MD DrugScreen One Step Multi-Drug Test Dip card
CLIA Waived/OTC Package Insert
Catalogue No. See Box Label

Package insert for testing of any combmaten of the following dmgs: Methamphetamme.
Amphetarume. Cocame, Morphine, MDMA (Festasy), Propocyphene, Oroyeodone, EDDP(Methadone
Metabolites}, Barbitarates, Buprencrphine, Methadone, Phencyvelidine, Manjuana, Benzodiazepines
and Tricychie Antdeprassants.

A rapid, one step screening text for the simultansous, qualitative detection of Methamphetamirs,
Ampheiaming, Cocaine, Marphine, Marjjuana, Propoxyphens, Benzediazepines, EDDP(Methadone
Metaboliter), MDMA(Ecztazy), Oxyrodone, Barbiturates. Phencyclidine, Bupremorphine,
Methadens, Tricyclic Antidepreszants, and the merabolites in human wrines.

For in vitre diagnestic uze only. It is imtended for over-the-counter and for prescription use.

Unme based CLIA Wared'OTC Drug tests for mulhple dmg= of abuse range from simple
Immumeassay tests to complex analviiczl procedures. The speed and sensihvity of mmumoassays have
mzde them the most widelv accepted methed to soreen wine for multiple dmes of abuse.

The MD DrugSereen One Step Multi-Dirug Screen Test Dhp card 15 3 lateral flow chromatographic
mmmozssay for the qualitative detection of mmltple drups and dmg metabolites n wine at the
followmg cut-off concentrations In unne:

Test Calibrator Cut-off (ng'mL}
Methamphetamine (MET, mAMP ) [D-Methamphetamine 1000
Cocame(COC ) Benzoylec gonine 300
Manjuana (THC ) 11-por-A"-THC-9 COOH 3
Morphme (MOP 300) Morphine 300
Morphme (OPLMOP2000 ) Morphine 2,000
Benzodisrepmes (B0 Crazepam 300
MDMA[Eestasy) D.L-3.4-Methylenedioxymethamphetamms 500

(MDMA) -
Oxyeodone (OXY ) Orcyveodone 100
Barbiturates (BAR) Secobarbital 300
Bupreacrphine (BUP) Buprenciphine 10
Methadone (MTD) Methadone 300
Pheneyelidima{PCE) Pheneyelidime 25
Amphetamume (AMP) D-Amphetamine 1,000
EDDP {Methadone Metabolites) _TE:.E}'lidene—!.S-dimethg.r]-E.3 -diphevlpyrroh 300

dine (EDDF)
Proposyphene(FPX) Proposyphene ELL)
Tneyelic Antidepressants (TCA) Hortriptyline 1,000

This test will detect other related compounds, please mefer to the Analytical Specificity table m
this package msert.

Thiz azsay provide: only a preliminary amalrdeal test result. A more specific alternate
chemical method must be wsed in order to obtain a confirmed anabtical result, Gaz
chromatography/'mazs spectrometry {GC/ALS) is the preferred confirmatory method. Clinieal
conzideration and profezzional judgment should be applied to any dmg of abuze test result,
particularly when preliminary positive results are used.

METHAMPHETAMINE (AMET, mAMF)

Methamphetamine 1= an addictrve stinonlant drug that stronghy activates certain systems m the brain
Methamphetamine 1= closaly related chenueally to amphetamime, bt the central perous system
effects of Methamphetanmine are greater. Methamphetamme 15 made i illegal laboratones and has a
high potential for abuse and dependence The drug can be taken orzlly, mjected, or mhaled. Acute
higher doses lead to enhanced stmmlation of the central mervoms system and mduce euphona,
alertmess, reduced appetite, and 3 sense of mereased energy and power. Cardiovascular responses to
Methamphetamme melude mereased blood pressure and cardize anmbythimas. More acute responses
produce amaety, paranota, hallematioms, psychotic behawior, and eventually, depreszon and
exhaustion. The effects of Methamphetanmine generally last 2-4 howrs and the dmg bas a haif-hife of
9-24 hours m the body. Methamphetamine 15 excreted 1n the nrme as amphetamine and ccadized and
delaminated derrvatives. However, 10-20% of Methamphetamme 15 excreted unchanged. Thms. the
presence of the parent compound m the wine ndicates Mathamphetamine nse.

COCAINE (COC)

Cocamne 15 2 potent central nervous system (CINS) somnlant and a local anesthetie. Inthialby, 3t brings
about extreme energy and restlessmess while gradually 11=_.u1tu:|g I fremors, over-sensitivity and
spasms. In large amounts, cocame causes fever, unresponsiveness, difficulty m breathing and

UNCONSCIONINESS.

Cocame 15 often self-admemistered by nasal mhalation infrasenons mpechon and free-base
smoking. It 15 excreted m the wme m a short time primanly a= Benroyiecpomne.l.2
Benzoylecgomme, a major metzbolite of cocame has a longer heological half-hife (3-8 howrs) than
cocame (0.5-1.5 hours), and can penerally be detected for 74-48 hours after cocaine exposure

Morphine (MOP )
Opate refers to any dmg that 1= denved from the opum poppy, meluding the patural products,
morphme and codeme, and the sepm-svnthetre drugs such as herom. Opioid 15 more general
refaming to any dmg that acts on the opioid receptor. Opiotd analzesics comprise a large group of
ﬂ:]:r'tan.caa wihrch control pain bv depressing the cenfral nervous systemn Larpe doses of morphine
can produce ligher tolerance lavels, physiological dependency m users. and may lead to substance
abuze. Morphine 15 excreted unmetabohzed. and 1= also the major metabolic product of codeme and
herom. Mormphine 13 detectable in the wne for several davs after an oprate dose?

MARITUANA (THC)

THC { A 9-—-tetrahvdrocannabinol) 15 the primary active ingredient m cannabinedds (marmana).
When =moked or orally admamstered 1t produces euphone effects. Users havve mmpaired short terme
memory and slowed learmng. They may also expenence transient eprsodes of confision and amoaety.
Long term relatmely beavy use mav be associated with behavioral disorders. The peak effect of
smokmg marijuans occowrs i 20-30 numutes and the dwranon 15 90-120 mumtes after one cigarette.
Elevated levels of uwrmary metabolites are found within hows of exposme and remain detectabls for
3-10 days after smokmg The mam metabolte excreted 1Im the ume =
11 -mor-AS-tetralordrocammabinol-9-carbosylic aod (AS-THC-COOH).

BENZODIAZFPINES (BZO)
Benzodiazepimes are medications that are frequently presembed for the symptomatic treatment of
anxiety and slesp disorders. They produce ther effectz via specific receptors mvolvmg a

neurcchemical called gamma amunobutynie acid (GABA). Becaunse they are safer and more effectrve,

Benrodiazepines have replaced barbihwates m the treatment of both amoety and msomma.
Benzodizzepmes are also uwsed as sedattves before some swgical and medical procedures, and for
the treztment of setmre dizorders and aleohol withdrawal Rk of plorical dependence mereazes of
Benrodiazepines are taken regularly (eg.. daly) for more than a few months, especially at lagher
than normal doses. Stoppmz abruptly can bonz on such symptoms as trouble sleepmg,
gastrointestmal upset, feeling unwell, loss of appetite, sweating, trembhing, weakness, amuety and
changes m perception. Only trace amounts (less than 1%0) of most Benrodiazepimes are excreted
mnaltered m the wrme; most of the concentration In urme 15 comugated drug. The detection peniod
for the Benzodiazepines in the unme 15 3-7 days.

OXYCODONE (OXY)

Onveodome, [4, 5-epoxy- 14-hvdromxy- 3 -methoxy -1 T-methyl-morphinan-6-one dihvdrobydroxyeodem
one] 15 3 semu-synthetic opiord agomst derved from thebaine, a constiment of opium. Choycodone 153
Schedule II narcotic analgesic and 1= widely wsed in climical medicine The pharmacelogy of
oxyeodone 15 simular to that of morphine, m all respects, meluding itz abuse and dependence
habihines. Pharmacolomical effects include amalgesia, euphoria, feehngs of relaxation, respumtory
depression, constipation, papillary constrichion, and congh suppression. Oyeodone is preseribed for
the ralief of moderate to kiph pam under pharmaceuncal trade names as ChoyContn® (controlled
release). ChpvlRE, OnyFastE(mmediate release formmlations), or Percodan® (aspinm) and
ParcocetE (acetammeophen) that are i combination with other nomnarcotic analgesics. Ororeodone's
behaioral effects can last up to 5 hours. The controllad-release product, ChoyContm®. has a longer
durzfion of action (§-12 bours).

