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The QuikScreen® 9 is an immunachromatographic assay for rapid, qualitative
detection of drug combinations and their principal metabolites in urine at
specified cut-off concentrations. This drug combination is composed of the
following drugs:

DRUG CLASS SENSITIVITY
AMPHETAMINE 1000 ng/ml
BARBITURATES 200 ng/ml
BENZODIAZEPINES 300 mg/mt
COCAINE/BENZOYLECGONINE 300 ng/ml
MARIUANA 50 ng/nl
METHADONE i 300 ng/ml
METHAMPHETAMINE 1000 ng/ml
OPMATES/MORPHINE 2000 ny/ml
PHENCYCLIDINE 15 ng/ml

Nore: The test provides only preliminary data which should be confirmed by
other methods such as gas chromatography/mass spectrometry (GC/MS), Clini-
cal considerations and professional judgment should be applied to any drug of
abuse test result, particularly when preliminary positive results are indicated

SUMMARY AND EXPLANATION OF THE TEST

The QuikScreen® 9 is an easy, tast, qualitative, visually read competitive
binding immunoassay method for screening without the need of instrumenta-
tion. The method employs unique mixture of antibodies to selectively identity
the drugs of abuse and their metabolites in test samples with a high degree of
sensitivity.

Drug abuse remains a growing social and cconomical concern in many devel-
oped and developing countries throughout the world. The above stated drugs
arc among the most frequently abused illicit drugs, according to the U.S, Sub-
stance Abuse and Mental Health- Services Administration. Opiates are among a
class of heavily abused prescription drugs.

The sensitivity of the QuikScreen™ 9 is sct as required for the screening immu-
noassays of these drugs in the reference guidelines set by the U.S, Substance Abuse
and Mental Health Services Administration (SAMHSA) and the U.S. Depart-
ment of Health and Human Services.

PRINCIPLE OF THE TEST

The QuikScreen® 9 is a competitive binding immunoassay in which drug and
drug metabolites in a wrine sample compete with immobilized drug conjugatc
for limited labeled antibody binding sites. By utilizing antibodies that arc spe-
cific to different drug classes, the test permits independent, simultaneous detec-
tion of any of the drug combinations from a single sample. The approximate
run time is 5 minutes.

In the assay procedure, urine mixes with labeled antibody-dye conjugate and
migrates along a porous membrane. When the concentration of a given drug is
below the detection limit of the test, unbound antibody-dye conjugate binds to
antigen conjugate immobilized on the membrane, producing a rose-pink color
band in the appropriate Test Zone tor that drug. Converscly, when the drug
level is at or above the detection limit, free drug competes with the immobilized
antigen conjugate on the membrane by binding to antibody-dye conjugate,
forming an antigen- antibody complex, preventing the development of a rosc-
pink color band.

Regardless of the drug levels

in the sample, a rose pink-color
band is produced in each Control
Zonce (lop bands) by a parallel
immunochemical reaction,

These bands serve as built-in

quality control measures by
demonstrating antibody recogaition,
verifying that the rcagents are
chemically active.
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REAGENTS AND MATERIALS PROVIDED

I.  Test Devices

2, Test Instructions
Optional:
3. Negative Control [

4, Amphetamine Positive

S. Barbiturates Positive Control

6. Benzodiazepines Positive Control
7. Cocafinc Positive Control

8. Marijuana Positive Control

9. Mecthadone Positive Control

[0. Methamphetamine Positive

L1. Opiates Positive Control

12. PCP Positive Control

Contains dye-conjugated antibody
and immobilized antigen in protcin
matrix with sodium azide.

k] 50900

Contains buffered protein solution
with sodium azide. [REF] 40J0N
Control Contains AMP at 3000
ng/mi in a buffered protein solu-
tion with sodium azide.

