXY)

Oxycodone,]4,5-epoxy-14-hydroxy-3-methoxy- 1 7-methyl-morphinan-6-one, dihydrohydroxycodein
one] is a semi-synthetic opioid agonist derived from thebaine, a constituent of opium. Oxycedone is a
Schedule II narcotic analgesic and is widely used in clinical medicine. The pharmacology of
oxycodons is sirnilar to that of morphine, in all respects, including its abuse and dependence Labilities.
Phasmacological effects include analgesia, euphoria, feelings of zelaxation, respiratory depression,

-constipation, papillary. constriction, and cough suppression. Oxycodone is prescribed for the relief of -

moderate to high pan under phasmaceutical trade names as OxyContin® (controlled release),
OxyiR®, CxyFast®(unmediate release formutations), or Percodan® (aspirin} and Percocet®
{acetaminophen) that are in combination with other nonnarcetic anzlgesics. Oxycadone's behavioral
effects can Iast up to 5 hours. The controlled-release product, OxyContin®, has a longer duration of
action (8-12 hours).

AMFHETAMINE (AMP)

Amphetamine is a Schedule 11 controlled substance available by preseription (Dexednne®) and is
also availabie on the illicit market. Amplietamines are a class of potent sympathomimetic agents
with therapeutic applications. They are chemdcally related to the human body’s natural
catecholamines: epinephrine and norepinephrine. Acute higher doses lead to enhanced stimmlation
of the central nervous system and induce euphoria, alertnass, reduced appetite, and a sense of
increased energy and power. Cardiovascular responses to Amphetamines include increased tlood
presswe and cardiac arrhythumas. More acute responses produce anxiety, paranoia, hallucinations,
and psychotic behavior. The effects of Amphetamines generally last 2-4 howrs following nse, and
the drug has a half-life of 4-24 hours in thé body. About 30% of Amphetamines are excreted in the

! urine in unchanged form, with the remainder as hydrexylated and deaminated derivatives.

BARBITURATES (BAR)

Barbiturates are cenfral nervous system depressants. They are used therapeulically as sedatives,
hypnotics, and anficonvulsants. Barbiturates are almost always teken orally as capsules or tablets.
The effects Tesemble those of infoXication with alcohol Chronic use of barbiturates leads to
tolerance and physical dependence. Short acting Barbitirates taken at 400 mg/day for 2-3 months
can preduce a elinically significant degree of physical dependence. Withdrawal symptoms
experienced during periods of drug abstinence can be severe enough te cause death. Only a small
amount (less than 5%) of most Barbiturates are excreted unzaltered in the urine. .

The approximate detection time limits for Barbiturates are:

Shert acting {e.g. Seccbarbital) 100 mg PO (oral) 4.5 days

Long acting (e g Phenebartital} 400 mg PO, (oral) 7 days.

BUPRENORPHINE (BUF)
Buprenorphine is a semisynthetic opicid analgesic derived from thebain, a component of opium. It
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"has 2 longer duration of action than morphine when indicated for the treatment of mo

severe pain, peri-operative analgesia, and opioid dependence. Low doses buprenorphine
sufficient agonist effect to enable opicid-addicted individuals to discontinue the misuse o
without experiencing withdrawal syraptoms. Buprenorphine carties a lower risk of abuse, 2
and side effects compared to full opiotd agonists becanse of the “ceiling effect”, which 1
longer contimue to 1 with fusther 1 in dose when reaching a plateau at moder
However, it has also been shown that Buprenorphine has abuse potential and may its
dependency. Subutex®, and a Buprenorphine/Naloxone combination preduct, Suboxone®
only two forms of Buprenorphine that have been approved by FDA in 2002 for use i
addiction treatment. Buprenorphine was rescheduled from Schedule V to Schedule I
before FDA approval of Suboxone and Subutex.

METHADONE (MTD) -
Methadong is a narcetic analgesic prescribed for the management of moderate to severe pai
the-treatment of opiate dependence (heroin, Vicodin, Percocet, Morphine). The pharmac
Oral Methadone is very different from IV Methadone. Oral Methadone is partiglly stored in
for later use. IV Methadone acts more like heroin. In most states you must go to a pain ¢
Methadone maintenance clinic to be preseribed Methadone. Methadone is a long act
reliever producing effects that last from twelve to forty-eight hours. Ideally, Methadone

client from the pressures of obtaining illegal heroin, fom the dangers of injeetion, and

emctional roller coaster that mest opiates produce. Methadons, if {aken for long periods an
doses, can lead to a very long withdrawal peded The withdrawals from Methadone
prelonged and troublesome than those provoked by heroin cessation, yet the substitution an
removal of methadone is an acceptable method of detoxification for patients and therapists.

METHYLENEDIOXYMETHAMPHETAMINE (MDMA)
Methylenedioxymethamphetamine (ecstasy) is a designer drug first synthesized in 19
German dnig company for the treatment of obesity.8 Those who take the drug frequent
adverse etfects, such as increased muscle tension and sweating, MDMA is not clearly a s
although it has, in common with amphetamine drugs, a capacity to increase blood pressure :
rate. MDMA does produce some perceptual changes in the form of increased sensitivity
difficulty in focusing, and blurred vision in some users. Its mechanism of action is thought
release of the Reurotransmitter serotonin, MDMA may also release dopamine, although the
opinicn is that this is a secondary effect of the drug (Wichols and Oberlender, 1990). 1
pervasive effect of MDMA, oceurring in virtvally all people who took a reasonable dose of
was to produce a clenching of the faws. .

PROPOXYFHENE (FPX)

. Prapoxyphene (PPX) is a mild narcofic analgesic found in various pharmaceutical prep

usually as the hydrochloride or napsylate salt. These preparations typically also conls
amounts of acetaminophen, aspirin, or caffeine. Peak plasma concentretions of propoxyp!
achieved from 1 to 2 howrs post dose. In the case of cverdose, propoxyphene blood conces
can reach significantly higher levels. In human, propoxyphene is metabolized by N-demet
to yield nerpropoxyphene. Norpropoxyphene has a longer half-life (30 to 36 hours) tha
propoxyphene (6 to 12 hewrs). The accurmlation of mlpropuxyphene seen Wlth repealed de

" be largely responsible for resultant toxjeity.

PFHENCYCLIDINE (PCP)

Phencyelidine, also known as PCP or Angel Dust, is a hallucinogen that was first marke
surgical anesthetic in the 1950%s. It was removed from the market because patients rec
became delisious and experienced hallucinations.  Phencyclidine is used in powder, caps
tablet form. The powder is either snarted or smoked after mixing it with marijuana or v
matter. Phencyclidine 1s most commonty administered by inhalation but can be used intrav
intra-nasally, and orally, After low doses, the user thinks and acts swiftly and experience
swings from euphoria to depression. Seif-injurious behavior is one of the devastating e
Phencyclidine. PCP can be found in urne within 4 to 6 hours after use and will remain in 1
7 to 14 days, depending on factors such as metabolic rate, user's age, weight, activity, a
Phencycliding 18 excreted in the urine as an unchanged drug (4% to 19%) and cor
metabolites (25% to 30%).

