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Cocaine 15 often self-adoun: d by nasal inh andﬁtebase
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cocaine (0 5-1 5 hours), and can generally be detected for 24-48 hours after cocaine exposure ?

MORPHINE (MOP)
Opiate refers to any drug that 1s dertved from the opium poppy, including the natural products,
morphine and codemne, zndﬂnm-synﬂumdmgsnchashe_mm Opwn_‘llsmmgeneral,
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. Cocaine, Morphine, EDDP (Methadone Metabolites), Marij . Prop B
B, 2 Ecstasy, Oxycode B vk . Ph lidine, Bup P Y arhads
Tricyclic Antide and the bolites in human urine.

For in vitro diagnostic use only. It is intended for over-the-counter and for prescription use.
INTENDED USE & SUMMARY
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severe pain, p and opioid d d Low doses buprenorphine produces
snﬁmmagomste&dtoenable pioid-addicted individuals to di 1 the misuse of opioids
without B hine carries a lower risk of abuse, addiction,

and side effects compared to full opioid agonists because of the “ceiling effect”, which means no
longer inue to 1 with farther i in dose when hing a plateau at mod doses
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MARIJUANA (THC)

THC (A9—tehhyd:ocznnab|noblsﬂ!}mmzryzmve di L binoid 1j )
When smoked or orally ad: it hor eﬁcts Usershzvtlmpmdshnrttum
memory and slowed leaming They may also i des of confusion and anxiety

Long term relatively heavy use may be d with behavioral disord The peak effect of
smoking manjuana occurs i 20-30 minutes and the duration is 90-120 mimutes after one cigarette

before FDA approval of Sub and Sub

METHADONE (MTD)

Methadone 15 a narcotic anal, ibed for the of mod: to severe pain and for
the of opiate d d (beroin, Vicodm, Percocet, Morphine) The pharmacology of

Oral Methadone is very different from IV Methadone Oral Methadone is partially stored in the liver
for later use IV Methadone acts more like heromn Inmoststmsyoumustgotoapamdmu:ora
Methadone maintenance clinic to be ibed Methad thad, is a long acting pain
reliever producing effects that last from twelve to forty-eight hours Ideally, Methadone frees the
client from the pressures of obtaming illegal heroin, from the dangers of injection, and from the
emotional roller coaster that most opiates produce Methadone, if taken for long periods and at large

Urine based CLIA Waived Drug tests for multiple drugs of abuse range from simple immunoassay Elevated levels of unnary metabolites are found within hours of exp and remam d ble for
tests to complex analytical procedures The speed and sensitivity of immunoassays have made them 3-10 days after smoking The main metabolite excreted m the wumme is doses, cm:d:d toua very 'l::: wnhdnwal‘ p’enodhum thhdnwzls ?::n }:ieﬂudoum;n m‘::
the most widely accepted method to screen urine for multiple drugs of abuse 11-n0r-A9-tetrahyd binol-9-carboxylic acid (A9-THC-COOH) o those p ;’Y, o cessation, yet the =ub pha
The One Step Mul-Drug Screen Test Cup is 2 lateral flow ck hic for 1o isa method of r patients and therapists
the tive detec . of multiple drugs and drug metabolites in urine at the following cut-off BENZOD! mzr:m ES (BZO) daat are i y . . of METHYLENEDIOXYMETHAMPHETAMINE (MDMA)
concentrations in urine: + : o . P

— 1 l i Tt & P (ecstasy) is a drug first in 1914 by a
A Calibrator Cut off (ng/ml) ty‘ “d 1 called gamma ammobutync zA:d ?(;:B;?‘eg:cz‘::e r;lai: safer and more eﬁecm: German drug company for the treatment of obesity § Those who take the drug frequently report
Methamphetamine (MET, mAMP ) D-Methamphetamme 1,000 R 3 . have " in the of both anxiety and insomnia ’ adverse effects, such as increased nmscle tenslon and sweating MDMA 1s not clearly a stimulant,
Cocame(COC ) Benzoylecgomne 300 Bmmduzgpmesmakousedassedaﬁmbefomsomsmgcﬂmdmedmalpmedm& and for ﬂ%m‘s& o with N imgs,: —rﬂn fo‘o i md zndhe::
Manjuana (THC ) 1l-nor- °-THC-9 COOH 50 the of seizure disorders and alcohol withd: 1 Risk of physical d if - 5 5 sSome percept ges m O increased s 'nytol.lg_,
i - R 1 ines are taken lary (e g, d ])formxethznzfewmmths ially at high d:ﬁcu]tymfoc\mng,andl.)hnedwsm_nmscmnsusItsmeclumsmof:fmnnlsﬂwughtobem
Morphme (MOP ) Morphine 2,000 than mnnzl St abruptly can on such ptoms e u‘ release of the neurotransmitter serotonm MDMA may also release dopamine, although the general
Morphine (MOP ) Morphine 300 2l doses ¥ w“; ““’u lows of bring sy frouble "“p'y“““d opinion is that this is a secondary effect of the druz (Nichols and Oberlender, 1990) The most
Benzodiazepines (BZO) Oxazepam 300 1 n s Only trace (k‘ss!du.nl'/o) ofmostB di < are excreted pervasiveeﬁectofMDMA,occmfinginviﬂnallya]]peoplewhomkanzsmzblzdoseofﬂndmg,
MDMA Eestasy) D.L- Methyleneds thampl 0 500 unaltered in the urme; most of the ion In urine is conj d drug The d ton period was to produce a clenching of the jaws
Oxycrodnne (OXY) '_Oxy:odnner 100 for the Benzodiazepmes in the urine is 3-7 days PROPOXYPHENE (PPX)
M(BAR)_ Seoobzrhnl 300 OXYCODONE (OXY) Propoxyphene (PPX) 1s a mild narcofic analgesic found in vanous pharmaceutical preparations,
Buprenorphine (BUP) Buprenorphine 10 Oxycodone,[4,5-epoxy-14-hydroxy-3-meth 17-methyl I dibydrohyd 2 usually as the hydrochloride or napsylate salt These preparations typically also contam large
Eﬂlndom MID) h_hdndom 300 one] is a semi- synﬂucu: opioid agonist derived from thebaine, a i of opium Oxycodone is a ml \m:doﬁf ace;:::;obp:en, ispu:s:rhca:me Pe;k p]zfnn cvm:emnl:ons ;{::’dwm are
Phencyclidme (PCP_') Phencychdme 25 Schedule I ! and 15 widely used in clinical medicine The pharmacology of mr:achﬂgmﬁcamly:;m\‘els Inh case o . ,ES'A_LI: d by N-d 2 2 .-
Amphetamme (AMP) D-Amphetamne T.000 oxyeodone is similar to that of morphine, in all including its abuse and dependence lizbilities o A,
——— - - - . 3 . N 3 - . to yield nomp lusalongerhalfh&(SOto%homs)ﬂunpmt
EDDP ites) 2-Ethylidene-1,5-dmethyl-3,3-dipheyl Pluxmacologu:al effects include 1 h feelings of y d ]m“m 121 ) The . of ceen with d doses may

rolidine (EDDP) 30 papillary iction, and cough ion Oxycodone is ibed far the relief of be Largely responsible for resultant toxicity w
Tncychic Antidepressants (TCA) ﬁoﬂmﬁylme 1,000 moderate to high pam under pharmaceutical trade names as OxyContin® (controlled release),
Propoxyphene (PTX) Propoxyphene 300 OxyIR®, OxyFast® di: release f lations), or Pmodan@ (aspirin) and Pmocet@ PHENCYCLIDINE (PCP)
(; inophen) that are m with other Oxycodone's beh

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

This assay provides only a preliminary amalytical test result. A more specific alternate
chemical method must be used in order to obtain a confirmed anmalytical result. Gas
chromatography/mass spectrometry (GC/MS) is the preferred confirmatory method. Clinical
consideration and pmlunonal judgment should be applied to any drug of abuse test result,

particularly when preli ¥ P results are used.