11120-8P

Contains BAR at 1000 ng/ml in a
buffered protein solution with so-
dium szide. [gEF] /8040P

Contains BZD at 1000 ng/ml in a
buffered protein solution with so-
dium azide.REF] 18020P

Contains BEG at 1000 ng/ml in 2
buffered protein solution with so-
dium azide. [§E] 12000-BP
Contains THC at 150 ng/ml in a
buffered solution with sodium ezide.
k= 13020p

Contains MAD at 1000 ng/ml in a
buffered protein solution with so-
dium azide. [RE] 19020P

Control Contains MET at 3000
ng/mt in a buffered protein solu-
tion with sodism azide.

11320-8P

Opiates Positive Control Contains
MOR at 5000 ng/ml in a buffered
protein solution with sodium azide.
[E] 11220-8p

Contains PCP at 100 ng/m! in a
buffered protein solution with so
dium azide. [geF] 14020P

MATERIALS REQUIRED BUT NOT PROVIDED

. Clock or timer.
2. Specimen collection containers.

WARNINGS AND PRECAUTIONS

| For in vitro diagnostic and professional use only.

2. Do not use the test device beyond the expiration date.

3. Urine specimens may be infectious; properly handle and dispose of all
used reaction devices in a biohazard container.

4. Visually inspect the foil package to insurc it is intact. If the package is
not intact, the integrity of the device might be compromised.

STORAGE AND STABILITY

Store test kit below 28°C; do not freeze. If stored at 2°-8°C, allow the test kit to
reach room temperature (15°-28°C) before performing the test. Refer to the expira-

tion date for stability.

SPECIMEN COLLECTION AND PREPARATION

Fresh urine spccimens should be collected directly into the cup. The
QuikScreen™ 9 device employs a thermal strip which should be checked

immediately after collection to validate urine specimen.

SAMHSA regula-

tions specify that any temperaturc below 90.5°F must be considered adulter-
ated. No additives or preservatives are required. Note: Urtne specimens can
be transferred from a urine collection container into the cup QuikScreen® 9

test cup, {f necessary.

TESTPROCEDURE

. Do not break the scal of the pouch until ready to begin testing.
2. Reinove the Test Cup from the foil pouch.
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3. Collect wrine specimen directly into the Test Cup. Insure that the sample The following Barblturates-related substances yield positive results for Barbit-

amount meets the minimum level as indicated on the side of the Test rates at 200ng/m! cué-off: -
Cup. .
P . Amoharbital 200 ng/ml - Pentobarbital 200 ng/ml
4. Read the results at 5 minutes. z:rbﬂal ) 2""'45'/'": Phencbarblial 200 nghmt
. . mocripline 200 ng/m .
NOTE: The result must be interpreied al five minutes. Waiting more than Buaarblial 200 ug/mt i’il"ﬂm"b"”’ ;gz::::;

five minutes may cause the reading to be inaccurate, To avold confu- Clean June (odtum dedecylmlfate) 260 1ghm!

sion, discard the test device afier interpreting the resull,
The following Benzodiazepine-related substances yield positive results for Benzo-