TRICYCLIC ANTIDEPRESSANTS (TCA)

TCA (Trcyclic Antidepressanis) are commonly used for the treatment of depressive di
TCA overdoses can result in profound central nervous system depression, cardiotoxic
anticholinergic effects. TCA overdose is the most common cause of death from preseriptio
TCAs are taken orally or sometimes by injection. TCAs are metabalized in the liver. Bot
and s 1zisboliies are exereied i urine mestly in the form of mefabolites for up to fen day
The test is intended for over-the-counter (OTC) use as the first step in a two step process to
consurners with information concerning the presence or absence of the above stateé drug in
sample. Information regarding confirmatory testing — the secend step in the process, along
materials for shipping a pertion of the urine specimen to the laboratory for confirmation tes
prefiminary positive result, the second stepin the process, is provided.

H - PRINCIPLE

Thz One Step MubthDrug Screen Test Cup 35 an Immunoassay based on the prin

comnpetitive binding, Drgs which roay be present in the urine specimen compete again
respective drug conjugate for binding sites on their specific antibody.




During testing, a urine specimen migrates upward by capillaty action. A drug, if present in the urine
specimen below its cut-off concentration, will not saturate the binding sites of its specific antibody
coated on the particles. The antibody coated particles will then be captured by the immohilized drug
conjugate and a visible colored line will show up in the test line region of the specific dug strip.

The colored line will not form in fhe test line region if the dmg level is above its cut-off
concentration because it will saturate all the binding sites of the antibody coated on the particles.

A drug-positive urine specimen will not generate a colored Line in the specific test line region of the
strip because of dmg competition, while a drug-negative urine specimen or a specimen containing a
dug concentration.less then the ont-off will generate a iine in the test line region. Tg seive as a
procedural control, a colored line will always appear at the control line region indicating that proper
volume of specimen has been added and membrane wicking has occurred. ‘

—Em_
Bach test line in the test panel contains mouse monoclonal anftibody-coupled particles and
corresponding drug-protein conjugates. A goat antibody is employed in each control line.

For in vitre diagnostic use only. It is intended for over-the-counter and for prescription uss.
Do not use after the expiration date.
The Test Device should remain in the sealed pouch until use.
» All specimens should be considered potentially hazardeus and handied:in the same manper &s
an infectious agent.
»  The used Test Device should be discarded according to local regulations.

STORAGL AND STABILITY

Store as packaged in the sealed pouch either at room temperature or refrigerated (2-30°C). The Test

Device is stable through the expiration date printed on the sealed poush. The Test Device must

temain in the sealed pouch until use. Keep away from direct sunlight, moisture and heat. DO NOT
FREEZE. Do not use beyond the expiration date.

JON AND MPREPARATION

PECTMEN COLLEC

WHEN TQ COLLECT URINE FOR THE TEST? .
The minimmm detection time is 2-7 hours, so you may collet wine samples 2-7 hours after
suspected drug nse.
HOW TO COLLECT URINE?

1. Urinate directly into the provided urine cup.
2. Open the Labeled Vial and carefully pour the urine specimens from the uring cup 11110 the
Labeled Vial. Fill the vial to about two thirds (2/3) full and tightly close the cap. This Labeled Vial

urine sample is for stupping to the laboratory for confirmation testing. Make sure Lhat the number
on the Labeled Vial matches your personal Identification: Number.

3. The residual urine sample in the urine cup is for your self-{esting.

Specimen Storage

Urine specimens may be stored at 2-8°C, for up to 48 hours prior to testing. For proldnged storage,
specimens may be frozen and stored below -20°C. Frazen specimens should be thawed and mixed
well before testing, ’

Materials Provided !
Materials Provided .
« Test cup » Desiccants » Package insert »Procedure Card
« Clolor Chart Card for Adulterant Interpretation (when applicable)
Materials Required But Not Provided
= Timer *Disposable gloves

DIRECTIONS FOR USE

Allow the fest cup to come to roctn temperature [15-30C (59-86 )] prior to test.

1} Tear the foil bag open, remaove test cup and disposable gloves provided for donor. Label tha device
with doner informatton. (Fig. 1)

2) Open test cup lid. Urinary directly into the test cup. Be sure to fill up the test cup with the wrins
specimen between minimum 30ml to maximum 110ml (marked en the cup). (Fig. 2)

3} After urine specimen has been eollected, close the lid securely and return cup tp collection official.
(Fig. 3

4} Coliecticn official use glove provided Peel off label fo reveal test result. Read test result at 5
minutes, DO NOT INTERPRET RESULT AFTER 10 MINUTES. (Fig.4&3)

STEP3

@ HE Y

SMINUTES  postve MEGATIVE  TOVALID

ADULTERANT TESTS {SPECIMEN VALIDITY TESTS) SUMMARY

The Adulierant Test Strip contains chemically treated reagent pads. Observation of the coler change
on the strip compared to the color chart provides a semi-quantitative screen for Oxddants, Specific
Gravity, pH, Creatinine, Nitrite and Glutaraldehyde in human wine which can help to assess the
integrity of the wine specimen,
Adulteration is the tampering of a urine specimen with the intention of altering the test results. The
use of adulferants in the wine specimen can cause false negative results by either interfering with
the test and/or destroying the drugs present in the urine. Dilution may also be used to produce false
negative drug test results. To determine certain urinary characteristics such as specific gravity and
pH, and to detect the presence of oxidants, Nitrite, Glutaraldehyde and Creatinine in urine are
considered to be the best ways to test for adulteration or dilution.
» Oxidants (OXI): Tests for the presence of oxidizing agents such as bleach and peroxlde in the
urine.
* Specific Gravity (S.G.): Tests for sample dilution Normal levels for specific gravity will range
from 1.003 to 1.03¢. Specific gravity levels of less than 1.063 or higher flian 1.030 may be an
indication of adulteration or specimen dilution

« pH: tests for the presence of acidic or alkaline adulterants in urine. Normal pH levels should be in

the tange of 4.0 to 9.0. Values below pH 4.0 or sbove pH 9.0 may indicate the sample has been
altered.

* Nitrite(NIT): Tests for commercial adultcrants such as Klear and Whizzies, Nomnal urine
specimens should contain no trace of mtnte Positive results for nitrite nsually indicate the
presence of an aduiterant.