SUMMARY

h[ETHALIPHITM[]NE (LIIT mAMP)
Meth 1s an adds lant drug that strongly activates certam systems in the bram
Methamphetammme 15 closely related chemically to amphetamine, but the central nervous system
effects of Methamphetamme are greater Methamphetamme is made m illegal laboratories and has a
high potential for abuse and dependence The drug can be taken orally, injected, or mhaled Acute
higher doses lead to enhanced stimulation of the central nervous system and induce euphona,
zle_messrednced:ppeﬂte and a sense of increased energy and power Cardiovascular responses to
M ). I mdnde ’blood and cardiac arthythmias More acute

duce anxiety, halk hotic behavior. and T d ion and
exlunshonThzeﬂ?ectsofMetbmphmmmgmﬂyhst24hmxsmddzdmghsahzlfhﬁof
9-24 hours in the body M hlmnelsucmtedmthelmneasampbzﬂmmandondmedznd
delaminated derivatives However, 10-20% of Meth b h d Thus, the
presence of the parent di Meth b

d in the urine 1 mne use

COCAINE (COC)

Cocame 1s a potent central nervous system (CNS) stimulant and a local anesthetic Imtul.ly it brings
about extreme energy and ! while dually lting m tremors, itivity and
spasms In large amounts, cocaine causes fever, umresponsiveness, difficulty in breathing and
unconsciousness

effects can last up to 5 hours The controlled-release product, OxyContin®, has a longer duration of
action (8-12 hours)

MHETAM]NE(M!P)

is a Schedule II led cub ilable by p iption (Dexedrine®) and is
:]soaﬂlhbkou'.heﬂhcnmzrka Amphetamines are a class of potent sympathomimetic agents
with th L Thgym""‘mlztedm&nhnmznbodysnzmn]
techolams nephrine and hrine Acute higher doses lead to enhanced stimulation
ofﬁ!mﬂ’alnenoussysiemandmducempbonz,ahrmess,mdueedappeme and a sense of
increased energy and power Cards mdnd.e ’b]nod
pressure and cardiac arrhyth More acute d anxiety,
and psychotic behavior The effects of Amphetammes generally last 2-4 howrs following use, and
ﬂndmghzsahalfh&of4—24houxsmﬂm'bodyAbont30%ofAmphehmmesateexcmedmh
urine in unchanged form, with the mder as |

halh

BARBITURATES (BAR)
Bubﬂmt&mcenﬁzlwvoussyst:mdepussmts They are used therapeutically as sedatives,
are almost always taken orally as capsules or tablets
with alcohol Chronic use of barbiturates leads to
Short acting Barbiturates taken at 400 mg/day for 2-3 months
can produce a c]mu:al.ly significant degree of physical dependence Withdrawal symptoms
expesngm:eddnnngpmodsofdmgabshnmcanbes«\mmughto cause death Only a small
amount (less than 5%) of most Barbi d unaltered in the urine
The approximate detection time limits for Bzrbltnratesm
Short acting (e g Secobarbital) 100 mg PO (oral) 4 5 days
Long acting (e g Phenobarbital) 400 mg PO (oral) 7 days
Bl'PREl\ORPHlNE (BL'P)

hine 1s a Y ic opioid

and
leeﬁects ble those of i
and

hveical d d

lgesic derived from thebain, a component of opium It
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Phencychdine, also known as PCP or Angel Dust, is a hallucmogen that was first marketed as a
surgical anesthetic in the 1950'5 Itvrdsmmov:d from the market because patients receiving it
became delirious and exp d halluct Phencyclidine is used in powder, capsule, and
tablet form Thgpowduuuihﬁmmdormokedaﬁumgnwnhmnmmorwgehbh
matter Phencyclidine is most lation but can be used intravenously,
intra-nasally, andmﬂyAﬁulowdoses &eumthmksmdammﬁlymdmnmmod
swings from hona to d ior is one of the devastating effects of
Phencychidine PCPcznbefonndmumwﬂhm4to6homaﬂeruseandwﬂlmmmmneﬁor
7 to 14 days, depending on factors such as metabolic rate, user's age, weight, activity, and diet 5
Phencychdine is excreted in the urme as an unchanged drug (4% to 19%) and conmjugated
metabolites (25% to 30%)

TRICYCLIC ANTIDEPRESSANTS (TCA)

TCA (Tricyclic Antid ) are ly used for the of d ive disord
TCA overdoses can result m profound central nervous system depression, cardiotoxicity and
anticholmergic effects TCA overdose 15 dz most common cause of death from prescription drugs
TCAs are taken orally or i by @ ton TCAs are bolized m the liver Both TCAs
and their metabolites are excreted in urine mostly in the form of metabolites for up to ten days

Thwstlslmendedﬁorovu-dn{onmu(o'fc)nseasd!ﬁrststepma!wosuppmcesswm“dz

with 1 the or absence of the above stated drug m a urine

sample Infc d di fi y testing — t&secondstepmtheprocess,alongwﬁhh

materials for shipping a portion of the urine I to the lab y for conft testing of a
preliminary positive result, the second step m the process, is provided

PRINCIPLE
The One Step Multi-Drug Screen Test Cup is an immunoassay based on the principle of
competitive binding Drugs which may be present m the urne specimen compete against their
respective drug conjugate for binding sites on their specific antibody




During testing, a urine specimen migrates upward by capillary 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 immobilized drug
conjugate and a visible colored line will show up m the test line region of the specific drug stnip

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

Adxugposmvewmespecmuwﬂ.lnotgemrmacobmdhnemthespeuﬁcmhnengonofﬂu
strip because of drug ition, while a dru, g 1 ora

drug concentration less than the cut-off will genmtea}memﬂutzstlmeugmn Tosenmzsa
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

REAGENTS

Each test line in the test panel ms mouse lonal 1body-coupled icles and
ding drug-protein conj A goat antibody 1s employed in each control line

PRECAUTIONS

For in vitro diagnostic use only It is intended for over-the-counter and for prescription use

.