® diazepines at 300 ng/ml cut-off:
S r een g Alprazalan 2.5 el |N-Hydraxyethyflurazopam 130 ngrml
. Bromutupam 250 ughl o Hydrompiriczokam 200 ngiml
One Step Onsite Drug Cup Chiuediazeporide sttngiml  Ketazolom 200 ugiml
’ {;'-fﬂ&rm 2Svangiml  Larurgpm 200 ng/mi
g Negative ‘:‘“'ﬂmﬂ“ Son mghml Loemutazegesm 250 ng/ml
B Um,mw e ,f:: "’k"""": Medazepam 1,000 ng/ml
Chwlazepam ngiml  wfidasal, o
B Positive Drgypaeer (Uhemically wot a BZ0) 200 nyimi N-‘Mn::r; ;;z ::/:;
Dl
D o L:m’;‘:wm - s :‘:::: Noechlocdiasepexioks 770 ug/mt
Retest Dessselhylfiazepan St Nordluepum 200 ng/m!
Diaepum 50 ng/mi Orusepam 200 ng/mi
Flauifeusepvem 250 ugmi  Prosepam 100 ngim!
INTERPRETATION OF RESULTS iiind fues e 20 gt
Hularepam 160ng/ml  tetrazepam 200 nghmt
a-Hydroxyalprasalam 20Mmgiml Trigzolam Sa0 ng/nt
Confirm: A rose-pink band is visible in each contiol zone (top band). No
color band appearing in the appropriate test zone (bottom band) indicatcs a The folfowing Cocaine-related substances yield positive results for Cocaine
preliminary positive result for the corresponding drug of that specific test
zone. Send urinc specimen to a certitied laboratory for confirmation al 300 ng/ml Cut-Off Level
P y ‘ Benznylecgonine 300 ng/ml
i, ni . P : i Cocaine 300 nglml
Negative: A rla.\'e.pn!k band is visible in caf:h conlrol zone and the appropri P 2,500 ngmd
ale test zone, indicating thai the concentration of the cocresponding drug of
that specific test zone is below the detection limit of the test. The foltowing Marijuans-related substances yield positive resules for Marijuann
Retest: [f a color band is not visible in each of the control zones, the test is at 50 ug/nil cut-off:
invalid. Another test should be run to re-evaluate the specimen 11-Nor-&-THC-9-COOH 50 ug/mi
. . . . . . . 11-Nor-2*-THC-9-COOH 50 ngiml
Note: There is no meaning atiributed o line color intensity or width. A-_,;',Z ,',g/,m,,,,
&-THC 3 pg/mt
Cannabinred 10 pg/mi
QUALITY CONTROL 1-Hydrogy-8-THC 1 ge/mt

An internal procedure control has been incorporated into the test to ensure

proper kit performance and reliability. The following Methadone-related substances yield positive results for Methadone

. . i g/ml Cut- 5
The use of an cxternal control is recommended to verity proper kit perfor- ol 300 mg/ml Cut-Off Level.
mance. Quality control samples should be tested according to quality control Methadone 3040 ug/mi
: B R Doxylamine 50,000 ngmil
requirements established by the testing laboratory. Dextromethorphan 10,000 mg/mi
Diphenhpdraming 10,000 ngiml
LIMITATIONS OF THE TEST Lope 300 ngrml
1. This product is designed to be used for the detection of drugs of abuse and
their metabolites in human urine only. Thefollowing Methamphetamine-relnted substances yield positive results for Meth-
. . - . amphetamine at 1000 ng/ml Cut-Off Level:
2. Although the test is very accurate, there is the possibility false results will o . I/_ ) Az
occur duc to the presence of interfering substances in the specimen sample. .(;1)‘ 2. SMeiy . MDMA, Ecstacy) 1,230 ng/m!
mpheiamine 36,000 ng/mi
3. The test is a qualitative screening assay and is not suggested for quantitative 2)) L‘f“"ﬂ';:’/’_:"w"l"'mmiﬂt (MDA) 250,000 ng/ml
determination of drug levels in urine, or the level of intoxication. M) ,_A:w*m“m " m{.:zgsﬂz
4. Adulterants such as bleach or other strong oxidizing agents, when added to gh"xﬂ“"’"‘ " aoa{m'm;
urine specimens, can cause crroneous test results regardiess of the analysis Pheuylpropanalamine 10,-000,000 m,
method used. If adulteration is suspected, obtain another urinc specimen. Psevducphedrine 2,500 ng/mi
PERFORMANCE CHARACTER|ST|CS . ) The following Opiates-related substances yield a positive result for Opintes at
I.  Sensitivity. The QuikScreen® 9 detects drugs of abuse and their major 2000 ng/ml Cut-Off Level:
metabolites in urine at concentrations equal to or greater than the cut-off Morphine 2,000 ngimt
level for the specific drug, which is suggested by the U.S. Substance Abuse :"":”7"”"""‘"/"”"7""""’”""‘ 1-"”3"1-”""
and Mecntal Health Services Administration (SAMHSA) for the immu- ,;:m,,':' i'zgo""ij::
noassay method. Nuoreodeine 20,008 wy/ml
. . . . Hydrocod 5,000 /mi
2. Specificity. A study was conducted with the QuikScreen® 9 to determine Hﬁlﬂ:,,,.‘;.‘;;,,,, 2,00,,:7;;,
the cross-reactivity of drug-relaled compounds with the test. Substances Osyeodure 100,000 ng/m!
listed in Table I produced results approximatcly equivalent to the cutoff Lavrphattol £,000 1g/mf
A .. . Naloxwe 10,000 ng/mt
fevels. A separate study was conducted to determine the cross-reactivity of Thelaine 15,000 ngimi
non-related compounds with the test at concentrations much higher than Imipranitic 50m000 ng/ml
normally found in the urine of people using or abusing them. No cross Atecyine 1,000,000 ng/ml
e det d with th bst listed in Table 11 Meparidine 1,000,000 ng/mi
reactivity was detected wi e substances listed in Table It. Ranliidine 1,006,000 ug/m!
Table I: Conceatrations of drug-related compounds showing positlve response
approximately equivalent to the cut-off set for the test:
The following Amphetamine-reluted substances yield positive resuits for Amphetamine
at 1000 ng/ml cut-off:
d~Amyphataminne 16040 pg/ml )
L-Amphetamine 50,000 ng'ml f'" h:;/{yh'lhy fumine :’;:’::23 "::::
} yramine ] Yy
dl-Amphewmitng 4,250 1ol (1) ) 4-Muthylenedioyamphesaming (MOA) 500 ng/mf
Deaxyephedrine 1,000,000 me'ml - Psauducphedrine S,000,000 ng/mf
Phertermine 50,000 pygimi lphedring 10,000,000 nye/mi :oc .lD: g;-ama
SviMon;
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The follmwing Plencyclidine (PCP)-related substances yield positive results  for PCP