= Glutaraldehyde(GLUT): Tests for the presence of an aldehyde. Glutaraldehyde is not narma]ly
found in a urine specimen. Detection of glutaraldehyde in a specimen is generally an indicator of
adulteration.

- » Creatinine{CRE): Creatinine is one way to check for dilution and flushing, which are the most
~goniion mechanisms used inan atiempt to circumvent ‘dmg testing” Low creatinine may indicate

dilute urine.

EN VALIDITY TEST) REAG

Adulteration Pad Reactive Indicator Buffers and Non-reactive Ingradients
Oxidants (OXI) 1.30% 99.70% :
Specific Gravity (S.G.) 0.21% 99.79%
pH . 0.06% 99.94%
Nidrite (NIT) 0.06% 99.94%
Glutaraldehyde (GLUT) 0.02% 99.98%
Creatinine {CRE) 0.03% 99.97%

INTERPRETATION OF RESULTS

(Please refer to the illusiration above)
NEGATIVE:* Two lines appear. One 1ed ling should be in the control region (C), and another
apparent ted or pink line adjacent showld be in the test region (Drug/T). This negative result

indicates that the drug concentration is below the detectable level
IOTE: line ramion anmn'\ will vary, but it shonld be con:

negative whenever there is even a faint pink line.

POSITIVE: One red line appears in the control region (C). No line appears in the test region
(Drug/T). This positive result indicates that the drug concentration is ebove the detectable level.
INVALID: Control line fails to appear. Insufficient specimen volume or incomect procedural
techniques are the most likely reasons for control line failure. Review the procedure and repeat the
test nsing 2 new test panel. 1f the problem persists, discontinue using the lot immediately and

contact your manufacturer.
Note: There is no meaning attributed to line coler intensity or width.

A preliminary positive test result does not always mean a person took illegai drugs and a negative
test result does mot always mean a persen did not fake ilegal drugs, There are a mumber of factors

o shads of rad in the
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that influence the rehiability of drig tests. Certain dmigs of abuse tests are more aceurate than

IMPORTANT: The result you obtained is called preliminary for a reason. The sample =
tested by lzboratory in order to determine if a drug of abuse is actually present. Send any
which does not give anegative 1esult to a laboratory for further testing.

What Is A False Positive Test?

The definition of a false positive test would be an instance where a substance is id:
incorrectly by One Step Multi-Dmg Screer Urine Test. The most common causes of a false |
test are cross reectants. Certain foods and medicines, diet plan drugs and nutritional suppl
may canse z false positive test resnlt with this product.

What Is A False Negative Test?

The definition of a false negative test is that the initial Methamphetamine is present tr
detected by  One Step Multi-Drug Screen Unne Test. If the sample is dﬂuﬁed, or the sal
a(iulteraied that may cause false negative result.

QUALITY CONTROL

A procedural control is included in the test. A colored line appearing in the control line regior
considered an internal procedural control. It confirms sufficient specimen. volurne, ac
membrane wicking and correct procedural technigue.

Control standards are not supplied with this kit However, it is recommended that positi
negative controls be tested as good laboratory practice to confirm the test procedure and to verify
test performance,  Please contact our Technical Support at 1-866-982-3818 for controls that we
the device.

LIMITATIONS

. The One Step Multi-Drug Screen Test Cup provides only a qualitative, preliminary amn:
result. A secondary analytical method must be used to obtain a confirmed resul
chromatography/mass spectrometry (GC/MS) is the preferred confirmatory methed.

There is a possibility that technical or procedural errors, as well as other interfenng substa
the urine specimen mey cause crrongcs results.

. Adulterants, such as Heach and/or alum, in urine specimens may produce erroneous
regardless of the analytical method used. If adulteration is suspected, the test should be e
with another urine specimen.

A positive result does not indicate level or intoxication, administraticn route or concentra
nnne. -

. A negative result may not necessarily indicate drug-free urine, Negative results can be ol
when drug is present but below the cut-off level of the test.

The test does not distinguish between drugs of abuse and certain medications.

A positive result might be obtained from certain foeds of food supplements.

QUESTIONS AND ANSWERS

1. Whatdoesthe Drug of Abuse Unne Test do?

These tests indicate if one or mere preseription or illegal drugs are present in wine. The testing is dony
steps. First, you doa qmckalhmnelesLSecmd,lfﬂﬁtestsuggesEﬂmdmgsnmybeprmﬂ,yms
sarrple toa laberatory for additional testing.

2. ‘Whatis “cut-offlevel™?

The ait-offlevel is the specified concentration of a drug in a wrine sample. Above that concentration &
called positive, and below that concentration itis called negative.

3. Whatare drugsofabuse?

* Drugs of abuse are illegal or presaription medicines (for example, Oxycodme or Valium) that are tak
non-medical purpese, including taking the medication for longer than vour doclcrprwaibedlt for
purposs ofler thanwhat the docter prescribed it for.

4.  Howaccurateisthe test?

The tests are sensitive to the presence of drugs in urine sample. These tests are not as acourat as lab
some cases, certain foods and dings may case false positives as well as false negatives farthnse ¥
drug-testing kits..

5. Dossapreliminary positive screentestmeean that vonhave foumd of abuse?

This means that the fest has reacted with something in the sample and the sample rmst be sent to the ]
moreaseurate test

6.  WhatsholdI do,if thelabtest confirms a positive result?

If you have recaived a confimned positive result, please corsult with our staff ona proper course of act
will help you identify commselors who can help you. Itis impestant that you remain calm and do not xe
negative way to the situation. Ifyou do not believe the test result, please consult with your physician. T
have your background medical history and be able to provids you with deteiled infermation en both
and the meaning of the result.