* Do not use after the expiration date

. TbgTestDexueshou]dumzmmﬂnsea]edpvudlmﬂuse

e All specn should be idered p 11 dous and handled in the same manner as
an mfectious agent

®  The used Test Device should be discarded ding to local lati

STORAGE AND STABILITY

Store as packaged m 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 pouch The Test Device must
remain m the sealed pouch until use Keep away from direct sunlight, moisture and heat DO NOT
FREEZE. Do not use beyond the expiration date

SPECIMEN COLLECTION AND PREPARATI
WHEN TO COLLECT URINE FOR THE TEST?
The minimum detection time is 2-7 hours, so you may collect urine samples 2-7 hours after
suspected drug use
HOW TO COLLECT URINE?
1 Urninate directly into the provided urine cup
2 Open the Labeled Vial and carefully pour the urine specimens from the urine cup into the
Labeled Vial Fill the vial to about two thirds (2/3) full and tightly close the cap This Labeled Vial
urme sample is for sb to the lab y for confi testing Make sure that the number
on the Labeled Vial matches your personal Identification Number
3 The residual urine sample in the urine cup is for your self-testing

Specimen Storage|

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

MATERIALS

Materials Provided

Matenials Provided

le)
Materials Required But Not Provided

DIRECTIONS FOR USE

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

1) Tear the foil bag open, remove test cup and disposable gloves provided for donor Label the device

with donor information (Fig 1)

2)Opent5tcup1|d Unnnyd:mdymhthetestcup Be sure to fill up the test cup with the urine
30ml to 1 110ml ked on the cup) (Fig 2)

3) After urine specimen has been collected, close the hid securely and return cup tp collection official

(Fig 3)

4) Collection official use glove provided Peel off label to reveal test result Read test result at 5

minutes DO NOT INTERPRET RESULT AFTER 10 MINUTES (Fig 4&5)

W o 5 e

S MINUTESPOSITIE  NEGATIVE  INVALID

ADULTERANT TESTS (SPECIMEN VALIDITY TESTS) SUMMARY

The Adul Test Strip ns ch lly treated reagent pads Observation of the color change
on the strip compared to the color chart provides a semi-quantitative screen for Oxidants, Specific
Gravity, pH, Creatinine, Nitrite and Glutaraldehyde in human wrme which can help to assess the
mtegntyofdnnnnespeclmen
Adul is ampering of a urine sp with the 1 of altermg the test results The
nseofz«hhmntsind:eunmspecmencmcmselesenegaﬁver:suhsbyeithgrinterﬂeﬁngw—ith
the test and/or destroying the drugs present in the unme Dilution may also be used to produce false
negative drug test results Todetexmmeceﬂzmulmzrychanctﬁnshcssm:hzsspeuﬁtgﬂmtyand
pH, and to detect the of oxid Nitrite, Gh ldehyd: Inine 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 peroxide in the
urine
Specific Gravity (5.G.): Tests for sample dilution Normal levels for specific gravity will range
ﬁ'om1003t01030 Specxﬁcgnntylevelsof]ssﬂnnlOOSorlnghudnnlOSOmaybe:n
ion of adult or i dilution

pH: tests for the presence of acidic or alkaline adulterants in urme Normal pH levels should be m
the range of 4 0 to 9 0 Values below pH 4 0 or above pH 9 0 may mdicate the sample has been
altered

Nitrite(NIT): Tests for commercial adulterants such as Klear and Whizzies Normal urine
specimens should contamm no trace of mifrite Positive results for mitrite usually indicate the

presence of an adulterant

Glutaraldebyde(GLUT): Tests for the of an aldehyde Gl ldehyde is not I
found in a urine of gh ldehyde m a L is lly an mdi of
adulteration

Creatinine(CRE): Creatinime 1s one way to check for dilution and flushing, which are the most
common mechanisms used in an attempt to circumvent drug testng Low creatinine may indicate
dilute urine

ADULTERANT TESTS(SPECIMEN VALIDITY T) REAGENTS

Adulteration Pad Reactive Indicator Buffers and Non-reactive Ingredients

Oxdants (0X]) 30% 99.70%

Specific Gravity (5G) 21% 39.79%

PH 0% 59 94%

Nitnte NIT 106% 99 94%

Glutaraldehyde GLUT 0.02% 99.98%

Creatmme CRE 0.03% 99.97%

INTERPRETATION OF RESULTS

(Please refer to the illustration above)
NEGATIVE:* Two lines appear One red lme should be m the control region (C), and another
apparent red or pmk line adjacent should be in the test region (Drug/T) This negative result
mdicates that the drug concentration 1s below the detectable level
*NOTE: The shade of red in the test lne region (Drug/T) will vary, but it should be considered
negative whenever there is even a famt pink lme
POSITIVE: One red line appears in the control region (C) No line appears m the test region
(Drug/T) This positive result indicates that the drug concentration is above the detectable level
INVALID: Control lme fails to appear Insufficient specimen volume or incomrect procedural
techniques are the most likely reasons for control line failure Review the procedure and repeat the
test using a new test panel If the problem persists, discontinue using the lot immediately and
contact your manufacturer
Note: There is no meaning attributed to line color mtensity or width
A preliminary positive test result does not always mean a person took illegal drugs and a negative
test result does not always mean a person did not take illegal drugs There are a number of factors
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that mfluence the relhiability of drug tests Certain drugs of abuse tests are more accurate than others
IMPORTANT: The result you obtained is called preliminary for a reason The sample must be
tested by lab y in order to d ine if a drug of abuse is actually present Send any sample
which does not give a negative result 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 identified
incomrectly by One Step Multi-Drug Screen Urine Test The most common causes of a false positive
test are cross reactants Certam foods and medicines, diet plan drugs and nutritional supplements
may cause a false positive test result with this product

What Is A False Negative Test?

The definition of a false negative test is that the mitial Methamphetamine 1s present but isn’t
detected by One Step Multi-Drug Screen Urine Test If the sample is diluted, or the sample is
adulterated that may cause false negative result

A procedural control is mcluded in the test A colored line appearing in the contmllmgmgmn ©1s
considered an internal procedural conmtrol It firms sufficient spect volume,
membrane wicking and correct procedural techmque

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

1 The One Step Multi-Drug Screen Test Cup provides only a quali lytical
result Asecondzryanzlyhcalmtbodmstbensedtoobhmaconﬁrmadmnk Gas
3. v (GC/MS) is the preferred confirmatory method

2 There is a possibility that technical or procedural errors, as well as other interfermg substances in

the urine specimen may cause emroneous results

Adulterants, such as bleach and/or alum, in urine L may prod results

regardless of the analytical method used If adulteration is suspected, the test should be repeated

A positive result does not indicate level or intoxicati dmini

urine

5 A pegative result may not necessarily indicate drug-free urine Negative results can be obtamed

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 certam foods or food supplements

QUESTIONS AND ANSWERS

1 Whatdoes the Drug of Abuse Urine Test do?

These tests indicate if one or more prescription or illegal drugs are present m urne The testing is done In two
steps First, you do a quick at-home test Second. if the test suggests that drugs may be present, you send the
sample to a laboratory for additional testing

2 Whats “cutofflevel?

The cut-off level is the specified concentration of a drug in a urine sample Above that concentration the testis
called postive, and below that concentration it 1s called negative

3 What are drugs of abuse?

w

'S

route or ion in

-

Drugs of abuse are illegal or ipti dicmes (for example, Oxycod Valium) that are taken fora
mwmmmhmhhghnmdmpmﬁdﬁhmha
pap ther than what & bed it for

4  Howaccwate is the test?

The tests are sensifive to the presence of drugs n urine sample These tests are not as accurate as lab tests In
some cases, certam foods and drugs may cause false positives as well as false negatives for those who use
drug-testmgkits