AMPHETAMINE (AMP)

Amphetamme is a Schedule IT contolled substance available by preseription (Dexedrme®) and 15
alzo available on the illict market. Amphetammes are a class of potent sympathomumetic agents
with therapeutic apphcations. They are chenmcally melated to the humen bodv's nanumal
catecholamines: spmeplnine and novepinephiine. Acute lngher doses lead to enhanced stimulation
of the cential nervous svstemy and mduwce euphona, alermess, reduced appetite. and a sense of
increased energy and power. Cardiovascular responses to Amph.etamine: include increased blood
pressure and cardiac avhytheias, More acute responsss produce ariety, paranoia, halluemations,
and psvchotic behavior. The effects of Amphetanmnes generally last 2-4 bowrs following use, and
the drugz has a half-hfe of 4-24 hours in the body. About 30% of Amphetanunes are excreted m the
urme i unchanged form with the remamder as hydroxyvlated and dearmmated dertvatives.

BARBITURATES (BAR)

Barbiturates are central nervous system depressanfs They are used therapeutically as sedatives.

bypootics, and anficomulsants. Barbituzates are ahmost abw ays taken orally as capsules or tahlats,

The effects resemble those of micegcation with aleokol Chronie use of barbiturates leads to

tolevance and physical dependence Short acting Barbitwrates taken at 400 mg'day for 2-3 months

can produce a chmeally sgmficant degree of physical dependence. Withdrawal symptoms
expenienced during penods of dmg abstmence can be zevere emcugh to cause death Only a small
amonmt {less than il 2} of most Bariturates are exereted unaltered 1n the wrine.

The approzimate detection tume lomits for Barbitwrates are:

Short aching (e.g. Secobarbital) 100 mg PO {oral) 4.5 days

Long acting {e.g. Phenobarbital) 400 mg PO (oral) 7 davs.

BUFRENOEFHINE (BLE)
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Buprenoiphme 15 a semisynthetic opioid analgesic derved from thebam, a component of opnum. It
has a longer duration of action than morphine when mdicated for the treatment of moderate to
severs pain, per-operative analpesia, and oproid dependence Low doses buprencrphine produces
sufficient agonist effect to enable opioid-addicted mdmaduals to discontimue the mususe of opiords
without experiencing withdrawal svoaptoms. Buprencephine cames a lower nizk of abuse, addiction
and side effects compared to full opoid agomsts because of the “celing effect”, wioch means no
longer contmue to merease with further mereazes m dose when reachimg a plateau at moderate dosas.
However, 1t has alse been shown that Buprenoiphme has abuse potentizl and mav itself cause
dependercy. Subutex®, and a Buprencrphme /Maloxone combmation product, Suboxone®. are the
onkv two forms of Buprencrphine that hawve been approved by FDA mm 2002 for wse m opiosd
addiction treatment. Buprenoiphime was rescheduled from Schedule V to Schedule I drug st
before FDMA approval of Suboxope and Subutex

METHADONE (MTLY)

Methadone 15 3 narcotic anzlpesic prescnbed for the marapement of moderate to severs pam and for
the treatment of Morphine dependence (herom. Vicodin, Parcocet, Morphme). The pharmacelogy of
Oral Methadore 15 very different from IV Methadone. Oral Methadone s partially stored m the Inver
for later use. TV Methadone actz more like herom In most states you must go to a pan clime or a
Methadone mamtenance clmic to be presenbed Methadone Methadone 13 a long actmg pamn
reliever producing effects that last from twelve to forty-eizht hows. Ideally, Methadone frees the
chent from the pressures of obtaimng illegal herom from the dangers of mjection. and from the
emotional roller coaster that most opiates produce. Methadone, 1if taken for long periods and at large
doses, can lead to a very long withdrawal penod The withdrawals from Methadone are more
prolonged and troublesome than those provoked by heromn cessation, et the substitution and phaszed
removal of methadons 15 an acceptable method of detoxafication for patients and therapists.

MDALAECSTASY)

Methvlerediormymethamphetamine (gestasy) 1= a desipper dmz forst syotheszed m 1914 by a
German drug company for the treatment of obesity. 8 Those who take the diug frequently report
adverse effacts, such 2 mereased mmscle tension and sweating. MDMA 1= oot clearly 2 stmmlant,
although it has, m commen with amphetamme drgs, a capacity to merease b].-Ddel‘E.'ﬂﬂ'E and heart
rate. MDMA does produce some perceptual changes in the form of mereased sensiivity to light,
difficulty m forusing, and blwomed vision o some users. Its mechamism of action 15 thought to be 113
relzaze of the newotransnutter serotonin. MDAA may also release dopammne, although the zenersl
opimion 15 that this = 2 secondary effect of the dmz (Michols and Oberlender, 19900, The most
pervasive effect of MDMA occwming m virtually all people who took a reasonable dose of the dimg,
was to produce a clenching of the jaws.

PHENCYCLIDINE (PCF)

Phencychdme, also known as PCP or Angel Dust, 15 2 halluemogen that was first marketed as a
smrgical anesthetic m the 1950%. It was removed from the market because patent= receiving #
became deliious and expenenced halleematons.  Phenevelidme 15 used m powder, capsule, and
tablet form The powder 15 etther snorted or smoked after numing ot with manmana or vegetable
matter. Phencychidme 15 mest commenly admanistered by mhbalation but can be used mbavenoushy,
intra-nasalty, and orally. After low doses, the user thinks and acts swifily and experences mood
swings from ewphona to depression. Self-injunous behavior 1= one of the devastating effects of
Phencychdime. PCP can be found mm unne within 4 to 6 hours affer use and wall remam m wine for
7 to 14 days, depending on factors such as metabolic rate, user's age, weizht, actmvity, and diet.5
Phencvehdme 15 excreted m the wine as an uwnchanped druz (4% to 19%) and commupated
metabolites (25% to 30%0).

FROPORYFHENE (FFX)

Propoagphene (PP} = 2 mild marcotic analzesie found m vanous pharmaceutical preparafions,
wually as the hydrochlonde or papsylate salt. These preparshons typically also comtam large
amounts of acetanunophen aspirin, or caffeine. Peak plazma concentrations of propoxyphene are
achieved from 1 to X hours post dose. In the case of overdose, proposyphens blood concentrations
can reach sizmficantly lngher levels. In human propoxgphens 15 metabolized by N-demethylation
to yeld porpropoccyphene. Morpropoxyphene has a longer halflife (30 to 36 hows) than parent
propoccyphene (6 to 12 howrs). The acowmmlation of norpropoxyphene seen with repeated doses may
be larzely responsible for resultant toxaeity.

TRICYCLIC ANTIDEPRESSANTS (TCA)

TCA (Tnevehe Antidepressants) are commonly used for the teatment of depressive disorders.
TCA overdoses can result mn profound central mervous system depression, cardictosicity and
anhicholnergic effects. TCA overdose 1= the most common cause of death from presenpton drugs.
TCAs are taken orallv or sometmmes by imjection. TCAs are metabolized m the hver. Both TCA=
and them metabolites are excreted m unne mostly i the form of metabolites for up to ten days.

The test 15 wwfended for over-the-counter (OTC) use as the first step In a two step process to provide
consumers with information concerming the presence or absence of the above stated drug in 2 wine
sample. Information regarding confirmatory testing — the second step in the process, along with the
matenials for shipping a porteon of the wnne specimen to the laboratory for confmation testing of a
prelminzry positve result, the second step in the process, 1= provaded.

FRINCIFLE

The One Step Mult-Drug Screen Test Dhp eard 13 an mmuneassay based on the prmerple of




competitive binding. Dmgs which may be present in the wiine specimen compete against their
respective dmg conjugate for binding sites on thewr specific antibody.

Dunng testing, 2 wine specimen nugrates upward by camilary zetion A dmg, if present i the unne
specimen below its cut-off concentration. will not saturate the bindimz =ites of = specific antibody
coated on the particles. The antibody coated particles will then be captwred by the immohibized drug
comugate and a visible colored hime will show up m the test lme region of the specific dmg shap.
The colored Ime wnll not form o the test Ime repion if the dmg level 1= above its cut-off
concentration because it will saturate all the bmding sites of the antihbody coated on the particles.