—
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‘ % agreement among positives is 92.5%
% agreement among negatives is 100%
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ORATORY FOR CONFIRMATION TESTING Nogalive | 10 13 15 0 0 Ecstasy (MDMA)
] operator C Pogitive 0 4 0 15 25 Drug-free | LowNegative MNeer Cutoff Near Cutoff
. . L } Negative e 15 15 0 [ (Less thae Negative Positive
1. Ensure thatthe Labeled Vial is about two third full and that the tightly closed. I
3. Checl the label identfyi ﬂiimgﬂntwasaml') . 'ﬁve;af:lf o % agreement among posilives is 97.5% Tialf the cutoff (Between 5% (Between the
3- Be sure to write your Cell Phone Numiber on the n'aih?;m o that the laboratory can send you the % egreemenl among negatives is 100% st conaesiatin) b e et o and
. 2 i and the cutoff 50% above
messagewith the confirmed results along with the Personal Identification Number Morphine (MOP200C concentration) the cutoff
4. Placethe Labeled Vil in the plastic bag and seal the plastic bag. ; Drugfree | LowNemtive | NearCooff Mear Cutalf | High Positive conoenration)
5. Placa the sealed plastio bagin the mailing box. Close the mailing boxand scoure # with packing tape. The ! (Less than Negative Positive Greater than Operator A |—EoSlve ] 0 o 13
mailing address for the lebaratory is already on the mailing box Pleave note that the smailing bos: it s | haifthe “““'T (Between 50% (Between the | - 50% zbove the Negative 10 15 15 3
. pre-paid You must attach the proper postage to have a carrier service defiver it : Test come o) below the eutall cueffand . Operator B Positive ¢ i 0 12
6. Place themiling boxcin ay U Postal Service Office. and the eutoft Sohabeve concentritior) Negative 10 L5 15 ki
SSISEANCE concentration) the cuteff 1 Operator C Positive [ 0 0 13
If you have any question regarding fo the use of this product, please call our Techrical Support Number Positive 0 ) ) 5 23 Negaive 10 1% 15 3
1-866-982-3818 (9:00 a.1m ta 5 pm CDT). Operator A Negative o G 7 3 5 % agreement among positives is 91.7%
) — Positive o o T 1" 3 % agreement among negatives js 100%
PERFORMANCE CHARACTERISTICS Operatar B = e |10 % = 7 5
Accuracy Gperator C FPositive 0 0 0 13 23 Qxyeodene {OXY)
80 clinical wrine specimens wers aalyzed by GC-MS and by the One Step Multi-Drug Sereen . L— Negafive | 10 16 4 hd 2 Drmgfree | LowNegative | Near Cutaff Wear Cutaff |
. Fest Cup. Each test was performed by three operators. Samples were divided by con¢entration into EA’ agreement zmong pasifives is 92'5?’ hﬂ(;:scma:;ﬂ (B:::atw;m i:::wcm :
five categeries:  drug-free, less than half the cutoff, near cutoff nepative, near citoff positive, and | % agreement among negatives is 100% Test cuncmu::im) hr.lowﬂ:lcu!oﬁ' . (Bunnﬂ'?nd ¢
high positive. Results were as follows: i Benzodiezepines (BZ0) and the cutofl 509 akove F
_ . . : Drvg-free | Low Negative Near Cutoff Near Cutoff High Positive conceatration) the cutoff
b, ne (mAMP) - - - {Less than Negative Positive (greater than concentration)
Drug-free Low Negative Near Culuﬁ' Near Culoﬂ‘ High Positive half the cutoff (Between 50% (Between the 50% above the Positive 0 a Q 13
(Less than Negative Positive (greater than Test concentration) | below the cutofl vutoff and cutoft Operator 4 Negative 10 s T 3
Lo half'the mtoﬁ‘ b(!?etw;en 50:;* | Beweenthe S0babove the and the m-toﬁ‘ 5096 abave concentration} - Operator B Positive ] 1] [] 13
5 o concentration Ton) o ] 0 ) E)
concentration) the cuteff - Positive ) o 7 4 7 Operator C Posﬂu{e
: Operator A Negative 10 15 15 3
} : Negative 10 15 is 2 0 . s
Cperator A Positive 0 0 0 12 27 T Posifive T ° 2 7 7 % agreement ameng pesitives is 93%
perator A [ epative | 10 19 15 1 o perater B | ve |10 15 5 ) 5 % agrecment among niegatives is 100%
Positive 0 - 0 0 12 27 i i Daositive 0 [ ] T4 24 ’
Oporater B [ etive |10 v 15 1 0 opator & e | W i T I 0 Ampl (AMP)
. Positive (] [1] 1] 11 27 g - . o, Drug-free Low Negative Near Cutofl’ Wear Cutefl I
Operater C d % agreement among positives is 95% " . -
. Negabive 10 19 15 2 g % agreement among negatives is 100% - Qess than Negative Basitive (
% agreement among positives is 96.7% . - half the m}uﬂ‘ {Between 509 (Between the 5
% agrectnent among negatives is 100% Merijuanz (THC) st foa) | below cutoff and
: ] Drogfree | Low Megative Near Cutefl Near Cutollf “High Positive andthecuteff | S0%above ©
Cosaine (COC) (Less than Negative Positive (greater than concentration) the cuteff
R T - PSS E—pR——— [Aista e p— e e | helftiecuteR. | (Betwoan 5026 | (Betweenthe | __ 5004 ahovethe | cenceniration)
D — —
e Low Negalive | *Near Cefl ) e Gl High Besiive Test concentration) | belowthe culolf | cutoffand cutoff 5 Positive a ° o 15
(Less than Negative Positive (greater than peratar A . ) 16
halfthecuteff | (Betwem50% | (Betweenthe | 5056 abovethe d the cutcfl Whabare : Hegzrive 5 2 =
Test concentration) below the cutoff cutoff and " cutoff concentration) the eutofl Operator B Positive ? : B
and the cutoff 50%% above i - soncnration) Negative 0 16 1 4
concentration) the cutoff O',pmt or | _Pesitive 0 [ 0 12 26. Operator C |_Fositive 0 0 o 5
; Negative |10 16 16 2 o P Negative |10 16 7 3
— i Positive 0 ¢ 0 11 26 % t itives is 93%
Positive 3 3 i I = Cperetor B i s agreement among positives is 93%
OpRIAOr A [N rative 10 17 N 1 B Negative | 10 16 16 3 a % agreement among negatives is 100%
Operator B Positive 0 ¢ [ 16 A Operater C ];:snw_e 0 - 0 0 L2 26
Negate |10 & = 5 - egative | 10 16 16 2 0 ]
- Positive 7 0 ) - ) % agreement among positives is 94.2% Barbiturates (BAR)
Operator C Negative 0 7 B —3 m % agreement among negatives is 100% Drug-free | Low Negative Wear Cutoff Near Cutoff | H
. (Lessthan . Negative Positive ¢
% t (it 92.5% idi
.:/“ agreeme“t among post ﬁ"es 5 e Phencyclidine (PCP) halfthe cutoff | (Bctween 50% | (Betweenthe | 50
e agTeemnent among negaives is s . Drug-free | Low Negative Near Cutoff’ Near Cutoff High Positive Test concenteation} ‘below the cutoff cutaff and.
. - (Less than Negative Positive (greater than and the cutoff 5004 zbove €0
Morphine (MOP300) i N— halithecutoff | (Between 5036 (Between the | 50% above the concentration) the cutoff
Drug-free L“WNE‘G:UV‘ Nﬂfc'flﬂﬂ Near C‘Wﬁ High Positive Test soncentration) below the cutoff” cutoff and cutafl” ) concentration)
(Less than Negalive Positive (reater than and the cutaff 507 above concentration) . ., | Bositive 0 0 0 13
Test ?::ci::;uﬁ!::; et | et | concanlition) | the cutolf DPEEONA Negative |10 ) ) 3
| concentration) 1t [} [} [}) 13
and the eotofl 0% above concentration) : Positive 0 [ ] 13 2% . Operator B Pommre 19 15 15 -
concentration) the cutoff Operator A =i T 5 5 3 0 Negative 2
- ) i : i eg_"{twe ) 0 0 [E} COperator C Positive 0 0 ! 14
. } omtive ki i 10 15 15 H
Cperator A Dositive 0 0 .0 14 25 Qperatn: B Nepative 0 G = 3 > Ngg@ve‘ 20
Negative 10 5 15 1 ° : Postive o o > = = % agreement among' positives 1s 93.3%
Operator B | Positive 0 ) 1 ] 25 Operator C Negative T 0 5 0 3 % agreement among negatives is 100%