at 25 ng/ml Cut-Qff:

neAcelyjrocmininide
Cindeine
-llpkeosymmethirmpliotinitioe
Thebulne

1-{1-Phcnpleyetolesyl)atoephine
It

2
N,N- Dicthyd-D-pois

10,000 14 mf Phengyctiin
.00 ngemd Ifd-Hydeayplpwerisivns) pbenyleycliberane S50 ng/ml

SO,874 vl 1{1-Pheglcylivesyl) pyesalldine
(0,800 ygemi S-Mrcegdf-plpnetisfion cycloberapat

{of 102 Vhiemplycyelohesylfmarphine

Y wys

OBl L g (2 Vhsicupd)syelobenyl] piperiding
20 gl o LT hieupl)-cyelohesyl) prerolidione
ad

Table!E  Compounds tested and found not to cross-react with the test ata specified
concentration amountin urine.

The follawing compounds do not cross-react with (1000 ng/mil cut-of))

Amphemmine at a 100 pg/mi concentration in urine:

Aceiaminophen
Accipleaticylic Acid
Amikacis
Amiiripipine
Ampicillm, Sudium Salt
Aricrensd
Aspariame
Airopine

Henzole Avid
Henzoyloegonine
Caffeinc

(1) Chioepheniramine Maleate
(+) Chlapheniranine Malcaie

Chlurpramazine ‘HCI
Cimetidine

Cudeine
Dextromethurphan -HBr
Diazepam

3. 3-Diphenythydantoin
Daoxylamine

Leganine -HCH
Keguntne Methpl Esver
Glucase

HNictamine
Hydruchlorathlazide
Hydracadone
Hydramarphane
Indomethacin
Ketopeafen
Levorphunul

A-THC

JH-Nor-41THC-9-COUH
)

Muperidine
Mcthyiphenidate
Methudone
Mcthagnalone

Murphine Sulfate
Oxazepam
Oxpcadane
Phendimetrazine
Yealeillin (;
Peniaharhital
d-Propucyphcne
{-Iropanal
Phencyclidine HCE
Phenaharkital
I-Phenylephrine
(uinine
Rantidine
Sudium Salicylate
teiracycline
Tetrahydrozoline
Theophylline
Thiveidazine
Trifluuperazine