A dmz-ponitive wine specimen will not penerate 3 colored line m the specific test hne region of the
sinp because of drug competition, while a diug-negative unne specimen or a speclnen Conalmng a
drug concentration less than the cut-off will generate 2 hne mn the test hne remon. To serve as a

procedural conirol, 2 colored line will always appear at the control Ime region indicatmyz that proper
volime of specimen has been added and membrane wickmg has ocomred.

Each test line in the test panel contains mouse monoclonal antibody-coupled particles
and corresponding dmug-protein comjugates. A goat antibody is employed i each
comirol ine.

PRECAUTIONS

For in vitro diagnostic use only. It 15 mmtended for over-the-counter and for prescription nse.

Do not use after the expiration date.

Tke Test Device should remam m the sealed pouch vntil usa.

All specimens should be considered potentially hezardous and handied m the same manner as
an mfactions agent.

The used Test Device should be discarded accordmg to local regulations.

Store as packaged in the sealed pouch exther at room temperature or refrigerated (2-30°C). The Tast
Device 15 stable through the exprration date printed on the sealed pouch The Test Device mmst
reman in the sealed pouch until use. Keep away from dirert sunbight, moisture and beat. O NOT
FREEZE. Do not use beyond the expiration date.

WHEN I'Q0 COLLECT URINE FOR THE TEST?

The mimmmum detechon tme 1= 2-7 bowrs, 50 you mav collect wrine samples 2-7 hows after
suspected drug nse.

HOW TO COLLECT URINE?

1. Unnate diractiy mto the provided wne cup.

2. Open the Labeled Vial and carefully pom the wrme specimens from the wrine cup mto the
Labeled Vial Fill the vial to zbout two thirds (2/3) full and tightly close the cap. This Labeled Vial

urine sample 15 for shipping to the laboiatory for confirmation testmg. Make sure that the mimber
on the Labeled Vial matches vour personal Identification MNumber.

3. The residual uwnne sample in the unne cup s for your self-testing.

Unne specimens may be stored at 2-8°C for up to 48 bowrs prior to testing. For prolonged storage,
specimens may be frozen and stored below -20°C. Frozen specimens should be thawed and mixed
well bafore testing.

MATERIALS

Alaterials Provided
* Test device * Desiccants = Package insert  » Unme cups » Color Chart Card for Adulterant
Interpretation (when applicabla)
The below contents only meluded for the OTC use:
1. Labeled Vials for shippinz “preliminary™ sample to the laboratory for confirmation
2. Plastic transportation bags
3. Mahng boxes
4. Personal identification mumbers

DIRECTIONS FOR USE

Allow the test device, and urine specimen to come to room temperature [13-30°C (59-86°F)]
prier to testing.

1) Eemove the test device from the foil pouch.

2} Bemove the cap from the test device. Label the device with patient or control identifications.

3) Immerse the absorbent fip mfo the wine sample for 10-15 seconds. Urme sample should mot
touch the plashic device.

4) Replace the cap over the absorbent tip and lav the dewice flathy on a non-absorptive clean surface.
5)Fead the adulteration strip between 3 and 5 mimates by companng the colors on the adulteration
sinp to the enclesed color chart If the result mdicates adulteration do mot interpret the dmgz test
results Either retest the wnne or collect another specimen

6) Bead the drug stip results at 5 pomptes.
DO NOT INTERPEET RESULTAFTER 5 MINUTES.
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NEGATIVE POSITIVE INVALID  results at 5 mimates.

ADULTERANT TESTS (SPECIMEN VALIDITY TESTS) SUMMARY

The Adulterant Test Strip contains chemmeally treated reagent pads. Observation of the color change
on the simp compared to the color chart provides a semui-quantitative screen for Omdants, Specific
Granaty, pH, Creatimine, Nitite and Ghotaraldebyde mn buman wrine which can belp to assess the
integnty of the urne specimen.
Adulteration 15 the tampering of 3 wme specomen with the intention of altering the test results. The
uze of adulterants in the urme specimen can cause false negative results by either mterforing with
the test and'or destroying the drugs present m the wnne. Dhluhon may also be used to produce false
negative dmg test results. To determime certain urmary charactenstics such as specific gravity and
pH, and to detect the presence of owdants, Mitrite, Glutaraldehyde and Creatinine m urine are
conziderad to be the best ways to test for adulferation or dilufion.

» Oxidamts (OXI): Tests for the presence of oxidizing agents such as bleach and peroxide m the

urine.

» Specific Gravity (5.G.); Tests for sample dilntion. Normal levels for specific gravity will range
from 1.003 to 1.030. Spearfic gravity levels of less than 1.003 or higher than 1.030 mav be an
mdication of adulteration or specimen dilution

» pH: tests for the presence of acidic or alkaline adulterants m unne. Momal pH levels should be m
the range of 4.0 to 9.0. Valoes below pH 4.0 or above pH 9.0 may mdicate the sample has been
altered.

» Nitrite{NIT): Tests for commercizl adulterants such as Klear and Whirzes. Mommal urne
specimens should confam no trace of mimte. Posmtive results for mtrnte wsually mndicate the
presence of an adulterant.

. Giutaraldaehtde{GLLTj Tests for the presence of an aldebvde Glutaraldelvde is not mommalby
found m 2 wine specimen Detection of glutaraldehyde m 2 specimen 15 generzlly an indicator of
adulteration

* Creatinine(CRE): Creatimine 1= one way to check for dilution and flushing, whech are the most
common mechanisms used m an attempt to corcunrvent dmg testing. Low creatimine may indicate
dihate urine.

ADULTERANT TESTS(SPECIMEN VALIDITY TEST) REAGENTS

Adulteration Pad Reactve Indicator Buoffers and Nen-reactve Ingredients
Chadants (0XT) 030 00.70%
Specific Grawty (5.G.) 0.21% 00.79%
pH 0.06% 00.94%
Mitnte (NIT) 0.06% 99 94%
Glutaraldebyde (GLUT) 0.02% 99 98%
Creatimne (CRE! 0.03% 09.97%

INTERPEETATION OF RESULTS

{Please refer to the ilnstration aborve)
MNEGATIVE:* Two lnes appear. One red lne should be m the control region (), and another
apparent red or pink hne adjacent should be in the test remion (Drug/T). This pegative result
ndicates that the drug concentration 15 below the detectabie level
*MOTE: The shade of red mn the test line remron (Dmg/T) wall vary, ut i should be considered
negative whenever there 15 even a famf pink lne.
POSITIVE: One red lme appears m the control region (C). Mo line appears in the fest region
{DrugzT). This positive result indicates that the drg concentration is above the detectable level
INVALID: Control hne fals to appear. Insufficlent specimen wvolime or incomect procedural
techniques are the most likely reasons for control hne failure Esview the procedurs and repeat the
test using a mew test pamel If the problem persists, discontmme uwsmg the lot mumediately and
contact your marmfacturer.
Note: There 15 po meaning attnbuted to lhne color mtensity or width.

A prelminary pesitive fest result does not always mean a person tock illegal dmgs and a negative
test result does not always mean a person did not take 1llegal drugs. There are a oumdber of factors
that influence the rehability of dmg tests. Cartain drogs of abuse tests are more accurate than others.
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IMPORTANT: The result vou cobtained 1 called prelmminary for a reason. The sample nmst be
tested by labomtory m order to determine if a dmg of abuse 15 actually present. Send any sample
which does not give a negative result o a lzboratory for firther testing.

Whar I5 4 False Positive Tes:t?

The defimtion of a false positive fest would be an mstance where a substance 15 wdentified
mearrectly by One Step Mulh-Diug Screen Urme Test. The most common causes of a false positive
test are cross reactants. Certain foods and medicmes, diet plan dmgs and mtritional supplements
may cause a false posifive test result wath this product.

What Is 4 False Negative Tesi?

The defimtion of a false megative test is that the mifial Methamphetamune 15 present but 1=n't
detected by One Step Multi-Thug Screen Unme Test. If the sample 15 diluted or the sample is
adulterated that may cause false negative result.

A procedural control 15 mehnded m the test. A colored bne appeanng m the contrel lne region (C) 1=
considered an mternal procedural control It confirms sufficient specimen volume, adequate
membrane wickmg and correct procedural techmque.