¥

- Buprenorphine (BUF) Positive 0 0 [] 14 E] Drug < ion (ng/ml) %o Cross-K
Drug-fiee | Low Negative Near Catoff Near Cutof | High Positive Operatar & [=00 ive M o 1 2 0 Hydrocodone 5,000 50%
(Less than Negative Fositive (greater than Positive 0 [ [1] 14 24 Oxycodone 75,000 3%
. halfthe cutcff (Between 50% (Between the 3076 above the Operator B Nepative 0 is 15 2 ] Thebaine 13,000 15%
Test concentration) Below the cutofl cuteff and ; culoff Positive T ] ) 14 3
and “’e;:;"‘f) SWishote | esnosiztiod) | [Opernior C [egate [ 10 s 15 —3 0 BENZODIAZEPINES (DZ0)
COTiCa le i) € CI
jout) % agreement among positives is 95% _P;;g'l razolarm 200 130%
Positn a 0 ] 13 24 % agreement among negatives is 100% [OIAZEPAID 1,560 9%
Opezator A N‘:i‘_‘a_t‘i’:e & = - = _— ° BT 5 g ° . Chlordinzepaxide HCL 1,550 19%
- Positive 3 5 o T — m Clobazam 100 309%
Opeator B |5 bive | 10 G 5 7 0 “Total 150 sammples equally distributed at concentrations of -50% Cut-OfF; -25% Cut-Off, Cut-Of; w—u-—@g"""ze —— 780 38%
opmator © | 2SS g 0 0 1 E +25% Cut-OfF, +50% Cul-Dff were tested using three different lots of each device by fizee different S ol A S
Negative 10 15 15 2 2 operators, Results were all positive at and above +25% Cut-off and al] negative at and below -25% Do oraztlaﬁ?aze pom 46 o 75"/"
9% agreement among positives is 94.2% Cut-off for Methamphetamine, Amphetamine, Cocaine, Morphine, Propoxyphene, Ecstasy, EDDP Diazepam P 200 1 50:/
9% agreement among negatives is 100% (Me&ladt?mlz Metabolites), Tnn?f‘chc Anhdepressan_ts, O?cycodon.e, Bartiturates, Bnprennq?hm-e, Estazolam 2.500 T
Methadons (MTD) th.ncychdme, Mgthadene, Marijuana and Benzodiazepines. The cut-off value for the device is Flunitrazepam 00 T5%
Drugfice | Low Negative Near Cutoll NearCulolf | High Fositive verified. a-Hydroxyalprazolam 1260 % - -
(Less than Negative Positive . (greater than ANALYTICAL SPECIFICITY (3) Lotazepam 1,560 19%
halfthecuteff | (Betwen % | (Pewsoathe | SPabovette | . popocing sable Hsts compounds fht are positively detected in urine by s One Step RS-Lorazepam glueuronide 160 188%
Test concentrition) Below the cutoff cutoff and cutoff . Midazolam 12,500 %%
and the cutoft 50% above o) Multi-Drag Screen Test Cup at 5 minutes. ! > il
concentratior) e cutef Drug Concentration (ng/mi) % CrossReactivity Nitrazepatn 100 300%
) o METHAMPHETAMINE (mAMF) Norghordiazeporide 200 150%
- Tostive 5 5 5 5 33 D-Metharnphetammine 1,000 100% Nordiazepam 400 - 75%
Operator A Negative o 3 15 3 3 (+-) 20,000 5%, Oxazepam 300 100%
Posive o 2 5 n = 3,4-Methylenedioxy-n-etinlamphetamine(MDE Temazeparm 100 300%
Operator B Negative 0 = 5 3 2 A - Triazolam 2,500 12%
Tosive ) 3 ] 3 T = Procaine (Novocaine) 60,000 1.7%
Operator C - g Tomethobenzamide 20,000 5% OXYCODONE {OXY)
Negative 10 15 15. 2 o
- i —— - Methamphetamine 1,000 " 100% Oxycodone 100 100%
% agreement among postiive 15 94.2% Renifidine (Zantac) 50,000 5% Codeine 50,000 0.2%
% agreement among negatives is 100% (+-)  3,4-Methylenedioxymethamphetemine | 2,500 40% " Ethyl Oscyoodone 75,000 0.1%
EDDP (Methadone Metabolites) _ (MDMA) Thebaine 50,000 02%
Drug-fiee | LowNegative Near Cutofi ‘Near Cutoff High Positive Chlorogquine 50,000 o T % - -
(Less than MNegative Positive (greater than Ephedrine 100,000 1% BARBITURATES (BAR)
half the cubeff (Between 50% (Between the 50% above the Fenfluramine 50,000 2% Secobarbital 300 100%
Test concentration} | belaw the cutoff cutoff and . eutolf p-Hydroxymethamphetamine 10,000 16% Amobarbital 300 100%
and the cutoff’ 50% abave © concentration) . - Alphenal 750 A0%
concentration) the cutoff COCAINE (COC) Aprobarbital 250 120%
con ion) Benzoylegogonms 300 160% Butabarbital 2,500 12%
Operator A |-EoSItYe 0 0 0 14 bl Cooacthylene 300 160% Butethal 2,500 12%
Hegative |10 5 15 2 0 CooaineBCL 300 160% Botlty y P
; e = 5 — = o 300 IR | Butalbital — 2,500 12%
— - -
Opetator B [ Negative 10 13 13 3 i MARIJUANA (THC) gfﬂ:é’;r{fﬁf s 305%0 fg
Operator C Positive [0 0 0 bl el Delta-0-Tetrahydrocarmabinol 50,000 0.1% Phenoberbital 5000 12%
Negative 10 15 15 2 ° T1-nor-delta-9-THC- carboxyglucuronide 75 7%
% agreement among positives is 94.2% (=)-11-nor-9-carboxy-deltad-THC 75 &7% BUPRENORPHINE (BUF}