5 Doesa prelims that you have found of abuse?
Thsm&ﬂd!tsthsxucﬂdwﬂhmﬁmgm&esmkmdhsmmhsmmhhbhz
more accurate test

6  WhatshouldIdo, ifthe lab nfirms a posiT 17
Hywh\!mcawdzcaxﬁmnipoahtmlph&mﬂtwﬁwﬁmammoﬁcﬂn We
‘will help you identify counselors who can help you It is important that you remain calm and do not reactin a
negative way to the sifuation Ifyou do not beheve the test result, please consult with your physician They will
have your background medical history and be able to provide you with detailed mformation on both the test
and the meaning of the result




T E MDMA

MAILING A URINE SAMPLE TO THE LABORATORY FOR CONFIRMATION TESTING Negative 10 1 1 0 0 cstasy ( )

Operator C Positive 0 0 0 15 25 Drug-free | Low Negative Near Cutoff Near Cutoff High Positive

. . o P! Negalive 10 15 15 0 0 (Less than Negative Positive (greater than

1 Ensure thatthe ITabeI!ed_\ﬁaI is about two third (2/3? mll andthét_thecap istightly closed %% agreement among positives is 97.5% half the cutoff (Between 50% (Between the 50% above the
2 Check the label identifying the drug that was a preliminary positive result % a N o Test concentration) below the cutoff cutoff and cutoff
N o greement among negatives is 100% .

3 Be sure to write your Cell Phone Number on the mailing box that the laboratory can send you the and the cutoff 50% above concentration)
message with the confirmed results along with the Personal Identification Number Morphine (MOP2000) concentration) the cutoff

4 Place the Labeled Vial in the plastic bag and seal the plastic bag Drug-free Low Negative Near Cutoff Near Cutoff High Positive concentration)

5 Place the sealed plastic bag in the mailing box Close the mailing box and secure it with packing tape The (Less than Negative Positive (greater than Operator A —positive 0 0 0 13 2
mailing address for the laboratory is already on the mailing box Please note that the mailing box isn't Test half 'hel °‘:,‘°f; ﬁemf:n 5‘:0/‘1’1 (Be‘l""::" l:e 50% atimf'fe the Negative 10 15 & 3 0

N - N - concentration; elow the cutof cutoff ans cutof Positive 0 0 0 12 24

. glr&p?;f Ym_JI muztO an‘ach th:zJ ;;rgzesztralpgstaget% I;;veacarnersemce deliver it. and the cutoff 50% above concentration) Operator B Negative ) = = = 5
face the mailing box inany ervice ce concentration) the cutoff it 0 0 0 13 24
ASSISTANCE Operator C Positive

concentration T
If you have any question regarding to the use of this product, please call our Technical Support Number Positive 0 0 0 T 3 Negative | _ »10 - £ EJ 3 0
1-866-082-3818 (9 00am to5p m CDT) Operator A Negative ) TS 7 > 3 % agreement among posnwes |_s 91 7%
Positive 3 T 0 ) 3 % agreement among negatives is 100%
ORMANCE CHARACTERISTICS OperatorB [~ ative ) i 0 3 0
Positi 0 0 0 13 23 Oxycodone (OXY)
Accuracy Operator C Nosm;{ - 10 16 14 4 0 Drug-free Low Negative Near Cutoff Near Cutoff High Positive

80 clinical urine specimens were analyzed by GC-MS and by the One Step Multi-Drug Screen cgative 9 9 . " 9

O RO % agreement among positives is 92.5% (Less than Negative Positive (greater than

Test Cup Each test was performed by three operators Samples were divided by concentration into AN half the cutoff Between 50% (Between the 509 above the

. . : - % agreement among negatives is 100% (
five categories:  drug-free, less than half the cutoff, near cutoff negative, near cutoff positive, and ) ) Test concentration) below the cutoff cutoff and cutoff
high positive  Results were as follows: Benzodiazepines (BZO) and the cutoff 50% above concentration)
. Drug-free Low Negative Near Cutoff Near Cutoff High Positive concentration) the cutoff
Methamphetamine (MAMP) (Less than Negative Positive (greater than concentration)
Drug-free | Low Negative Near Cutoff Near Cutoff High Positive half the cutoff (Between 50% (Between the 50% above the o A Positive 0 0 0 13 24
(Less than Negative Positive (greater than Test concentration) below the cutoff cutoff and cutoff perator Negative 10 15 15 3 0
half the cutoff (Between 50% (Between the 50% above the and the cutoff 50% above concentration) Positive 0 0 0 13 24
Test concentration) | - below the cutoff cutoff and cutoff concentration) the cutoff Operator B [ Negative 10 5 5 3 0
and the cutoff 50% above concentration) concentration Positive 0 0 0 13 24
concentration; the cutoff iti 0 0 0 14 24 Operator C -
: concentration) Operator A }:]0:9':[\;39 10 15 15 2 0 % Ng_qgllve . 2 is 93% = = 3 2
ooarator o JECSE 0 0 0 12 77 Positive 0 g g i 7 6 agreement among positives is 93%
p Negative 10 19 15 1 0 Operator B = oative 0] G G 7 ) % agreement among negatives is 100%
Operator B Positive 0 0 0 12 27 Operator ¢ |-Positive 0 0 0 (] 22 )
Negative | 10 19 15 1 0 P Negative 0 5 5 7 0 Amphetamine (AMP)
A I I e aorspie £ 550 T e | e | e |
Negative 10 19 15 2 0 % agreement among negatives is 100% oatwe 9
% agreement among positives is 96.7% half the cutoff (Between 50% (Between the 50% above the
. o . Marijuana (THC) Test concentration) below the cutoff cutoff and cutoff
% agreement among negatives is 100% Drug-free Low Negative Near Cutoff Near Cutoff High Positive and the cu?uff 50% above concentration)
Cocaine (COC (Less than Negative Positive (greater than concentration) the cutoff
ocaine (COC) " concentration)
Drug-free Low Negative Near Cutoff Near Cutoff High Positive half the cutoff (Between 50% (Between the S0% above the Positi 0 0 0 15 23
) . Test concentration) below the cutoff cutoff and cutoff Operator A ositive
(Less than Negative Positive (greater than and the cutoff 5006 above " Negative 10 16 14 2 0
half the cutoff (Between 50% (Between the 50% above the N iti 0 0 0 13 23
Test ) owth o f f concentration) the cutoff Operator B Positive
sl concentration) | be ZV\; ; ectn?f scgﬂt/: band cutoff concentration) Negative 10 16 14 4 0
o iu:-c ) the a10‘f/fe ' Operator A f—e2Sitive 0 0 0 12 2 Operator C Positive 0 0 0 15 £
concentration e cutof - -
concentration) P’ Negative 10 16 16 2 0 Negative 10 16 14 2 0
osiive ) T T 5 o Operator B Positiv_e 0 0 0 11 26 % agreement among positives is 93%
Operator A Negative 10 17 3 T 0 F”\:Jes?tiit/lze 100 106 106 132 206 9% agreement among negatives is 100%
iti 0 0 0 16 24
Operator B |—sitive Operator C e rative |10 6 16 2 0
Negative 10 17 3 0 0 regat Barbi BAR
ositive T T T m 7 % agreement among positives is 94.2% arbiturates (BAR)

Operator C Negative ) 7 IE) 7 ) % agreement among negatives is 100% Drug-free Low Negative Near Cutoff Near Cutoff High Positive
u “eoal PP . (Less than Negative Positive (greater than
DA)agreemem among pUS'"YES 3 92-5?’ Phencyclidine (PCP) half the cutoff (Between 50% (Between the 50% above the
% agreement among negatives is 100% Drug-free | Low Negative Near Cutoff Near Cutoff High Positive Test concentration) below the cutoff cutoff and cutoff