Muorphine-3-8-D-Gliucuronide Tryprophan
(d ypiap,

The foBowing compounds do not cross-react with (200 ng/mi cut-gff)

Barbiturates at a 100 pg/ml concentration in urine:

Acelamimuphen
Acetplsalicylic Acid
Amikacim
Amitripgpling
Ampicillin

Arierened

Aspariaec

Atropine Sulfaie
Aenzuic deid
HAenzoylecgunine HCI
Caffeine
Chivrpheairamine
Chlorpremazine - HCI
Cimetidine

Cudelne
Devxyephedrine
Dexirnmethorphan
Diazepam
Diethylpropion

§.5-Diphacnylhydantain
Daxylamine

Eegonine "HCI

Eegonine Meithpl Exter
titucoxe

Hixiamine
Hydruchlorothlazide
Hydracodane
Hydramarphone
Indamethacin
Ketoprofen
Levarphanol

a*-TH(
H-Nor-A-THC-9-(Q0H
Mcperidine
Mcihylphenidaie
Mcthadone
Methayualane
Murphine-3-8-D-Glucuronide

Muorphine Sulfate
Oxazepam
Oxycodone
Penlcillin (¢
Pentaharbital
Phendimetrazine
Pheniermine
I-I'henplephrine
Pheaylpropanalamine
Prednisanc
Quinine
Ranitidine
Sodivm Salicylare
Tetracycline
Terrahpdrozoline
Theophylline
thiuridazine
Triftuoperazine
Trypiaphan

The follewing cormpounds do ot cross-react with (300 ng/ml cut-of)) Benzodiaz-
epines @« 100 yg/ml concentration in urine:

Acefamimophen
Acotylsallcylic Acid
Amikacia
Amitripipline
Ampicitlia

Aricrensl

Aspariame

Atrupime Sulfuie
Benzoic Acid
Henzaylecgonine HCU
Caffeine
Chlorpkeniramine
Chlarpromazine -HC!
Clmetidine

Codeine
Ucuxyephedrine
Dextrumorphan

Dicthylpraplan
3. 5-Diphenylhydantoin

Doxylamine

Eegonine “HC|
licgonine Methyl Ester
CGlucose

Histaminoe
Hydrochlorothiozide
Hydracadone
Hydraomaorphone
Indwnethacin
Ketaprafen
Lovarphanul

a-TH(!

(<) 11-Nur-a*-THC-9-(1(Q0OH
Meperidine
Mcihylphenidate
Meihadune
Methaynalune

Morphine-3-8-D-(ilucuranide

Morphine Sulfaic

(xycadune
Phendimelrazing
Penicillin G
Fentobarbiital
Phencyclidine
Phennbarbtial
Phentermine
Pheaylpropanolainine
-Phenylephrine
d-Propusyphene
1-Prapanof
(uininc
Ranliidine

Sodium Salicyclaie
Tetracycline
Tetrahydrozaling
Theaphylline
T'hluridazine
I'riflunperazine
Tryptophan

Page

The following compounds do not cross-react with (300 ng/ml cut-off) Cocnine af a
100 pg/ml concentratlon In urine:

. Acetaminaphen
ol elvalicylic Acid
200 ng/mi Amikacin
o neml " Amliripiyline
30 ug/mt Ampiciiiin
600 ng/nd Acterenal
Aspariamos

Atropine Sulfaic
Benzole Acid
Caffeine
Chlarpheniramine
Chlorpromazine -HCl
Cimetidine

Coadeine
Deoxyephedrine
Dextrametharphan
Diagepam
Dicthylprapion

3. 5-Diphenplhydaninin
Daoxylamine

The following compounds do not cross-react with (50
Marijuana at a 100 pg/ml concentrasion in urine;