% agreement among negatives is 100% 11-Nor-A9-Tetrahydrocamabinol 50 100% Buprenorphine 10 100%
Propoxyphene (PPX) 11 -Hydroxy-A9-Tetrahydrocannabmol 5,600 1% Buprenorphine -3-D-Glucuronide 10 100%
Drugfree | Low Negative Near Citoff Near Culolf | High Fositive 11-Nor-Ag-Tetrahydrocamabinal 30 160% |_Norbuprenorphine 20 50%
(Less than Negative Positive (ereatec than. AB-THC-COOH 50,000 0.1% Nerbuprenorpline-3-B-Glucurenide 20 50%
half'the cutoff (Between 5020 (Between the 50% above the: Morphine : Negative at 103000 Not dete
Test concentration) | below the cutoff cutoff and cutoff MORPHINE(MCF300) Oxymorphone Negative at 100000 Not dete
and the cutoff 50% above fext) Morphing 360 100% Hydremorphene Megative at 100000 Not dete
concentration) thecuteff 06-Acetylmorphme 400 i 73% -
concentration) Codeine 300 100% METHADONE (MID)
for A Positive a 9 a 14 24 Etlyiorphine 100 300% Methadone 300 100%
Opara Negative 10 15 15 2 0 Heroin 600 30% Doxylamine 5,000 6%
tor B Positi\fe ] 0 o 14 24 Hydromorphone 500 60:%: EDD?P Negative at 100,000 Not Dete
Opera Negative 10 15 15 2 o Hydrocodone 625 48% EMDP Negative at 100,000 Not Dete
Operatos C Positive Q 0 o 14 24 Levorphancl 1,500 20% LAAM HCl Negative at 100,000 Not Dete
Negative 10 13 15 2 0 O_chf‘ldﬂﬂf' 30,000 1% Alpha Methadol Nepative at 100,000 Mot Dete
% agreement among positives is 95% Procaine 15,000 2%
9% agreement among niegatives is 100% Thebaine 6,240 % EDDP(Methadome Metabolites)
Trigyelic Antidepressants (TCA) EDDP 300 100%
Drug-free Low Negative Near Cuteff’ Near Cutaff High Positive MORI.,H[N MOP2000) S Disopyramide 50,000 0.6%
(Less than Negative Positive (ereater than Morpline - . 2,000 100% Methad one >100,000 <1%
half the cutoff (Betwesn 5% (Between the 5086 above the 06-Acetylmorphine 2,560 80% EMDP 500 60%
Test concentration) | below the cutoff autolf and cutoff Codeme. 1,000 50%
and the cutaff 50%above tion) EthylMorphine 250 800% PHENCYCLIDINE (FCP)
concentration} the cutoff Heroin 5,000 40% Phencyclidine 5 190%
o) Hydromerphone 2,560 80% 4-Hydroxy Phencyclidine 80 28%
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Dru Concenfration (i ¥ Cross-Reactivity Drugs C n Lotl LotZ Lot3 Drugs Concentration u [ loti Lot2 ]
AMPHETAMINE (AMF) (ng/ml} - + - + - + {ng/fmL) - + - + -
D-Amphetamine 1,000 100% 500 50 0 | 50 | 0 {50 ] 0 | 50 15 50 | 0 | 50 | o | so 0
D,L - Amphetamn (Amphetamine Sulfate) 1,000 100% : [ 50 | 50 [ 0 | s04{ 0 |50 | ¢ 17.5 50 o [ 50| o | 50 0
Phentermine 1,250 80% i 75 50 | 50 | 0 |50 0 |50 ¢ 20 50 [ o [ 501 o | 50 0
(+/-)-4-Hydroxyamphetamine FICL 500 167% : 150 56 | 50l o [0 0 P50l ¢ 0 50 % |0 {50 | 0 50
L-Ammphetamine : 20,000 5% 223 50| 50 | 0 [ 30 0 j50 ] ¢ 250 50 50 | 0 { 36 0 50
(+-)-Mefirylenc dioxyampl MDA 1,500 §7% Methad 300 S0 | 22 | 28 | 25 | 25 | 22 | 28 500 50 56 |0 [ 56 0 50
d-Methamphetaning >106600 ng/mL <1% 375 50 0 [ 50 ] 0 [ 504 0 |30 750 50 50 [ o [ s0 0 50
|-Methamphetam >100000 ng/ml <i% 450 50 0 {50 [ o0 [s0] 0o {30 D-Ampk 1,000 50 18 [ 18 | 3 [ 18
ephedring >100000 ng/ml. <1% 525 50 0 | 50 | 0 |50 0 [s0 1,250 50 6 | so | 0o [ so [}
3,4-Methylenedionyethylamphetamine (MDE) >100000 ng/mL <1% 600 50 0 [ 50 [ ¢ [ 501 0 {30 1,500 50 0 | 50 | o | so 0
3,4-methylenedioxy-methamphetamine >100000 ng/ml. <1% 0 50 | 50 | 0 ] 50 | 0 {50 [ © 1,750 50 0 [ o[ o | 30 §
| (MDMA) 12.5 50 | 50 { 0o {50 o [350 [0 2,000 50 0 {50 | 0 | 50 0
- 25 S0 | 50 [ 0 {50 | o [so] o 0 50 501 0 |0 ¢ 50
FCSTASY ( MDMA) 375 50 | 50 [ 0 {0 | o [ 50| 0 8 | 50 50 1 0 |59 & © 50
D,L-3,4-Methylenedioxymethamphetarine 500 160% 11-nor-AS-THC-9.COOH 50 50 | 14 | 36 | 14 | 36 | 14 | 36 12.5 50 50 [0 |30 ] ¢ 50
(MDMA) ‘ 625 50 [0 [ 50 [ o [ 50 o |36 18 50 50 [ 0 | 501 0 50
3,4-Methylenedioxyamphetemine HCI (MDAy | 3,000 17% i 75 s0 | o [ 50 0 ['sof o |so Phencyclidine 25 50 | 16 | 34 | 16 | 34 | 16
3,4-Methylenedioxyetliyla-amphetaming 300 167% : 87.5 50 |0 | 50| 0o | 30 o |50 31 50 o | 50 [ 0 [ 50 0
(MDEA) 100 50 | 0 [ 50 0 [ 50 a |50 375 50 0 [s0 [ o |56 | @
d-methampletaming 2500 20% 0 56 750 |0 [ s0 [ o | so[ o 44 30 0 [0 | 0 |56 | ¢
d-amphetam >100000 Not detected 75 S0 | 50 | 0 | a0 | 0o |50 o 50 50 0 | 50 | 0 | 50 | o
Lamphetamine >100000 Not detected 150 50 | 50 | 0 | 50 | 0 | 50| o 0 50| 50 | o [ 50 | o | 30