. (Less than Negative Positive (greater than and the cutoff 50% above concentration)
Morphine (MOP300) ' - - half the cutoff (Between 50% (Between the 50% above the concentration) the cutoff
Drug-free | Low Negative Near Cutoff Near Cutoff High Positive Test concentration) below the cutoff cutoff and cutoff concentration)
(Less than Negative Positive (greater than and the cutoff 50% above concentration) Positive 0 0 0 13 24
half the cutoff (Between 50% (Between the 50% above the concentration) the cutoff Operator A Negat ive 10 15 15 3 0
Test concentration) below the cutoff cutoff and cutoff concentration) Positive 0 0 0 13 24
i 5 Operator B -
and the choff 50% above concentration) Operator A Positive 0 0 0 13 24 P N egatlve 10 15 15 3 0
concentration) the culoff ) Negative 10 15 15 3 0 N tor C Positive 0 0 0 14 24
concentration Positive 0 0 0 13 24 perator Neoati
— egative 10 15 15 2 0
o A |Positive 0 0 0 7 25 Operator B Negative ) = = 3 5 vegat —
perator - egatl % agreement among positives is 93 3%
Negative 0 15 s L 0 Positive 0 0 0 13 24 % t tives is 100%
Operator B | Positive 0 0 1 15 2 (Operator C Negative 10 15 15 3 0 o agreement among negatives Is ’