Aceraminophen
4-Acetamidophenol
Acetylsaticylic Actd
Amikacin
Amplcillin

d 1-Amphctaminc
Amitriptyline
Aricrenol
Aspartam¢
Atropine Sulfaie
Benzole Acid
Benzoylecganine
Cauffeinc

Camphar
Chloroguine
Chivepheniramine
Chlurpromazine -NC!
Cocalne HCt
Cocaine
Clmetidine
Cortisone
Denxyepinephrine
Dexirnmethurphan
Diarepam

Begonine -HCH

Ecgonine Methyl Exier
Glucaxe

Hixtamine
Hydrachlorathlazide
Hydrocodanc
Hydromorphone
Indamcihacin
Ketnpraofen
Levorphanal

A-THC
1-Nor-4'-THC-9-COOH
Meperidine
Methylphenidare
Mcthadone
Methagquatune
Marphine-3-8-D-Glucuronidvy
Marphine Sulfate
Oxazepam

Oxycadone

Digitaxin

Digoxin

ficgonine * HCI
Ecgonine Meihyl Exier
Ephedrine
Epincphrine
Gentisic Acld
Glucose

Guaiacal

Glyceryl Ether
Histamine
Hydrachlorothiazide
Hydrocodoae
Hydromurphone
Homatropine
Imipramine
Isoproierennl
Ketomine

Lidocaine
Mcthyiphenidate
Muorphine
Moarphinc-3--D-Glucuranide
Morphine Sulfaie
d-Mcthamphetamine

Phendimeirazine
Penicillin G
Pentubarbiial
D-Propoxyphene
1-Prapanal
Phencyclidine
Phenvbarbitat
Phentermine
Phenylpropanolamine
I-Phenylephrine
Quinine
Ranitidine
Sadivm Salicylate
Tetracycline
Tetrahydrazaline
Theophylline
Thinridazing
TYiflvaperazine
Trypiophan

ng/ml cut-off)

Meperidine
Methadone
Meithaqualone
Naloxone
Neomyein
Niacinamide
Oxazepam
Peephenazine
Penicillin G
Phencyclidine
Phenabarbiial
a~FPhenylathylamine
Phenylpropanslamine
Promethazine
Pycudoephedring
Ranitldine
Salicylic Acid
Secaharbital
Yetracycline
Tetrahydrazaline
Theophyliine
Thioridazine
Trifluaperazine
Tryplophan

The following compounds do mot cross-react with (300 ng/ml cut-off)

Methadone at a 100 pg/ml concentration in urine:

Acetaminaphen
Acetylsalicylic Actd
Amikacin
Amitripipline
Ampicillin

Arteremnt

Aspariame

Atropine Sulfaie
Benzalc Acid
Hemzoplecyonine HCI
Laffeine
Chlorphentiramine
Chlvrpromazine -HCl
Cimetidine

Cadeine
Dcuxyephedrine
Diazepam
Diethylprupion
3.5-Diphenylhydantoin

Legonine HCI

Ecgonine Methyl Exter
Glucose

Histamine
Hydrochlurothiazide
Hydracodane
Hydeomoerphone
Indomethacin
Ketaprofen

Levarphanol

A-THC
11-Nar-ATHC-9-COOH
Moperidine
Methylphenidaic
Mathaqualone
Morphine-3-f-D-Glucuronide
Morphine Sulfaic
Ozxazepam

Oxycadnne

Phendimetrazine
Penicillin G
Pentoharbital
d-Prupoxyphene
I-Prupanal
Pheneycliding
Phenvbarbital
Phenicrmine
Phenylprapanctamine
I-Phenylephrine
Quinine
Ranitidine
Sodlum Sallcylate
Yryptophan
Telracycline
Toirahydrozoline
Theophplline
Thioridazine
Trifluoperazine

The following compounds do not cross-react with (1000 ng/mi cut-off) Meth-

amphetamine at a 100 pg/ml concentration in urine:

Acetaminophen
Acctylvalicylic Acid
Amitacin
Ambriptyline
Ampicilitn, Sedium Sali
Arierenal
Aspariame