l-methamphetamine >100000 Not detected 225 50 | 50 0 _| 50 i 50 0 75 50 50 0 50 0 50
Oxazep 300 56 | 20 |30 |20 | 30 [ 20 | 30 150 50 | 50 | 0 | 30| 0 50
TRICYCLIC ANTIDEPRESSANTS (TCA) 375 50 | 0 |50 | o I'so | o |50 225 50 1501 0 | 0] o 50
-Nortriptyline 1,000 100% 450 50 0 [ 50 [ o | s0 [ o |50 EDDP 300 50 21 | 20 | 26 | 24 | 22
Amtriptyline 1,500 67% 525 50 0 50 0 30 0 | 50 373 50 0 50 0 50 0
Clomiprami 56,000 2% 600 50 0 [ 500 [ s0] o 1 s0 450 50 0 | 50 | 6 | 50 1
Desipramine 5,000 20% 0 50 50 | o | 560 |50} 0 525 56 0 [0 0 50 0
Doxepine 10,000 10% 75 50 50 | o [0 ] 0o [ 50T o 600 50 0 | 50 0 50 0
| Emiprarune 16,600 10%. - 150 50 50 ] 0 | 50 0 |50 9 0 50 [ 50 o [ 50 o 50
Maprotiling 100,000 1% . 223 50 50 1 0 | 50| o |50 ¢ 250 50 | 50 | o | 50| ¢ 50
Nordoxepin 10,000 10% ; Marphine 300 s0 120 [ 30 20 |30 {20 {30 500 56 | se [ o |50 o 50
Promazine 30,000 2% : 375 50 0 | 50 ] o [ s [ o {30 750 50 | 50 [ ¢ [ 50 0 50
Promethazine 2,500 40% 450 50 0D | 50| 0 |50 ¢ |30 Nortriptyline 1,000 50 | 22 [ 28 [ 26 [ 24 |18
Trimipramine 50,000 2% 523 50 0 {50 [ 0o [s0] ¢ [50 1,250 50 [ EED 5 501 o
Cyalobenzaprine Hydrochloride 5,000 20% 500 30 0 | 50 | o |50 o [ 50 1,500 50 0 50 | o |56 o
Norelomipramine 50,000 2% 0. 50 | 50 | 0 | 50| o | 50 o 1,750 50 | 0 | 50 | 0 150 | 0
125 50 | 50 [ o 50| 0o |50 © 2,000 50 0 {50 | 0 | 350 0
PROPOXVPHENE (PPX) 250 56 | so [ o {50 | o [0 ] o 0 50 ] 36 | 0 30| ¢ 50
Nomproposyphene 300 _100% 375 6 | 50 | 0 [ 50 | 0 | 50 | 0 500 | 50 1 50 | 0 1 50 | 0 | 50
Propoxyphene.d- 300 106% Eestasy( MDMA) 500 56 | 30 [ 20 [30 [ 20 [ 30 |20 1000 S0 | S0 | 0 [0 | 0 50
. 625 50 0 [ 50 [ o [se] o |50 1500 50 | 0 | 0 | 36 | 0 30
750 30 0 [ 50 [ o |[so | ¢ |50 (011\: ;?")h;;m) 2000 S0 | 22 | 28 | 22 | 38 | 22
[ meesion £75 sifolslolselols moo | o] oll0[s50]70
1000 50 o | 50 [ o | 50| o |30 3000 30 0 | 50 | 0 | 50 0
This study is performed 2 mns/day and lasts 25 days for each format with three lots. Three 0 50 50 0 50 0 50 0 3500 50 0 50 0 50 0
operators who den’t know the sample number system parficipate in the study. Each of the 3 25 50 50 0 50 0 50 0 4000 50 0 50 0 50 i)
operators tests 2 aliquots at each concentration for each lot per day (2 runs/day). A total of 50 50 50 50 0 50 ¢ 30 0 o 50 50 3 50 o 50
determinations by each operator, at each concentration, were mads. The results are given below: 75 50 30 0 50 0 30 ) 75 50 50 0 50 0 50
Oxycodone 160 50 | 16 | 34 [ 16 [ 34 | 16 | 34 50 50 | 50 0 |36 [ 0 50
Drugs Ci t Latl Lotz Tot3 125 50 0. | 0 [ o [ 57 0 [0 225 50 | 50 | o | s6 | o 50
(ng/mL) " - ¥ - + - + 150 50 0 | 50 [ © [ 50 0 | 50 FPropoxyphene 300 50 | 25 | 25 | 21 | 29 [ 20
0 50 [0 o [ 0] o350 ¢ 175 50 6 | 50 | 6 | 501 0o | 30 375 50 | o || o [50 [ o
250 50 | s0 | o |50 ] 0 | 50| ¢ H 200 50 0 | 50 | o [ 50 ] 0o [ 50 450 50 o [ 50 [ o [56 ¢
500 50 1 s0 | 0 | S0 0|50 | ¢ ; 1 50 150 1 0 |50 00| ¢ 525 50 D | s | 0 | 50 7
750 50 | 50 | o | 50 0o | 50 [ 0 75 50 56 | ¢ tso | 0|00 600 50 o [ 50 | 0 | 30 i
Methamphetai LO% R e 130 H . 0 0 0 00
1.250 56 T o 1361 ¢ [ 501 o | 50 335 5 150 | 0 1501 0 [ 500 Eftect of Lrinary Specillc Grav
1,500 50 o | 50 o 50 ) 50 . Secobarbital 300 50 77 23 25 | 25 27 78 Fifteen {15) urine samples of normal, high, and low specific gravity from 1.000 {c 1.035 were
1.750 50 0 30 o 50 ) 50 i 375 50 0 30 ¢ 50 0 30 with drugs at 25% below and 25% al_)eve cut-off' levels respectively. The One Step Mukti-Drug
2,000 30 0 50 0 %0 0 30 . 350 50 ) 50 ) 30 ) 0 Test Cup was tested n duplicate using ten drug-free urine and spiked urine samples.  The
0 50 50 i 30 0 50 D ! 5 0 0 30 ] 50 7 30 demonstrale that varying ranges of urinary specific gravity do not affect the test results.
75 30 ;5010 [ 5000500 600 sl o lsel 6 | 5010 |30
150 50 1 50 | o [ 50 | o [ 50| 0 0 50 [ 50 [ o [ s6e] o [50] 0 y
Benzoylecogonine 225 50 50 9 50 0 50 ] 2.3 50 50 0 50 Q 50 0 The pH of ar aliquot of negative urne pool is adjusted in the range of 4.00 10 9.00 in 1 pl
300 s 1 18 | 32 |18 |32 | 18 [ 32 - . 5 50 |50 [ o [s0[ o |50 [0 increment and spiked with the target drug at 25% below and 25% above Cutoff levels. ‘The s
375 50 ¢ | 50| o | 30 | 6 | so ; PR 7.5 50 | s0 | 0 | 50 | 0 [0 ] 0 pH-adjusted urine was fested with The One Step Multi Drug Screen Test Cup. The |