Control standards are not supplied wath thiz kit However, it 15 recommended that positee and

pegatrve controls be tested as zood laboratory praciice to confirm the test procedure and to venfy proper

test performonece.  Please contact our Technical Support 2t 1-866-982-3818 for controls that work with
the device.

1. The One Step Multi-Dhug Screen Test Dip card provides only a gqualitative, prelimumary
analytical result. A secondary analytical method must be used to obtam a confimed result. Gas
chromatography'mass spectromety (GCMS) is the preferred confirmatory methed.

. There 15 a possbility that techmcal or proceduwral evrors, as well as other interfering substances m
the urnne specimen may canse erronecus resulfs.

. Adulterants, such as bleach and'or alum m uwnpe specimens may produce ermoneous resulfs
regardless of the apalytical method used. If adulteration 15 suspected, the test should be repeated

. A positrve result does not indicate level or intoxication, administration route or concentration in
wine

. A pegative result may not pecessanly mdicate drug-free wine. Megative results can be obtamed
when drug 15 present but below the cut-off level of the test.

. The test does not distmzinsh between drugs of abuse and certam medications.

7. Apozitive result mupht be obfamed from certam foods or food supplements.

QUESTIONS AND ANSWERS

1. What does the Dhug of Abuse Unine Test do?

These tests indicate if one or more presamphon or legal dnxgs are present in unne. The festing 15 done m two
steps. First, you do a quick at-home test Second, if the test sugzests that dmgs poary be present. you send the
sample toa laboratory for addiional testme.

2. Whats “cut-offlevel™?

The cut-off lewel is the specified concentration of 2 drg in a e sample Above that concenfration the testis
called posstne, and below that concentration 1t 15 called negatne.

3. What are dmgs of abusa?

Dnugs of anee are ilegz] or prescnption mediemes (for example, Oroyeodone or Valiom) that are taken fora
non-medicsl paposs, mehiding taking the medication for bonger than vour doctor prescribed 1t for or for a
purpose other than what the doctor preserbed 1t for

4 Howacowate 15 the test?

The tests a1e sensive to the pesence of dimes m wme sample. These tests are not as acowmate as Bbtests In
some cases, certam foods and dregs may canse false positives as well as filse negatives for those who use
dmuz-festing kits..

3. Does a prelfinunary postive screen test mezn that vou have foumd of abuse?

Thus means that the fest has reacted with somethime i the sample and the sample most be sent fo the &b fora
more acourate test.

& What shouldT do, of the lzbtest confims a postince resalt?

Ifyou have recenved 3 confimed posttve remlt. please corsul-wath oo st24f on 3 proper cowrme of acton. We
will help wou rdentify comnselors who can belp vou. It 15 mportant thatvou remam calm and do mot eactin a
negatve way to the situation Ifyou do not believe the test result please consult with vour physicn. They wall
have your background medical lestory and be able to provade you with detailed mifermnation on both the test
and the meanme of the result

[
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MAILING A URINE SAMPLE T0O THE LABORATORY FOR CONFIRMATION TESTING

1. Ensmre that the T abelad Vial is abaout twe thind (2/3) foll and that the eap s tishity closed
2 Check the label identifyme the dmz that was a prelinmnzry positive result
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3. Be sme to wnte your Cell Phone Mumber on the maibmg box that the Isboratory can send vou the Benzodiazepines (BZ0) MDMA(Eestazy)
messaze with the confimed results along with the Personal Identification Mumber Drug-fee | Low Negative Kear Cuteff Near Caiodf High Possive Drug-free | Low Negative Mear Cutaff Mear Cutoff High Positive
4. Place tha ] abaled Vial m the plastic bag and seal the plastic bag. [Less than Hesative Positive (greater than {Less than Mesative Pasitive {Ereater than
5. Place the sealed plastic bag m the marlng bex Close the manbme box and secure it with packms tape. The half the catedf (Betwzen 50% {Berwesn the e above the half the cusinf (Barwasn 3% (Barween the 0% above the
maiing addvess for the lzbormtory is aleady on the matms box. Plemse note thar the mating b ist Test conceniration) | below the cutoff cutoff and cuedf Test concenmation) | helow he cutof curoff and curo
pre-paid Fon murst atach the praper postage to have a carrier service delver it and the cutoff 50%: above concesiration) and the cubeff 50% above conceniration)
6. Place the mailing box in 2my 1S Postal Service Office. [oaceniation) the cuind Comceniraion) m:--:umf_’
ASSISTANCE = : ; _ Cﬂﬂiﬂllt-'?m.' o = 2 2 : cnn-:ar:mm_: =
If you have any question rezarding to the use of this product, please call ow Technical Support Numiber Operator A 1=e . - = Oemior A |- Loaave = b - 2
1-866-982-3818 (300 am to 5 pm CDT). s L b o L : Negatnn v = - 2
d I i 0 tor B Pasitive ] a 1 12 M DP N Posttive .':' -'J. .ﬂ- 13 M4