Atropine Sulfate
Benzole Acld
Auenzaylecgonine "HC!
Cuyffeine

(1 Jhtorpheniramine, Maleatc-

Salt
(1 )Chlurpromazine -HCl
Cimetldine
Codeine
Deaxpephedrine
Dextrametharphan Hir
Diazepum

Jufs Dicthydpropion

3,.3-Diphenylhydanitoin
Doxylamine

Begonine -HCI
Ecganine Mcihyl Exter
Glucase

Hiztamlne
Hydrochloroihiazide
Hydrocadone
Hydromurphone
tndomethacin
Kcetoprofen
Levarphanaol

4A'-THC
11-Nur-A*-THC-9-(CO0H
Meperiding
Methylphenidate
Methadone
Methagualone

Oxazepam
Oxycadone
Phendimetrazine
Penictilin G
Pentobarbital
d-Prapaxyphena
{-Propanoi
Phencyclidine HCI
Phenobarbital
{-Phenylephrine
Quinine
Hanitidine
Sodium Salicylate
Tryptuphan
Tereacycline
Tetrahydrazaline
Theaphytline
Thtoridazine

Murphine-3-B-D-(iiucuronide  Trifluoperazine

Marphine Sulfaic

Dac. 1D: PI-60900
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The follawing compounds do not cross-react with (2000 ag/ml cut-off)
Opiates at a 100 pg/ml concentration in urine:

Acetaminophen 3. 3-liphenythyduniain Pentobarbital
Acetylsalicylic Avid Daxylaming d-Propoxyphens
Amikacin Legoaning HCH 1-Propancl
Amitripiyline Legonine Methyl Exicr Pheacycliding
Ampicillin Glucuye Pheanbarblial
Aricrenal Hixtamine Phemiermine
Aspariame Hydruchlorothiazide Phenylpropanolamine
Henzole Acid Indomethacin {-Phenplephrine
HRenzaylecgonine ‘MO Ketoprafen Qninine

Caffeiny aA-TH( Sudium Salicylate
Chlarpheniramine 11-Nur-8-THCY-COOH feiracyeline
Chlorpromazine ‘HCl Methplphenidate Tetrahydrozeline
Cimetidine Methudune Theophyliine
Denxyephedrine Methaqaalune Thineidazine
Dextromethorphan Oxuzepam Trifluoporazine
Diozepam I'hendimetrazine T'rypiophan

Dieihylpraupion

Penicillin t;

The following compounds do not craoss-react with (25 ng/ml cut-off)
Phencyclidine at a 100 pug/ml concentration:

Acviaminuphen
Acetplyalicylic Acid

Duoxplamine
Fepanine ‘HC1

(Ixazepam
Oxpeodone

Amikacin Feganine Methyl Esier Phendimetrazine
Amiiripiyline (GGlucose Pealeillin G
Amplcillin Histominge d-Prapoxyphenc
Aricrenn! Hydracadone 1-Propanal
Aspariame Hydromarphone Phenabarbital
Atrupine Sulfate Hydrochivrothiazide Mhentermine

Hemzole Acid

Indomethacin Pheaylpropanolamine

Benzoylecgunine HCI Kciuprafen {-Phenpicphrine
Caffelne Levorphanrol Quinine
Chlarpheairamine aA-THC Ranitidine
Chlarpramazine "HCI 1-Nor-A"-THC-9-COOH Sudium Salicylate
Cimetldine Meperidine Tryptophan
Deaxyephedrine Methylphenidate Yetracycline
Dextromeiharphan Mcihadane Tetrakydrozoline
Digzepam Mecthaquafune Theaphylline
Dicihylprapian Marphine-3-p-D-Glucuronide Thiuridazine

3. 5-Diphenylhydaniain Morphine Sulfaie Trifluoperazine

3

Accuracy: The accuracy of the QuikScreen® 9 Test was tested in a clinical
trial of urine samples submitted to a SAMHSA certified laboratory. The
laboratory used EMIT [l as their screening procedure. All positive samples by
cither screening method were confirmed by GC/MS. The results are summa-
nzed as follows:

3.1 AmreHeETAMINE (AMP) 1000ng/ml Cut-Off Level

Syva EMIT M Positive Syva EMIT IT Negative
QuikScreen® Positive 205 0

QuikScreen® Negative 0 237

When compared to EMIT [l the relative sensitivity between positive samples
was 100% . The relative specificity between negative samples was 100%. The
concordance of the combined data with respect to EMIT [ was 100%.