% agreement among positives is 92 5%
9% agreement among negatives is 100%
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Buprenorphine (BUP) Positive 0 0 0 14 24 Drug Concentration (ng/ml) [ Cross-Reactivity
Drug-free Low Negative Near Cutoff Near Cutoff High Positive Operator A Ngggtive 10 15 15 2 0 Hydrocodone Siooo 50%
(Less than Negative Positive (greater than Positive 0 0 0 12 24 Oxycodone 75,000 3%
half the cutoff (Between 50% (Between the 50% above the Operator B Negative 0 5 5 > ) Thebaine 13,000 15%
Test concentration) below the cutoff cutoff and cutoff Positive 0 0 0 7 2
and the choff 50% above concentration) Operator C Negative T = 3 > 0 BENZODIAZEPINES (B20)
concentration) the cutoff % - - “Alprazolam 00 50%
concentration) b agreement among positives is 95%
Positive 0 0 0 13 24 % agreement among negatives is 100% _B_Lomage am - 560 >
Operator A - Chlordiazepoxide HCL 560 b
e | = = = = Clobazam 00 00%
ositive
Operator B Negative 10 15 15 2 0 Total 150 samples equally distributed at concentrations of -50% Cut-Off; -25% Cut-Off; Cut-Off; gonazepam - - 80 ‘58;/‘;
Operator C Positive 0 0 0 14 24 +25% Cut-Off; +50% Cut-Off were tested using three different lots of each device by three different De[:;arzaiz_ua;emm otassium iOSOG ) ig%ﬁl
P Negative 10 15 15 2 0 operators Results were all positive at and above +25% Cut-off and all negative at and below -25% _p_DesaIk Iflurazenam 460 75%
- ' - . ) y D
% agreement among positives is 94 2% Cut-off for Methamphetamine, Amphetamine, Cocaine, Morphine, Propoxyphene, Ecstasy, EDDP Diazepam 200 50%
% agreement among negatives is 100% (Methado_ng Metabolites), TI‘IC)_/_C|IC Antidepressants, Oxycodone, Barbiturates, Buprenorphm_e, _LEstazolam 2,500 2%
ethadone (MTD) Phe'nchlndnne, Methadone, Marijuana and Benzodiazepines The cut-off value for the device is [ Flunitrazepam 200 75
Drug-free Low Negative Near Cutoff Near Cutoff High Positive verified a-Hydroxyalprazolam 1260 24
(Less than Negative Positive (greater than +) Lorazepam 1,560 19
half the cutoff (Between 50% (Between the | - 50% above the The following table lists compounds that are positively detected in urine by the One Ste RS-Lorazepam glucuronide 60 88%
Test concentration) below the cutoff cutoff and cutoff . 9 p . P Y i P idazol 2500 %
and the cutoff 0% above . Multi-Drug Screen Test Cup at 5 minutes. _ _ ldazolam 3 00
concentration) the cutoff [ Dru Concentration (ng/ml) _P6 Cross-Reactivity | Nitrazepam i 00 00 0/0
concentration) METHAMPHETAMINE (mAMP) orchlordlazepoxme 00 50%
Bosiive 5 5 5 5 o7 D-Methamphetamine 1,000 100% |_Nordiazepam 400 5%
Operator A Negative o G G 3 3 (+-) 20,000 5% Oxazepam 300 00%
Positi 3 ) i) m o7 3,4-Methylenedioxy-n-ethylamphetamine(MDE Temazepam 100 00%
Operator B [—-oSitive A) Triazolam 2,500 2%
pera Negative 0 5 5 2 0 - - :
Positive ) ) ) m o Pr(_)came (Novocgme) 0,000 17%
Operator C Negative ) 3 3 > 5 Trimethobenzamide 0,000 5% OXYCODONE (OXY)
egal —— Methamphetamine ,000 100% Oxycodone 100 100%
% agreement among positives is 94 2% Ranitidine (Zantac) 50,000 2% Codeine 50,000 0
% agreement among negatives is 100% (+1-) 3,4-Methylenedioxymethamphetamine | 2,500 40% Ethyl Oxycodone 75,000 0
EDDP (Methadone Metabolites) (MDMA) Thebaine 50,000 0
Drug-free Low Negative Near Cutoff Near Cutoff High Positive Chloroguine 50,000
(Less than Negative Positive (greater than Ephedrine 100,000 BARBITURATES (BAR)
half the cutoff (Between 50% (Between the 50% above the Fenfluramine 50,000 Secobarbital 300 00%
Test concentration) below the cutoff cutoff and cutoff p-Hydroxymethamphetamine 10,000 0% Amobarbital 300 00%
and the cutoff 50% above concentration) AIEhenaI 750 40%
concentration) the cutoff COCAINE (COC) Aprobarbital 50 20%
_ concentration) Benzoylecogonine 00 00% Butabarbital ,500
Operator A Positive 0 0 0 L z |_Cocaethylene 00 00% :Butethal ,500
Negative 10 15 1 2 0 CocaineHCI 00 00% | Butalbital 500
Operator B fooitive 0 0 0 L 2 Cyclopentobarbital 500 0%
Negative 10 15 15 3 [} MARIJUANA (THC) Pentobarbital 2,500 2%
Operator ¢ |Lsitive 0 0 0 4 2 Delta-9-Tetrahydrocannabinol 50,000 0.1% Phenobarbital 25,000 2%
Negative 0 1 1 2 0 11-nor-delta-9-THC-carboxyglucuronide 75 67%
% agreement among positives is 94 2% (-)-11-nor-9-carboxy-deltad-THC 75 67% BUPRENORPHINE (BUP)
9% agreement among negatives is 100% -Nor-A9-Tetrahydrocannabinol 50 00% Buprenorphine 0 100%
Propoxyphene (PPX) -Hydroxy-A9-Tetrahydrocannabinol 3000 % Buprenorphine -3-D-Glucuronide 0 100%
Drug-free Low Negative Near Cutoff Near Cutoff High Positive -Nor-A8-Tetrahydrocannabinol 30 00% orbuprenorphine 0 50%
(Less than Negative Positive (greater than A8-THC-COOH 50,000 0.1% orbuprenorphine-3-D-Glucuronide 20 50%
half the cutoff (Between 50% (Between the 509 above the Aorphine Negative at 100000 ot detected
Test concentration) below the cutoff cutoff and cutoff MORPHINE(MOP300) Oxymorphone Negative at 100000 Not detected
and the cutoff 50% above i Morphine 00 100% Hydromorphone Negative at 100000 Not detecte
concentration) the cutoff 06-Acetylmorphine 400 75%
concentration) Codeine 00 00% METHADONE (MTD)
Operator A Positi\(e 0 0 0 14 24 Etth'MorEhine 00 00% | _Methadone 300 100%
Negative 10 15 15 2 0 Heroin 00 50% Doxylamine 5,000 6%
Operator B |—LSitive 0 0 0 4 2 Hydromorphone 500 60% EDDP legative at 100,000 ot Detecte
Negative 10 15 15 2 0 Hydrocodone 25 48% EMDP legative at 100,000 ot Detecte
o Positive 0 0 0 14 2 Levorphanol 500 20% LAAM HCI legative at 100,000 ot Detected
perator C -
Negative 10 15 15 2 0 Oxycodone 0,000 1 Alpha Methadol Negative at 100,000 Not Detecte
9% agreement among positives is 95% Procaine 5,000 29
9% agreement among negatives is 100% Thebaine 240 59 EDDP(Methadone Metabolites)
Tricyclic Antidepressants (TCA) EI_DDP _ 300 100%
Drug-free Low Negative Near Cutoff Near Cutoff High Positive l\'\:ORhPHl NE(MOP2000) 3000 T00% _)'SODWam'de 50,000 06%
(Less than Negative Positive (greater than orphine : d |_Methad one >100,000 <1%
half the cutoff (Between 50% (Between the 50% above the wﬂe 2,500 80% EMDP 500 60%
Test concentration) below the cutoff cutoff and cutoff |_Codeine 1,000 50%
and the cutoff 50% above concentration) EthylMorphine 250 800% PHENCYCLIDINE (PCP)