PERFORMANCE CHARACTERISTICS G Negamve | 10 16 15 3 0 HEEE agave 0 5 15 I g
Accuracy Operator C P,\'Imm-.e_ .H[I 1[:5 I; 1,+ 23_. Orperator C i{_rmv?e. III-I “ :li L13 2;
B i s s s e by GORMS s By ihe Nl Drupbcveen O Shig - e z - - e e = =
Mult-Dirg Screen Test Dip card. Each test was performed by three operators. Samples were Fi AETECTIENL AN, POCE e 15 917 il ¢ agreement among positives is 95%
draded by concentration mto five categones: drug-free, less than half the cutoff, near cutoff megatve, Yo agreement among negatives 15 100% %2 agreement among negatives is 100%
:.?3.1 mhfﬁi:i;&hé?:pn.mre. Results were as follows: Marijuana (THC) Oxycodone (OXY)
e Cirag-free Low Negative HNear Cunf Near Cutnff High Posttive Dmgz-free | Low Megative Mear Catedf Mear Cupoff High Positive
Drue-fiee Low Negatie Near Cated Kear Cooff High Positive {Less than Negative Positive {Ereater than (Less than Hegative Prsitive {Ereaser than
{Lezs than Reative Positive (reater than alf the cutoff (Berween 30%: {Berween the 512 above the half the cupeff {Between 3% {Between the 0% above the
Llfthecuwraff | (Berwmen 3% | (Beweenthe | 0% sovedle Tast concenmation) | below the curef curof and cuteff Test concenmaion) | elow the cutof cuoff and cutof
Tast comcentration) below the cutoff cnioff and cobaff and the cuteff 1% ahove ComCentTarion) and the catoff 0% Fhove concenmmation)
2 the coteff 50% above concentration) -pmrenmanian) Fre mmnff [onCentmaton) the cumnafs
ComcenmTAton) the cusoff : Conceniration) Concemiration)
LoDCENmAnon) Positnre ] 4] 0 13 26 Posttve 0 ] i 13 M
Ol & ::;’EE 1{0 fg 1':: i %" O it 10 16 16 1 D -2 Negstive | 10 5 5 3 0
i:'-::sitme 0 t] |:|i 1‘1 - Opeinter B Positive ] 0 ] 12 16 Operator B ??51“'-'_9 o U_ ¢ 14 M
Operator B T 10 19 13 = _Cl Hagatve 10 16 1& 2 ] Hez_a_rn‘e 1 15 15 2 0
e o . 5 = = rator C | oSt 0 0 0 12 16 Operator € |22 0 0 0 13 I
Operator € [~ 1L - = = - e N I 16 T3 3 0 SR | Negatve |10 15 15 3 0
" Tar:frn.g ey 9 4 . - = %o agresment among posiives s 95 8% %s agreement among positves is 93 3%
g T %o agresment among negatives 15 100% %s agreement among negatives 15 1%
Y2 agresment among negatives 15 1005
Cocaine (COC) Crag-free | Low Megative Mear Cuteff Near Catoff High Pesitve Dmruz-free | Low MNegstve HNear Catoff Mear Cutdd High Positive
Drop-free | Low Negathve Hear Cutoff Hear Cutedf Bigh Positive {Less than Hesative Psitive {gmeater than {Less than Hezative Positive (Ereater
(Less than Hegative Positive {Ereater than half the cutoff {Berween 30% {Barmeen the 50% abose the half the cutoff {Berween 30 {Berween the 50% abave the
half the :;_':nE {Berween 3% (Between the 0% above the Test comrenmEtion) helow the cutnff cutoi and ouindf Test COncENiTation) Telow the rubodf ot and cubeff
Test CoNCENTEINL below the cused? catedf and cainff and the el 50% ahove CODCenTarion) and the cateff 0% ahawe conceniation)
and the cutoff 3% above Lom{enTatom, comcentarion) the munff ConpenTation) the cubefd
concexiraiion] e cute i CONCRNITaRioE COMCENMTATicn)
comceniraton) Postive T [ ] 13 ) Positiva L f o 15 1
Opecaior - Fosie L 0 ] : 2 - Opeator X | Nesatie | 10 5 5 3 g Operstord Negative | 10 I I 3 0
1"953_'-“'9 il 1 13 ]_ 1': Sy ) Positive i ] 0 13 i) 0 - Positive 0 0 [ 13 FE]
Operator B PDELU.'I..‘E E- ﬂ-. [I‘ ]: A i Negative 1 i 15 i a T Nezative 1t 1¢ 1 4 T
Negative | 10 : i : ! [ Positive D 8 g B bl Posifive T D 7 E i
Operatar C Pasive l'3 ]3_. 1*'_ s JE*' Operater i 0 15 i 7 T Opuater €. | et 0 16 1 3 0
- Negatrve — ..J- S a 2 %3 agreement among positrves is 91.7% % agreement among postives 15 92%
u: ::mmen: ﬁzz ::’j;;; 1{";: %o agresment among negatives 13 L00% s agreement among negatives 15 100
EDDP (Mathadone Metabolites) Barbiturates (BAR)
Morphine MOF) Drag-free | Low Negatve | Near Cunolf NearCunfi | High Postie Drugfiee | LowNemtie | NemCwof | NearCuoff | HighPositve
Drugfree | Low Megatve Hear Cetoff Mear Cmoff High Positive {Less than Negative Positive {greater than (Less than Negative Posiime {Eveater than
[Less than Nezative Positve (Zreaser than Ialf the oo (Between 50% [Berween the 5% ahove the half the caioff (Berween 30% [Berwesn the 5% above the
Bialf the cutof (Berwzen 300 (Betwesn the 0% ahave the Test Comcaniration) below the cutoff cutoff and cutoff Test concemtration) | bebow the camodf catodf znd cuzoff
Test concentration) below the cutedf mutnff and cutaff and the cetoff 5(f above comcemtration} and the corod 0% above concentration)
and the cateff 0% abowe CoOenTEte) CODCENTaATion) the cutaff COBCENTANnog | the cutoff
conceniation) the cwinff roncentration) concentration)
COmCED Tatom) Poshive [1] ] [t 14 ] " Positve 0 [ 14 24
— Positive ] 0 ] 3 #] Operator & 2 2 0 ; H ] ] Operatar A == 10 ik 5 3 T
Nezative I 15 L] = 0 Ol 1 Positive L] 0 0 13 e Operator B Positive 0 1] 14 i
G ?a;nnje 0 ﬂ_ 1 ..4 23 Mezative 10 5 13 3 0 TR Fezstive 10 15 13 2 [0
Mezative 10 15 15 i 0 ———— Positive [ 0 0 i 7] — Positive 0 g [ ] fT]
Operator C Poutie : ﬂ_ = i 3 S Megatve [ E 15 2 0 Opessicn Megative 10 15 13 2 7
Negatve i B 2 4 %% agreement among positives 15 34 2%