450 50 o [ 50 ] o ;0 | o 50 ! 10 50 26 | 24 | 24 | 26 | 25 | 25 demonstrate that varying ranges of pH do not interfere with the performance of the test.
525 50 o |50 | o | [ o |30 125 50 | o [ 50 o 'sa] ot 30
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A study was conducted to detenmine the cross-reactivity of the test with compounds in either drug-free +50% Cutoff 20 450 20 0 100% -100%Cutoff 20 0 _0 20 1
e or Meftarphetamine, Amphetaming, Cocaine, Morpkins, Ecstasy, EDDP (Metnadons +75% Cutoff 20 525 20 0 100% ~75%Cutoft 0 75 0 20 1
urins i p , - Morpiune, 5 M - =
Metabaolites), Tricyclic Antidepressants, Oxycodone, Barbiturates, Propoxyphens, Buprenorphine, 160%Cutoff 20 0 a 20 100% 50% Cutoff 0 150 0 20 1
o s . . . b . ' . . -75%Cutoff 20 12.5 0 20 100% ELDP -25% Cutoff 20 225 1 15 g
Phencyclidine, Methadone, Marijuana and Benzodinzepines positive urine. The following - -
compounds show no cross-reactivity when tested with the One Stej Mubti-Drug Screen Test Cup at -50% Cutoff 20 - 25 0 20 100% +25% Cutoff 20 375 19 1 E
tration of 100 s/l P 8 P THC -25% Cutoff 20 375 3 17 85% +50% Cutoff 20 450 20 [ 1
a concentration of 100 g/l : - +25% Cutoft 20 625 20 0 100% +75% Cutoff ) 525 0 o 1
Non Cross-Reacting Compound +50% Cultoll 20 - 75 20 a 100% -100%Cutoff 20 0 ] 20 I
Asstophénetidin Cofinine(-) Cortisons Pseudoephedrine +75% Cutoft 20 - 875 0 0 100% T5%Cutoff 20 250 8 36 1
. . L. . . B B -100%Cutoff 20 0 0 20 100% -50% Cutoff’ 20 500 -0 20 )i
N-Acefylprocainamide Creainire Kymarenic Acid Quiniding F5%Cutoft 20 500 a 20 100% TeA [ hGuoR |30 750 2 18 g
Acetylsalicylic acid examethasone Labetalot Quiniste A wopgo |20 Culoff 20 1000 i 20 100% . 325% Ctoff_| 30 1,250 12 2 ;
Amiloride Dextromethorphan Loperamide Salicylic acid pes -25% Catoff 20 1500 2 18 90% +50% Cutoff 20 1,500 20 0 1
Amoxicillin Desipramine Meprobamate Serotonin +25% Cutoff’ 20 2500 18 1 95% +75% Cutoff 20 1,750 20 Q 1
Ampicillin Diflunisal Methoxyphenamine Sulfamethazinie . +50% Cutoff 20 3000 20 0 100% . -100%Cutoff 20 0 9 . 20 1
IAscorbic acid Digosin Methylpheridate Sulindac +75% Cutoll 20 3500 20 0 100% T5%Cutoff 20 75 0 2 1
: . . TR : -100%Cutoft 20 0 0 20 100% -50% Cutoff’ 20 150 0 20 1
Apomorphine - Droperidol Nalidixic acid Tetracycline
PR B rohmote Nomoron Tettdroncin T5%Gutoff 20 75 0 20 100% PeX | a%Cuelf | 20 25 i 15 :
parame yi-preminobenzoale Naptoxen  Tetraliydrazoline 50% Cutoff 20 150 ] 20 100% +25% Citoft 2 375 15 1 [
Afropine Ethopropazine Niacinamida Theobromine BZO [ _-25% Cutoff 20 225 2 18 0% +50% Cutoff_|_~ 20 450 20 ¢ 1
Benzlic acid Estrone-3-sulfate Nifedipine Tolazamidz : : +25% Cutoff 20 375 19 i 95% +75% Culoff 2 525 20 ] 1
p-Aminobenzoic Acid  Erythromysin Norethindrone _ Tetrahydrozoline +50% Cutoff 20 450 20 1] 100% B
Bilirubin Fenoprofen Noscapine Thiarnine +76% Cutoff 20 ~ 525 20 0 100% - BIBLIOGRAYHY
Bectomeths Forosermice Octoam Thioridazine “100%Cutoff 20 0 0 20 100% s
0] A "
eclomethasons ) paming Hydrochloride ';g.;/"g“]mi ég ;gg g 20 100% 1. Stewart DJ, Inaba T, Lucassen M, Kalaw W. Clin. Pharmacol. Ther. April 1979 25
Caffeine - Gentisic acid Oxalic acid - DAL-Tyrosine -50% Cuta 20 100% 264-8
Cannabidiol Hemeglobin Oxyphenibutazone Tolbitamide - TCA -25% Cutoff 20 375 1 19 S5% 2. Ambre J. J. Anal. Taxicol. 1985; 9:341. -
. - . . +25% Cutoff 20 625 19 1 85% 3. Hawks RL, CN Chiang. Urine Testing for Drugs of Abuse. National Institute for Dr
" .
Carbama.zepr‘le Hydralazine o Oncyme azn]me Tr{amlerener , £50% Cutoll 70 =50 T 5 160% {NIDA), Rasesrch Monograph 75, 1985,
Chloramphenicel Hydrochlorofhiszide  Papaverine Trifluoperazine F75% Cutoff 20 875 20 0 100% 4. Ttets NW. Textbook of Cliviical Chemistry. W B. Saunders Company. 1986; 1735,
Chlorotluazide Hydrocortisone Paclitaxel Tomethoprin _100%%Cutoff 20 0 0 20 100% 3. FDA Guid: Do t: Guidance for Premarket Submission for Kits for Screening .
Chlorpheniramine a -Hydroxyhippuric acid Perphenazine D,L-Trvptophan . _75%Cuatoff 50 25 ¢ 20 100% Abuse to be Used by the Consumer, 1997. i
Chlospromazine Hydroxyprogesterons ~ Phenelzine Uric acid - -50% Cuiol 20 50 [ 30 100% ADDITIONAL INFORMATION AND RESOURCES
. . : i XY -25% C i ' ki F
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