concentration) the cutoff |_Heroin 5,000 40% Phencyclidine 25 100%
concentration) Hydromorphone 2,500 80% 4-Hydroxy Phencyclidine 90 28%
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Drug Concentration (ng/ml) 9% Cross-Reactivity Drugs Concentration Lotl Lot2 Lot3 Drugs Concentration Lotl Lot2 Lot3
AMPHETAMINE (AMP) (ng/mL) n - + - + - + (ng/mL) n - + - + - +
D-Amphetamine 1,000 100% 600 50 0 50 0 50 0 50 15 50 0 50 0 50 0 50
D,L - Ampt (Amphetamine Sulfate) 1,000 100% 0 50 50 0 50 0 50 0 175 50 0 50 0 50 0 50
Phentermine 1,250 80% 75 50 50 0 50 0 50 0 20 50 0 50 0 50 0 50
(+/-)-4-Hydroxyamphetamine HCL 600 167% 150 50 50 0 50 0 50 0 0 50 50 0 50 0 50 0
L-Amphetamine 20,000 5% 225 50 50 0 50 0 50 0 250 50 50 0 50 0 50 0
+/-)-Methylenedioxyamphetamine(MDA) 1,500 67% Methadone 300 50 22 28 25 25 22 28 500 50 50 0 50 0 50 0
d-Methamphetamine >100000 ng/mL <1% 375 50 0 50 0 50 0 50 750 50 50 0 50 0 50 0
1-Methamphetamine >100000 ng/mL <1% 450 50 0 50 0 50 0 50 D-Amphetamine 1,000 50 18 32 18 32 18 32
ephedrine >100000 ng/mL. <1% 525 50 0 50 0 50 0 50 1,250 50 0 50 0 50 0 50
3,4-Methylenedioxyethylamphetamine (MDE) >100000 ng/mL. <1% 600 50 0 50 0 50 0 50 1,500 50 0 50 0 50 0 50
3,4-methylenedioxy-methamphetamine >100000 ng/mL <1% 0 50 50 0 50 0 50 0 1,750 50 0 50 0 50 0 50
(MDMA) 125 50 50 0 50 0 50 0 2,000 50 0 50 0 50 0 50
25 50 50 0 50 0 50 0 0 50 50 0 50 0 50 0
ECSTASY (MDMA) 375 50 50 0 50 0 50 0 6 50 50 0 50 0 50 0
D,L-3,4-Methylenedioxymethamphetamine 500 100% 11-nor-A9-THC-9-COOH 50 50 14 36 14 36 14 36 125 50 50 0 50 0 50 0
(MDMA) 625 50 0 [ 50 [ o [50 [ o [ 50 19 50 50 | 0 [ 50 [ o[58 [0
3,4-Methylenedioxyamphetamine HCI (MDA) 3,000 17% 75 50 0 50 0 50 0 50 Phencyclidine 25 50 16 | 34 | 16 | 34 [ 16 | 34
3,4-Methylenedioxyethyla-amphetamine 300 167% 875 50 0 50 0 50 0 50 31 50 0 50 0 50 0 50
(MDEA) 100 50 0 [ 50 [ o [50 [ o [ 50 375 50 0 [ 50| o |5 [ 0o |50
d-methamphetamine 2500 20% 0 50 [ 50 | 0 [ 50 [ 0 |5 | 0 44 50 0 | 50 | 0 [ 5 | 0 | 50
d-amphetamine >100000 Not detected 75 50 50 0 50 0 50 0 50 50 0 50 0 50 0 50
|-amphetamine >100000 Not detected 150 50 50 0 50 0 50 0 0 50 50 0 50 0 50 0
|-methamphetamine >100000 Not detected 225 50 50 0 50 0 50 0 75 50 50 0 50 0 50 0
Oxazepam 300 50 20 30 20 30 20 30 150 50 50 0 50 0 50 0
TRICYCLIC ANTIDEPRESSANTS (TCA) 375 50 0 [ 50 [ o [5 [ o [50 225 50 50 | 0 | 50| 0[5 [0
Nortriptyline 1,000 100% 450 50 [ 0 [ 50 [ 0 [ 50 | 0 | 50 EDDP 300 50 | 21 | 29 [ 26 | 24 [ 22 | 28
Amitriptyline 1,500 67% 525 50 0 [ 50 [ o [50 [ o [ 50 375 50 0 [ 50| 0o [5 [ o [50
|_Clomipramine 50,000 2% 600 50 | 0 [ 50 | 0 [ 5 | 0 [ 50 450 50 0 |50 | 0 [ 5 | 0 |50
Desipramine 5,000 20% 0 50 |5 | 0 |5 | 0[5 | o0 525 50 0 [ 5 | 0o [5 | 0[50
Doxepine 10,000 10% 75 50 [ 50 | 0 [50 [ 0o [50 [ 0 600 50 0 [ 50 o [5 [ o [ 50
Imipramine 10,000 10% 150 50 |5 | 0 |5 | 0[5 [0 0 50 [ 50 | 0 [ 50| 0[5 [ 0
Maprotiline 100,000 1% 225 5 [ 50 | 0 [5 [ 0[5 [ 0 250 50 [ 50 | 0 [ 50 [ 0o [5 [0
Nordoxepin 10,000 10% Morphine 300 50 [ 20 [ 30 | 20 [ 30 [ 20 | 30 500 50 [ 50 | 0 [ 50 [ 0o [ 50 [ 0
Promazine 50,000 2% 375 50 0 [ 50 [ 0 [ 5 | 0 | 50 750 50 | 50 | 0 [ 50 | 0 [ 5 | 0
Promethazine 2,500 40% 450 50 0 [ 50 | 0 [ 50 [ 0 | 50 Nortriptyline 1,000 50 | 22 | 28 | 26 | 24 | 18 | 32
Trimipramine 50,000 2% 525 50 0 [ 50 [ 0o [ 5 | o [50 1,250 50 [ 0 [ 50| 0o [5 [ o [ 50
Cyclobenzaprine Hydrochloride 5,000 20% 600 50 0 50 0 50 0 50 1,500 50 0 50 0 50 0 50
Norclomipramine 50,000 2% 0 50 [ 50 [ 0 [ 50 [ 0[5 [0 1,750 50 0 [ 50| o [5 [ o [50
125 50 50 0 50 0 50 0 2,000 50 0 50 0 50 0 50
PROPOXYPHENE (PPX) 250 50 50 0 50 0 50 0 0 50 50 0 50 0 50 0
Norpropoxyphene 300 100% 375 50 [ 50 [ 0 [ 50 [ 0 [5 [ 0 500 50 | 50 | O | 50 | 0 | 50 | ©
Propoxyphene, d- 300 100% Ecstasy( MDMA) 500 50 [ 30 [ 20 |30 |20 [ 30 | 20 1000 50 | 50 | 0 |50 | 0 [ 50 | 0
625 50 0 50 0 50 0 50 Morphine 1500 50 50 0 50 0 50 0
750 50 0 50 0 50 0 50 (OP1,MOP2000) 2000 50 22 28 22 28 22 28
75 0 lolslols}o]s o0 1w [0 [0 0] 0%
1000 50 0 50 0 50 0 50 3000 50 0 50 0 50 0 50
This study is performed 2 runs/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 50
operators who don’t know the sample number system participate in the study Each of the 3 25 50 50 0 50 0 50 0 4000 50 0 50 0 50 0 50
operators tests 2 aliquots at each concentration for each lot per day (2 runs/day) A total of 50 50 50 50 0 50 0 50 0 0 50 50 0 50 0 50 0
determinations by each operator, at each concentration, were made The results are given below: 75 50 50 0 50 0 50 0 75 50 50 0 50 0 50 0
Oxycodone 100 50 16 34 16 34 16 34 150 50 50 0 50 0 50 0
Drugs Concentration n Lotl Lot2 Lot3 125 50 0 50 0 50 0 50 225 50 50 0 50 0 50 0
(ng/mL) - + - + - + 150 50 0 [ 50 [ o [ 5 [ o |50 Propoxyphene 300 50 | 25 | 25 | 21 | 29 | 29 [ 21
0 50 50 0 50 0 50 0 175 50 0 50 0 50 0 50 375 50 0 50 0 50 0 50
250 50 50 0 50 0 50 0 200 50 0 50 0 50 0 50 450 50 0 50 0 50 0 50
500 50 50 0 50 0 50 0 0 50 50 0 50 0 50 0 525 50 0 50 0 50 0 50
750 50 50 0 50 0 50 0 75 50 50 0 50 0 50 0 600 50 0 50 0 50 0 50
Methamphetamine 1,000 50 22 28 22 28 22 28 150 50 50 0 50 0 50 0 P = F
P 1250 w0 T5 T o T 5 0o T 5 T o T2 o =0T o T2 o
1,500 50 0 50 0 50 0 50 Secobarbital 300 50 27 | 23 | 25 | 25 | 22 | 28 Fifteen (15) urine samples of normal, high, and low specific gravity from 1 000 to 1 035 were spiked
1,750 50 0 50 0 50 0 50 375 50 0 50 0 50 0 50 with drugs at 25% below and 25% above cut-off levels r(e‘spectivelyA The O_ne Step Multi-Drug Screen
2,000 50 0 50 0 50 0 50 250 50 0 50 0 50 0 50 Test Cup was tested _in duplicate usi_ng ten er_lg-free urine and spiked urine samples  The results
0 50 50 0 50 0 50 0 525 50 0 50 0 50 0 50 demonstrate that varying ranges of urinary specific gravity do not affect the test results
75 50 | S0 1 0 1501015010 600 S0 1 0 1801 0 1504 0 S0
150 50 50 0 50 0 50 0 0 50 50 0 50 0 50 0
Benzoylecogonine 225 50 | 5 | 0 |50 | 0 |50 | 0 25 50 | 50 | O | 50 | 0 [5 | 0O The pH of an aliquot of negative urine pool is adjusted in the range of 4 00 to 9 00 in 1 pH unit
300 50 18 | 32 | 18 | 32 | 18 | 32 Buprenorphine 5 50 50 0 50 0 50 0 increment and spiked with the target drug at 25% below and 25% above Cutoff levels The spiked,