[ T

Ye agresment among positives 15 9%

%% agresment among negatives s 100%

% agresment among negatives 1= 100%
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Morphine[OPL, MOP2000) Positrve b 0 0 14 ] Dz Concentration (ng'ml) [ Cross-Reactivity
Druzfres | Low Nemive Mear Capoff Mear Cuboff Hizh Posizive Opesator B Nazati i) 15 3 3 0 Estazolam 7300 12%
Less thom Megaive Foditie (preter fhar A Pozitive 0 [ [ 14 2 Flunitrazepam 400 T5%
half the |:|..'.10#' L'Eemeet S0 (Betwean the 50 abowe the e Femative 10 15 15 2 0 a Hydroxyalprazolam 1260 4%,
i ORI | e gty o %4 agresment among positives 1s 937 (1) Lorazepam 1,560 19%
and the cuteff S aboue concenmation " aE - BROSmes I8 2. == - = =
ConCentracion| the cutof %o agreement among negatives is 100% R5-Lorazepam glucuronide 160 138%
A 3 75 el
= concezmanon) = ANALYTICAL SENSITIVITY if“:mlm ia;’m iR
Pocte 7] i i G B — —— : : - - - Mitrazepam 0 3
Oiperator A Nt T T = _. T Total 150 samples aqually distnbuted at concentrations of -50% Cut-Of: -25% Cut-Off: Cut-OfF Norchlordiazepoxide 200 150%
Positive 0 7] 7 3 %) +25% Cut-Off; +50% Cut-04F were tested wsing three different lots of each device by thres different Mordiazepam 400 T5%
Operator B Negate 0 6 5 T operators. Results were all positive at and sbove +23% Cui-off and all negative at and below -23% Ozazepam 300 100
Paositive o [ [ 12 px! Cut-off for Mathawphetamine, Amphetarmne, Phencychidine, Cocame, EDDP{Methadone Temazepam 104 300t
R 10 16 14 : [ Metabolites), Morphine, MDMA(Eestasy), Oxycodone, Barbiturates, Buprenciphine, Methadone, Trizzolam 2.500 12%
%} apTeement among positives is 88% Marjuana, Benzodiazepines, Propoxyphene and Treyelie Antidepressants. The cui-off valus for
%% agreement among negatives is 100% the device 1z verified. OXY CF}DG}'E (OXY) —
Buprenorphine (BUF) ANALYTICAL SPECIFICITY Oxyeodone o it
Drugfree | Low Megative Mear Curtoff Mear Cuatodf High Positive The following table lists compounds that are positively detected 1n unme by the MIF DrugSereen E-::d.eme . fqﬂ"':' 0 —
(Less than Megathe Dozitive (Ereater than Ome Step Multi-Dirug Screen Test Dip card at 5 minutes. Ethyl Ozyrodone 15,000 0.1%
o = & g } e e 8,
half the catoff {Between 507 (Betwesn the s abowe the Dz Concentration (ng'ml) [P0 Cross Reactivity Thebaine 50,000 02
Test Concemiration) below the catof cusaif and oxod METHAMPHETAMINE (mAMP) TTURATES BAD)
and the asind 50%% above LR TR D-Meshanmhetamm 1000 100 BAREITU [
concnmatim) | thecto = o S e Secobarbital 300 100%
CORCEnEation) 3 4 Metiylenadioxy-n-sthylamphetamma(MDE Amobarbial 300 1040%s
P Positive T ] ] E " B S it Alphena] 256 i
T [ Wegative | W I5 15 3 e ey m—— 50,000 1% Aprobabital 250 120%
Operator B Positive a v g 14 = T-mﬂwbeuza_u.ae 1:_;.-5;3;:. -‘:.::'. Butabarhital 2500 12%
T [Wegative | 10 5 15 1 0 T R Tom o Butethal 2500 12%
, | Positive g A . 1 " e (72 s 3 Butalbital 2,500 12%
Operator C T——— ] = = 7 5 R:tlnmdmenhuvzl : ,'C':WC' 2% SRR e =2 ﬁn:]".-?
=) 3 4-Methylenediorymathamphetanime | 2 500 4% yclopentabarbun .
%p agreemant among positives 1= 93.3% MDMA) Pentobarbial 2500 12%
% agreement among negatives s 100% Chloroqune 20,000 = Pheno barbital 25 000 1.2%
Methadone (MTD} Fphedrins 100000 1%
Drup-free | Low Negatwe Wear Ot Near Cutoff High Peeitive Fenflurarmine 30000 7o BUPRENOEFHINE (BLE)
(Less than Hegative Positive {greater than pHydromymethsmphetamine 10,000 1% Buprenciphine 10 100%
half the ot (Betweeen 50°% (Batwvean the % abowe the Buprenoiphine -3-D-Ghicuronede 10 1007
Tes concentration) | below fhe cated cuvaff and azed COCADNE (000 Normprenorphme 20 0%
and the asind 507 abowe ConcenTation) Benzovlecozon 300 100% Mortmprenorphime- 3-D-Ghowonide 20 S0%a
COnCEnmari) the cunod e 300 100% Morphine Mezative at 100000 ot detected
o - . : ':W-Ef_’f““m-' — CocameHCL 300 100% Cromorphone Megative at 100000 Tot detected
Operator A ;i{;z;]‘fj:e .'_Is G 1'; - -|:- Hyvdromorphone Megative at 100000 Mot detected
I Lt L = = e TAN
g Posiive 5 5 7 I gl MARIJUANA (THC) : =
Opemtor B 10 e T 10 & i 3 - Delta 8- Tetralrydrocamabizal 50,000 1% NETHADONE (AID)
Pk 7] 7 i T G 11-nor-delta-9-THC -carboxyglucwromds 15 7% Methadone 300 10076
Operater © il T i 3 7 {-+-11-nor-G-carbony-deltad-THC 73 67% Dioaylamme 5,000 6%
o o s 11-Mor-A3-Tetralydrocannalunal 50 1004 EDDP Nagatve at 100,000 Hot Detected
: -"Femi AMOnE Pﬂiﬂ;ﬁ 1.5- fl—'l':)c'l-"r 1-Hydrony-A9- Tatrahydrocannabmol 5000 1% F._‘-;[DP Negaﬁ'.'e at 100000 Hot DE‘tEi:tvE\::l
/8 IETCENANL ANANE BPEAVER 1S . 11 Mor-A3-Tetralvdrocamahing] 30 1007 LAAM HC1 MNegative at 100000 Mot Detected
Propoxyphene(PPX) AL THCCOOR 50000 0.1% Alpha Mathadol Magatree at 100,000 Mot Detectad
Lmug-fee Low MNegative Hear Cueaf Iear CugoF Hizh Positive
(Less than Negtive Positive {graer n Morphine (MOP) MDMA{ECSTASY)
Ml (el - | - (Hepen A1 Ketagion g e o Morphme 300 100 D L-I 4-Methylenediossymethamphetamine 504 100%%
Tast Conceniration) below the oniod Cuboff and cuted - = [DMA
it S E : 06 Acerylmorphine a0 7% (MDMA)
. : m=$ ConCesiEaing) Codeine T 100% 3.4-Mathylenedioxyamphetamine HCL (MDA) 3.000 17%
comcentration) ? ) EttnMorphine 100 00% 3.-}-}Ee:h}']enedm:{}'eth}'la-smpil.etamj:l.e 300 167%
Pt ] 0 0 Tl BT} Herom &0 P I:E-_D:\;-";] _ . _ —
Operator A T i 5 i 5 7 Hydromeorphone T i d-ma'_rrunlpﬂ.etamm _..}lel 205
Posative ] 0 0 e} 3 Hydrocodone 625 45% d—amp:l-a:m -1 ﬂﬂ?ﬂlﬂl }{{\t datected
Operator B TS i B T 7 i Levorphancl 1500 0% l-amphetamine -..m'.,'ﬂl.'.l Bi{:t detected
Poie ] o o ] ] COhoveodone 30,000 1% l-methamphetamme -1 00000 Not detected
Operatar C Negative i 3 i 1 0 Procaine 15.000 e __
%2 agTesment among positives 15 95% Thebame 5.240 ek 3]1&:1. 3;;‘:]}“'}:{ 33 To0%,
Phenc 2 e
% agreement among negatives is 100%: - - VN Frvdhoes Pl d o T
Tricpelic Antideprassants(TCA) B}"_\Zﬁmﬁ (BZOY - - vdroxy Phencychdme 28%
Dripfree | LowlNemme | N Cmff NerCumf | High Positive i;‘;l” = T T ANMPHETAMINE (AMP)
Lesstin | ez Pemme | (geniam T = = D-Amphetamine 1,000 100%
isciaiinng P Rl B viing Shorcampente it L2 = D1 Amphetamiae (Amphetzinins Suliate) 1000 T00%
Tast concentration) | below the cotof axod and axnd gllzb"m 100 ;gﬂ“ :’];.ezlt; . A = lx‘i-:l 0
and the oufoff 50F: above oDt} A:Z3pat 780 R ' I ) cal e
COnCEnfTation) the catoff Clorazepete Dipotassmm 200 1507 !‘f""ﬁ"dﬁf"m]?hmm HCL fg?:lm l:-i_-'q'
COnCEntTarion) Delorazepam 1,560 19% -t AT RN L S
_ Posive 0 o [i 14 12 Dezalkvlflurazepam ET T8 [+-)-MethylenedioxyamphetammeMDA) 1,50 67%