3.2 BarsiTuraTE (BAR) 200ng/ml Cut-Off Level

Syva EMIT 1) Positive Syva EMIT Il Negative

QuikScreen* Positive 23 0
QuikScreen™ Negative 0 542
When compared to EMIT [l the relative sensitivity between positive samples

was 100% . The rclative specificity between negative samples was 100%. The
concordance of the combined data with respect to EMIT [l was 100%.

1.3 Benzopiazerine (BZD) 300ng/ml Cut-Off Level

Syva EMIT H Positive Syya EMIT 1l Negative
QuikSereen" Positive 33 |
QuikScreen® Negative 2 529

When compared to EMIT |1 the relative sensitivity between positive samples
was 94.29% . The relative specificity between negative samples was 99.81%

The concordance of the combined data with respect to EMIT Il was 97.47%.
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34 Cocanne (BEG) 300 ng/m! Cut-Off Level

Syva EMIT Il Positive Syva EMIT I Negative
QuikScreen® Positive 165 2

QuikScreen® Negative 0 151

When compared to EMIT I the relative sensitivity between positive samples
was 100% . The relative specificity between negative samples was 98.69%.
The concordance of the combined data with respect to EMIT I was 99.37%.

3.5 Maruvana (THC) 50 ng/ml Cut-Off Level

Syva EMIT II Positive Syva EMIT II Nepative
QuikScreen® Positive 52 0

QuikScreen® Negative 0 513

When compared to EMIT II the relative sensitivity between positive samples
was 100% . The relative specificity between negative samples was 100%. The
concordance of the combined data with respect to EMIT I was 100%.

3.6 MerHabone (MAD) 300ng/ml Cut-Off Level

Syva EMIT IT Positive Syva EMIT II Negative
QuikScreen® Paositive 161 1}
QuikScreen® Negative 5 704

When compared to EMIT I the relative sensitivity between positive samples
was 96.99% . The relative specificity between negative samples was 100%.
The concordance of the combined data with respect to EMIT I was 99.43%.
Note: The above data for Methadone reflects the results of in-house urine
sample testing.

3.7 Memuameneramine (MET) 1000 ng/ml Cut-Off Level

Syva EMIT II Pogitive Syva EMIT II Negative
QuikScreen® Positive 162 0
QulkScreen® Negative 8 237

When compared to EMIT Il the relative sensitivity between positive
samples was 95.29% . The relative specificity between negative samples
was 100%. The concordance of the combined data with respect to EMIT I
was 98.03%.

3.8 Oriates  (OPI) 2000 ng/mi Cut-Off Level

Syva EMIT Il Positive Syva EMIT Il Nepatiye
QuikScreen® Posifive 195 0

QuikScreen” Negative 0 500

When compared to EMIT Il the relative sensitivily between positive samples
was 100% . The relative specificity between negative samples was 100%. The
concordance of the combincd data with respect to EMIT 11 was 100%.

3.9 Puencycunine  (PCP) 25ng/ml Cut-Off Level

Syva EMIT M Posifive Syva EMIT If Negative
QulkScreen® Positive 14 0
QuikScreen® Negative 0 551

When compared to EMIT Il the relative sensitivity between positive samples
was 100% . The relative specificity bctween negative samplcs was 100%. The
concordance of the combined data with respect to EMIT IT was §00%.
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=Ordar Number, Catalog Number
=tn-Vitro Diagnostic Device

=Use only once.

=Read instructions carefully before use.
=LOT Number, Batch Number

=Use Before Expiration Date
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