375 50 0 50 0 50 0 50 prenorp 75 50 50 0 50 0 50 0 pH-adjusted urine was tested with The One Step Multi-Drug Screen Test Cup The results
450 50 0 50 0 50 0 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 0 50 0 50 0 50 125 50 0 50 0 50 0 50
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+25% Cutoff 20 375 19 1 95% +75% Cutoff | 20 525 20 0 100%
A study was conducted to determine the cvity of the test with o bo i either drug-free +50% Cutoff 20 450 20 0 00% -100%Cutoff 20 0 0 20 100%
wine ar Mathamphetantine. Amh Cocaine, Morphine, Essasy, EDDP (Methad +75% Cutoff 20 525 20 0 00% ) 75 X 100%
Metabolites), Tricyclic Antid Oxycodone, Barbi Proporyph L -17oso;i.ccnug 20 135 20 00% Bl 150 X 100%
Peras Rermdinmens ~75%Cuto 2 20 00% EDDP [ X 225 95%
commonnds chow X - t$ ith the On St h’;‘f_‘l’:‘; ““g: “‘fr ﬁ:ug“’m‘i ~50% Cutoff 2 25 20 00% 225% Cutoff Bl 375 95%
. show mo ne step rug Sereen fest Lup 3 THC 25% Cutoff 375 7 35% ~50% Cutoff T 450 I 00%
a concentration of 100 pg/ml. £35% Cutoff 20 525 20 0% ~75% CutoR T 525 0%
| +50% Cutoff 20 75 20 00% -100%Cutoff X 0 2 0%
Acetonhenetidi Cotinine(-) Cortisone Psendoephedi +75% Cutoff 20 875 20 00% ~75%Cutoft X 250 T 0%
P L o -100%Cutof 20 0 0 20 00% 50% Cutoff X 500 I 0%
"procamar ¢ Kynurenic Acid Quinidine 75%Cutofl 20 500 0 20 100% TCA | _-25%Cutof X 750 3 90%
Acetylsalicylicacid ~ Dexamethasone Labetalol Quinine ~50% Cutoff 20 1000 0 20 100% 525% Cutoff I 1,250 18 2 90%
Amiloride Dy thorph. L id Salicylic acid Mooomo -25% Cutoff 20 150! 2 18 90% +50% Cutoff X 1,500 20 0 100%
Amorxicillin D i Meprob Serotonin £25% Cutoff 20 250 19 1 95% +75% Cutoff 20 1,750 20 0 100%
Ampicillin Diflunisal Methoxyph Sulfameth +50% Cutoff 20 300! 20 % -100%Cutoff B 0 bl 0%
1-Ascorbic acid Digoxin Methylphenid Sulind +75% Cutoff 20 350 20 % 75%Cutoft X 75 X 0%
Ap N Droperidol Nalidixic acid Tetracycline [ 100%Cutoff 20 0 0 20 % ~50% Cutoff T 50 X 0%
N - . ~75%Cutoft 20 75 0 20 % PPX ~25% Cutoff T 225 5%
Aspartame Ethyl Naproxen Tetrahydrozoline [50% Cutort F 150 0 20 00% | T35% Catofl | X 75 5%
Atropme Theobromine BZO 25% Cutoff 2 225 2 18 90% ~50% Cutoff T 450 i 100%
Benzilic acid Estrone-3-sulfate Nifedipine Tolazamide +25% Cutoff 2 375 19 1 95% ~75% Cutoff X 25 ] 100%
p-Aminob Acid  Eryth Norethind Tetrahydrozoline +50% Cutoff 2 450 20 0 00%
Bilirubin F i N Thiamine +75% Cutoff 2 525 20 0 00% - -
s ; . T o0%Catel |20 : % o0%
) Hydrochloride z15%Cutoff 20 125 20 00% 1. Stewart DJ, Inaba T, Lucassen M, Kalow W. Clin. Pharmacol. Ther. April 1070; 25 ed: 464,
Caffeine Gentisic acid Oxalic acid D/L-Tyrosine -50% Cutoff 20 250 20 00% 264-8.
Cannabidiol Homooloh, Oxyphenb Tolbatamid TCA -25% Cutoff 20 375 1 19 95% 2. Ambre J. J. Anal. Toxicol. 1985: 9:241.
Carb Hvdral o o Toi +25% Cutoff 20 625 19 1 95% 3. Hawks RL, CN Chiang. Urine Testing for Drugs of Abuse. National Institute for Drug Abuse
P o - : g . +50% Cutoff 20 750 20 0 100% (NIDA), Research Monograph 73, 1986.
f Pap operazine +75% Cutoff 20 875 20 0 00% 4. Tistz NW. Textbook of Clinical Chemistry. W.B. Saunders C . 1086: 1735.
Chlorothiazid Hydr Paclitaxel Trimethoprim 100%Cutoff 20 0 30 00% 5. FDA Guidc D Guidance for Premarkest Submission for Kits for Screening Drugs of
Chlorph Hydroxyk acid Perpk D.L-Tryptophan 75%Cutoff 20 25 20 00% Abuse 1o be Used by the Consumer, 1997.
Chl e Phenelz Diic acid 50% Catoff 3 50 T 00% ADDITIONAL INFORMATION AND RESOURCES
1. 1 Pradn 259 9,
Chohsteml X - o Verapax-m] oxY _jss.//: f::::: : 7255 19 9 ;g’: The following list of organizations may be helpful to you for counselmg suppon and resources
Clonidine Isoxsuprine Prilocaine Zomepirac T50% Cutofr 30 0 20 00% These groups also have an Internet address which can be d for
13% Cutoft 20 1E 20 o
- -100%Cautoft 20 0 0 20 0% Nationa] Cloarineh Infoxmats
Qulzz user study was perfor?dd&z: th‘me mtended user s:tes with 140 lzé' persons‘ Fora Cu;l)id.enu -75%Cutoff 2 75 0 20 0% a for Alcobol and Drug tion www health org  1-800729-6686
participants were tested the Methampk : me, Morphine, Ecstasy, -50% Cutoff 2 50 0 20 0% Center for Substance Abuse T: www healfh orz  1-800-662-HELP
gnnp (Meth M Metabolites), Tricyclic A z'nd“ . Oxycod l:Tl!y - BAR | -25% Cuto 225 1 19 5% |
uprenorphine, Phencyclidine, Methado . amp +25% Cutoff 20 375 19 1 95% The National Council on Alcoholism and Drug Dependence www ncadd orz 1-800-NCA-CALL
e s e et o 50— — - |
+piking drag(s) into drug free.pooled urine specimens . The O the ot s +75% Cutoff 20 525 20 0 100% American Council for Drug Education (ACDE) www acde orz 1-800-488-DRUG
o
eonfired by GOMS . Each sample was ahquoted into individua] T -100./.Cutoﬂ‘ 20 0 0 20 100%
Each participant was provided with the package insert, 1 blind labeled samples and a device The -75%Cutoff 20 25 0 20 100% INDEX OF SYMBOLS
typical results are summarized below -50% Cutoff 20 5 0 20 100%
BUP -25% Cutoff 20 75 2 18 90%
$25% Cutoff 20 125 18 2 90%
Number | oo et ki 50% Cutoff 20 15 20 % R
Druss % of Cutoff of &'ﬁ"s &‘:;B No.of No.of . +75% Cutoff 20 175 20 % A paway, g
samples Positive Negative agreement -100%Cutoff 20 0 20 )% -
~75%Cutoff 20 6 20 00% ‘
-100%Cutoff 20 X 0% -50% Cutoff 20 125 20 00% A Store between 2°C and 30°C
~75%Cutoff 250 T 0% PCP 20 9 18 90%
AMp |30 Cutoff 506 T 0% 20 31 1 95%
NET  |_25% Cutoff 756 95% +50% Cutoff 20 375 2 % Keep dry
<25% Cutoff X 0% +75% Cutoff 20 23 2 00%
=50% Cutoff 500 X 0% “100%Cutoff 20 0 20 00%
~75% Cutoff 20 X 0% ~75%Cutoff 20 250 20 00%
-100%Cutoff 20 0 0 20 00% -50% Cutoff 20 500 20 00% OpReLre:Use
-75%Cutoff 20 75 0 20 100% AMP -25% Cutoff 20 750 1 19 95% =
~50% Cutoff 20 150 0 20 100% +25% Cutoff 20 1,250 20 0 100%
coc -25% Cutoff 20 225 1 19 90% +50% Cutoff 20 1,500 20 0 100%
<25% Cutoff 20 375 20 00% +75% Cutoff 20 1,750 20 0 00%
=50% Cutoff 250 20 00% -100%Cautoft 20 0 0 20 00% TransMed Company
~75% Cutoff 525 20 00% ~75%Cautoff. 20 75 0 20 00% ADD:2200 McFarland 400 Blvd,
-100%Cutoff 0 0 20 00% | MOP30 |_-50% Cutoff 2 50 0 20 00% Alpharetta,GA 30004,USA
MID ~75%Cutoff 75 0 20 0% | 0 -25% Cutoff 2 225 1 19 95% TEL:1-800-644-4145
~50% Cutoff 150 0 20 00% +25% Cutoff 375 20 0 100%
~25% Cutoff, 20 225 2 18 50% | +50% Cutoff 20 450 20 0 100%
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