Operator A Hegamve T 15 5 3 0 Diazepam 200 1507 d-Methamphstamime 100000 ng'mL =1%
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Dirug Coneentration (ng/ml) % Cross-Reactivity Drags Concentration n Loil Lot? Lotd D Concentration . Lotl Lotl Luotd
I-Mathamphetammine = 100000 ng'mL 1% S5 (ng'ml}) = - = - = - & {mg'ml) = - - + = -
ephedrme 100000 nz/mL 1% 275 50 30 0 30 1] 30 i i 50 50 0 50 0 ] )
3 4-Methylenedioxyethylamphetamine (MDE) =100000 nz'ml 1% 300 5 28 2 24 26 27 X5 (i 50 50 0 50 0 50 |
31 4-methylenediory-methamphatamima 100000 nz'mL 1% Methadoas 375 50 0 50 J 50 0 50 115 50 30 i 30 0 ¥ 0
MMDMAY i p 450 30 0 50 0 50 0 50 19 50 50 0 50 0 50 J
525 i a 30 a 50 0 = D Asnphetamine 25 50 x| 28 | D %® | 2%
MORPHINE(OPL, MOP2000) 600 50 0 50 J 50 0 50 3l 50 ] 50 0 0 0 5
Meorphine 2000 100% 0 50 30 0 50 ] 30 0 17.5 a0 0 50 i 30 0 50
06-Acetvimorphine 2,500 30% 125 50 50 0 50 0 50 0 44 50 0 50 ] 50 0 ]
Codemne 1.000 0% 1l-nor-A8-THC-9-COOH 25 50 50 0 50 0 50 0 30 30 0 =0 0 30 0 a0
EthyMorphine 250 B00% 37.3 0 |50 ) 0 |50 )0 |50 0 0 | 0| o |56 [ 0 [50] ®
Heroin 5,000 40%% 30 S0 20 30 20 30 20 30 [ a0 50 i) S0 7] 0 0
Hydromomphone 2500 0% 625 5 0 50 0 50 0 50 12.5 30 0 50 0 50 0
Hydrocodons 5,000 0% 75 50 0 50 0 50 0 50 14 5 30 [1] 50 1 50 1
Choreodoms 75.000 3% 875 30 Q 50 0 50 0 50 Phencyclidine 25 30 2 23 22 I8 23 28
Thebaine 13,000 15% 100 3 0 50 0 50 0 50 31 50 q 30 Q S0 0 30
0 30 50 0 50 0 30 0 375 50 0 30 ] 30 0 50
EDDPMethadone Metabolites) 75 50 50 0 30 0 30 0 44 30 { 30 0 30 0 30
EDDP 3 100% 130 5 50 0 30 0 30 0 50 50 q 30 Q i 0 ]
Disopyramide 50,000 0.6% 225 50 50 0 50 0 50 1] 0 50 50 0 50 0 30 0
Methadone =100, 000 1% Oxazepam 300 30 13 32 18 32 g8 [ 32 300 50 50 0 50 0 50 0
EMDP 504 60% 375 50 0 50 0 5 ] 50 1000 50 30 0 50 0 30 0
430 50 0 50 0 5 0 50 , 1500 30 30 0 50 0 50 0
PROPOXYPHENE(PFY) 535 50 | 0 | 50| 0 | 50| 0 | 50 ”Tﬁ"{,‘iﬁ,ﬂ 2000 50 |22 [ 38 [ 2 [ 28 | 0 | 3
Neorpropoxyphene i 1007 600 30 0 50 0 5 0 50 s e 2500 50 0 30 0 30 0 50
Propoxyphens d- 300 100% 0 50 50 0 50 0 50 ] 3000 50 0 3 0 50 0 30
75 50 50 0 50 0 30 L 3300 5 0 30 ] 30 0 30
Tricychic Antidepressants{TCA) 150 30 50 0 50 ! 30 1] 4000 5 0 30 ] 30 0 30
Nertriptyline 1,000 100% 235 50 5 0 50 0 50 ] 0 0 30 0 50 0 50 0
Amitriptylime 1,500 6§1% MMorphine 00 50 1 28 n 23 22 28 75 50 30 0 50 ] 50 0
Clomipramine 50,000 2% 375 30 0 50 0 50 4 50 150 5 30 0 50 0 50 0
Dresipramine 5,000 0% 450 30 0 30 0 50 0 50 22 5 30 0 50 0 50 0
Dioxepine 10,000 10% 515 50 0 50 0 50 0 30 EDDP 300 50 2 29 26 ¥ | 28
Imipramme 10,000 10% 600 50 Q 50 0 50 0 50 375 5 ] 30 ] 30 0 30
Maprotilina 100,000 1% ] 50 30 0 50 ] 50 0 450 5 q 50 0 50 0 30
Nordoxepin 10,000 10% 125 50 50 0 30 ] 30 0 525 50 0 50 0 50 0 30
Promazme 50,000 2% 250 50 50 0 30 0 50 0 00 5 i 50 0 50 0 30
Promethazina 2500 40% 375 50 50 0 50 ] 30 ] i 5 30 0 50 0 50 0
Trmipramine 50,000 2% MDMAEestany) 500 50 24 26 X 26 24 26 75 50 50 0 50 0 50 0
Cyclobenzaprme Hydrochlonde 5,000 20% 625 50 1] 30 0 50 0 50 150 5 30 ] 50 0 50 0
Nerclomipramine 50,000 2% 750 30 0 30 | 50 0 50 22 5 30 0 50 U] 50 0
g75 50 0 5 0 50 0 30 Propoxyphens o] 30 2% | M 26 2 puc n
1000 50 | 0 [ 50 ] o [5S0[ o] s0 375 0 [ 6 [s0]6 [s0[ 0|50
Thiz study 1= pafumed 2 mnsiday and lasts 23 days for each format wath thres lots. Three ':'_ fE :E':' o ?':' 0 é':' o 450 30 a 30 a 30 0 30
operztors who don't know the sample mimber system parficipate m the study. Each of the 3 25 50 50 a 50 0 50 o 5235 S0 0 S0 0 50 0 50
operators tests 2 abquots at each concentiztion for each lot per day (2 mms'day). A total of 50 30 30 30 0 30 1] 30 0 00 J 0 0 0 30 0 30
determinations by each operator, at each concentration. were made. The results are given below: [k 30 30 0 30 0 30 0 [i] 30 3 [1] 50 0 50 [i
Oxyeodone 00 50 2 26 24 25 4 26 250 50 30 0 50 0 50 0
Drug: Concentration Ll Lgtl Lagtd 125 50 0 50 J 50 0 30 500 5 30 0 50 0 50 0
{ngmL}) & - + - + - + 130 50 0 50 J 50 0 50 750 30 3 0 50 0 5 0
0 50 30 0 50 ] 50 i 175 50 0 50 0 50 0 30 KNortriptrline 1,000 50 22 | 2% 26 24 18 32
250 50 30 0 50 0 50 J 200 50 0 30 J 50 0 30 1,250 5 0 30 0 50 0 30
500 30 50 0 30 0 3 Q 0 50 50 0 30 ] 30 ] 1,500 30 i 30 0 30 0 30
i) 50 30 0 50 0 50 J 75 50 50 1] 30 0 50 Q 1,75 50 0 30 Q 50 0 50
Methamphetamine 1,000 30 2413 | M| 3 P 26 150 50 50 0 30 ] 30 ] 2,000 5 0 50 0 30 0 30
1250 50 0 30 0 30 0 30 225 50 50 0 30 ] 30 0
1.500 30 2 =] 0 50 0 50 Secobarbital 00 50 3 27 21 29 23 27 = - =
1750 S0 [0 0 50 0 | 50 2 R R W T
2000 B 0 30 0 30 0 50 50 30 0 30 0 =0 0 0 Fifteen (15) wine samples of pormal. lngh and low spectfic gmravaty from 1 000 to 1.035 ware spiked
0 30 30 0 30 0 30 0 535 50 0 =0 0 =0 0 50 wath drugs at 25% below and 25% above cut-off levels respectrvaly. The MD DrugScreen OuneStep
75 30 50 0 50 0 30 0 &0l =0 0 =0 0 =0 0 =0 Muld-Dirog Sereen Test Dip card was fested in duplicate using ten drug-free unne and spiked unne
150 20 30 0 50 0 =0 0 0 30 =0 0 30 0 30 i samples. The results demonstrate that varying ranges of winary specific granaty do not affect the test
225 50 30 0 50 4] 50 0 15 a0 a0 0 a0 ) a0 0 results.
Benzoylecogonine 300 30 [ 20]30]20|30] 2] 30 5 50 | 50 | 0 [ 0] 0 [50] o . FEffectofUtnaypd |
373 o 0 lop 0. B9 | X 75 50 | 50 [ 0 | 50 [ 0 [ 50 | © The pH of an aliquot of negative urine pool 15 adjusted in the range of 4.00 to 9.00 in 1 pH umit
21 30 | 0 |5 o | W6 [ Buprenorphine 10 S |78 |23 12 |98 | 98 | 32 increment and spiked with the target drug at 25% below and 25% zbove Cutoff levels. The spiked,
I3 30 0 30 0 A 0 S0 13:5 50 0 50 0 50 0 50 pH-adjusted unne was tested with the MDD DirngSereen One Step Mult-Dirug Sereen Test Dip card.
£00 0 0 30 0 30 a 30 15 S0 0 50 a 50 0 a0 The result: demonstrate that varying ranges of pH do not interfere with the performance of the test.
0 M A G 175 50 | 0 [ 50 | 0 | 50| 6 | s0
Methadone 75 0 30 0 30 ] 30 0 0 0 ] 3 0 30 0 0
150 0 30 0 50 ] 30 0 = - = -
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A study was conducted to determuine the cross-reactivaty of the test with compounds in erther drug-free
urms or Methamphetarme Arphetarmme. Phencyelidme, Cocame. Meophine, MDWMA{Eestasy).
Choyeodone, Barbrhorates, Buprenmphine, EDDP  (Methadone metabolites), Propoxyphene.
Mathzdone, Majuana, Benzodiazepines and Tricyelie Antidepressants posiiive unne The following
compounds show no cross-reactivity when tested wath the MDD DrugScereen Oune Step Mult-Drug

Sereen Test Dip card at a concentration of 100 g/mlL.

Hon Cross-Reacting Compounds

Acetophenetidin Cotimine(-} Cortizone Pseudoephadinne
H-Acetviprocamarmmde  Creztimne Eymureme Acid Chumdine
Acetvlsaheviic acad Dexamethasone Labetalal Chunme
Amuloride Dextromethorphan Loperanude Sahevlhic acid
Ameeceillim Desipranune Meprobamate Serotomin
Ampicallin Dhaflumsal Mathoxyphenanine Sulfamethazine
I-Ascorbec acid Dhigomin Methviphemdate Sulmdac
Apomorphime Droperidal Mahdrae acid Tetracyelms
Aspartame Ethyl-p-ammobenzoate  Naproxen Tetrahydrozoline
Atropine Ethopropazine Niacmarmde Theobronume
Benzilic amd Estrone-3-sulfate Nfedipme Tolazammde
p-Aminobenzoic Acyd  Ervibronmeem Norethindrone Tetrahydrozoline
Bilorubm Fenoprofan Noscapme Thearmme
Beclomethasone Furosemide Oetopamme mﬂmm{!

> Hydrochlonde
Caffeine Gentisie acid Onealic aced DVL-Tyrosine
Cannabidiol Hemoglobm Oxyphenbutazone Toloutarmde
Carbamzrepms Hydralazme Oxymetarolme Tramterens
Chloramphemen] Hydrochlorothiande Papaverme Trnfluoperazme
Chlorothiazide Hydrocortizone Pachtaxel Trmethopnm
Chloophemrannne a -Hydrosyhippunc acid Perphenazine D.L-Tryptophan
Chlorpromazine Hydroxyprogesterone  Phenselzime Unic acid
Cholesterol Isoproterencl-(+/-} Predmizone Verapanul
Clonedine Iscoesuprine Prlocaine Zomepirac

A lay user study was performed at three miended user sites with 140 lay persors. For a Dipeard

device study, partreipants were tested the Methamphetamme, Amphetanune. Phencychdine, Cocame,

Morphine, MDMA{Ecstasy), Barbihwates, Buprenorphine, Methadone, Oxyeodone, Manjuana,
Benrodiazepines, EDDP(Methadone metabolites), Propoxyphene and Trcyelie Antidepressants
sample. They had drverse educaitonzl and professional backziounds and ranged mn age froms 21
to =30, Unne samplas were prepared at the followme concentrations; mepatmve, +/-73%, +-50%,
+/-25% of the cutoff by spitkimg drug(s) mto drug free-pocled unme specimens.  The concentrations
of the samples were confirmed by GCMS.  Each sample was abquoted mio mdnidual contamer=
and bimd-labeled  Each participant was provaded with the package mnsert, 1 blind labeled samples
and a device.  The typical results are summanzed below:

o Lay perspn results The
Eiaites T . percentag
Drugs % of Cutoff of Eﬁﬁiﬂ{;?;; Mo of Mo of e
samples 7 Positive | Nagative @?ﬁm
o)
-1 e Cateff 20 0 0 20 100
-7 Cutoff 20 250 0 20 100,
DAMP -3 Cutoff 20 500 0 20) 1
MET -25% Cutoff 20 730 1 19 5%
B +25% Catoff 20 1250 17 3 85%
+5{%% Cutoff 0 1300 20 0 1007
+75% Cutoff 20 1750 20 0 100
-100%Catoff i 0 0 20 100%
-75%Cutoff 0 75 0 20 100%
-5 Cutoff 20 150 0 20 100%
CoC -25% Cutoff i 225 1 19 o0%
+25% Cutoff 0 35 17 3 5%
+50% Cutoff 20 4350 20 0 100%
+75% Cutoff i 52 20 0 100%

-1 Cusoff 1] 0 0 2 100% -1 Cutoff 0 0 0 20 100%

-T5%Cutoff 0 75 0 2 100% - T3%Catoff 20 250 0 20 100%
-5 Cutoff 20 50 0 20 100% -50% Cutoff 1] 500 0 20 100%

MTD -23% Cutedf ] 225 1 19 05% "-.-IC(;—;R'I(.)GD -259% Cutoff 0 750 2 18 90%

+25% Cutoff i1 375 19 1 95% i - +23% Cutoff 20 1250 18 2 0%
+50P Cutoff 0 50 2 0 100% +50% Cutoff 20 1,500 20 0 100%
+75% Cutoff ] 525 2 0 100% +75% Cutoff 11| 1.750 0 0 100%
100 Cusoff i1 0 0 M 100%% -1 0% Cutoff 20 0 0 20 100%

-15%Cutoff 20 125 0 M 100 -T5%Cutoff 20 73 L 20 100%
-3 Cutoff M 25 0 X 1008 -50% Cutoff 20 150 0 20 100%

THC -23% Cutoff ] 37.5 2 18 e EDDP -25% Cutoff ] 225 1 19 95%

+25% Cutoff i 62.5 19 1 5% +25% Cutoff 1] 375 19 1 5%
+5( Cutoff M 75 0 i 1008 +50% Cutoff 20 450 0 0 100%
+75% Cutoff ] 87.5 pLi] 0 100 +75% Cutoff ] 525 20 0 100%
-1 20 0 0 X 1005 -LM% e utoff 20 0 0 20 100%

-T5%Cutoff M 75 0 M 100% -T5% Cutoff 20 75 I 20 100%
-3t Cutoff ] 150 {1 M 100%: PPy -50% Cutoff 20 150 0 20 100%

MOPp -23% Cutoff X 225 1 19 05% ] -25% Cutoff 20 225 1 19 5%
+25% Cutoff 20 3rs 17 3 B5% +25% Cutoff 20 375 18 2 0%
+30% Cutoff 20 450 20 0 100% +30% Cutoff 20 450 20 ] 100%
+75% Cutoff 20 D23 20 0 100% +75% Catoff .1 525 20 0 100%;
-100%Cutoff 20 0 0 20 100% -100% 8 Cutoff g 0 0 0 100%
-T5%Cutoff 20 [ 0 20 100% -75%Catoff 20 150 0 20 100%
-50% Cutoff 20 150 0 20 100% -50% Cutaff M 500 0 i) 100%
BZO -25% Cutoff 20 225 i 19 5% TCA -25% Cutolff 20 750 2 18 Wta
+25% Cutoff 20 375 19 1 93% +25% Catoff X 1,250 18 2 Wa
+50% Cutoff 20 450 20 0 100% =50%% Catoff ¥ ! 1,500 20 0 100%
+75% Cutoff 20 525 20 0 100% +75% Catoff . 1,750 X ] 100%
-100%Cutoff 20 0 0 20 100%
T5%Cuofl | 20 125 0 20| 0%
MDM -50% Cutoff 20 250 0 20 100%
i A '15'_?{’_ Cutoff 20 375 1 19 95% 1. Stewarr DJ, Inaba T, Lucazsen M, Ealow W Clin. Pharmacol Ther. April 1070; 25 od- 464,
+25% Cutoff 20 523 19 1 92% 2648
+30% Cutoff 20 750 20 0 100% 2 Ambre J. T Anal. Toxicol 1983; 9:241.
+73% Cutoff 20 575 20 0 100% 3. Hawks RL CN Chiang. Thine Testing for Druegz of Abuze. Natiomal Instinute for Drug Abuse
-100%Cutoff 20 0 0 20 100% (NID:A), Research Monograph 73, 1954,

-T5%eCutodf 20 25 0 20 1005 4. Tiatz= NW. Textbook gf Clinical Chemizny. W.B. Smmders Compary. 1086, 1733

_50%; Cutaff 20 0 7] 0 1005, 3. Fid Gandance Document: Guidance for Premarket Subnmission for Eits for Soveeming Drugs of
OxY 259, Cutoff 0 75 7 18 0% Abusze tor be"_i%ﬂ:' by the Cbn:mm‘:& 1007,

15% Cutoff 0 125 18 7 o0t ADDITIONAL INFOBMATION AND RESOURCES

T E ] 7 %

;gqo Eut{:df :U 2 :D . m'}: The following bist of crpamzations mav be helpfl to vou for counselng support and resources.
+75% Cutoff ] 173 20 { 100%s These T In s bt il ced for sdditenal ufs
100%Cutoflf T a 0 30 100% se groups also have an Internet address w can be accessed for additional mformation.
-75%Cutoff 20 75 0 20 100%

3 Crjlt = L2 4 el o Mational Clearinghouse for Aleohol and Drug Information pormchealth org  1-800729-6686

BAR -25% Cutoff 20 225 i 15 95%
+25% Cutoff 20 375 19 1 85% Center for Substance Abuse Treatment worwhealth orz  1-800-662-HELP
+30% Cutoff L] 450 20 0 100%
+75% Cutoff 20 923 20 0 100% The Mational Council on Aleobolism and Drug Dependence smnyncadd org 1-800-MCA-CALL
-100%Cutoff 20 0 0 20 100%

-73%Cutoff 20 25 0 20 100%;, Amencan Counell for Dmg Edueation (ACDE) womyr acde org 1-200-485-DRUG
-50% Cutoff 20 5 0 20 100%

BUP -25% Cutoff 20 75 2 12 %% i i
<359, Cutoff 20 125 18 2 90% INDEX OF SYMBOLS
+50% Cutoff 20 15 20 0 100%
+75% Cutoff 20 175 20 0 100%

-100%Cutoff 20 0 0 20 100%

T % Cuntoft 0 & 0 0 100% Kaap away from sunlight
-50% Cutoff 20 12.5 0 20 100%

PCP -25% Cutoff 20 19 Z 1% 0%

+25% Cutoff 20 3 18 2 9% Store between 2°C and 30°C
+50% Cutoff 20 375 20 L 100%
+75% Cutoff 20 “ 20 0 100%

-100%Catoff 20 0 0 20 100% Keep dry
-T3%Cutoff 20 250 0 20 100%

-50% Cutoff 20 500 0 20 100%:

ANP -25% Cutoff 20 75 1 19 95%

+25% Cutoff 20 1250 18 2 90% Dot ralsa
+50% Cutoff 20 1,500 20 0 100%
+75% Cutoff M 1.750 20 { 100%%
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