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Syntron Bioresearch. Inc.
Dip DrugScan 9 Test
for AMP/BZD/COC/THC/MAD/MET/OPYPCP/BAR

RN
INTENDED USE

The Dip DrugScan 9 Test is an immunochromatographic assay for rapid, quali-
tative detection of six drugs and their principal metabolites in urine at specified
cut-off concentrations. A six drug combination is camposed from any the fol-
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Instructions

lowing drugs:

DRUG CLASS SENSITIVITY

AMPHETANINE 500 ng/ml
BENZODIAZEPINE 300 ny/ml
COCAINE/BENZOYLECGONINE 300 ng/ml
MARUUAMNA 5C gl

METHADONE 300 np/ml
METHAMPHETAMINE 500 ng/ml
OPIATES/MORPHINE 2000 ng/ml
PHENCYCLIDINE 25 ng/nl

BARBITURATE 200 ng/ml

Note: The test provides only preliminary data wiich should be confirmed by other
methods such as gas chromatography/mass spectromefry (GC/MS).  Clinical
considerations and professional judgment should be applied 1o any drug of abuse
test result, particularly when preliminary positive results are indicated,

SUMMARY AND EXPLANATION OF THE TEST

The Syntron Bioresearch Dip DrugScan 9 Test is an easy. Tast, qualitative.
visually read compelitive binding immunoassay method for screening without
the need of instrumentation. The method employs unique mixture of mono-
clonal and polyclonal antibodies to selectively identify 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 developed
and developing countries throughout the world. The above stated drugs are
among the most frequently abused illicit drugs, according to the U.S. Substance
Abuse and Mental Health Services Administration (SAMHSA). Opiates are among
a class of heavily abused prescription drugs.

The sensitivity of the Dip DrugScan 9 Test is set as required for the screening
immunoassays of these drugs in the reference guidelines sel by SAMHSA and the
U.S. Department of Health and Human Services

PRINCIPLE OF THETEST

The Dip DrugScan 6 Test is a competitive binding immunoassay in which drug
and drug metabolites in a urine sample compete with immabilized drug conjugate
for limiled labeled aniibody binding sites. By ulilizing antibodics that are spe-
cific to different drug classes, the test permils independent, simultaneous detec-
tion of six drugs from a single sample. The approximate run time is 5 minutes
In the assay procedure, urine mixes with labeled antibody-dye conjugate and
migrales 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 for that drug. Conversely, 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 ot a rose-
pink color band

Regardiess of the drug levels in the sample, a rose-pink color band is produced in
each Control Zone (marked “C™) by a parallel immunochemical reaction. These
bands serve as built-in quality control measures by demonstrating antibody
recognition, verifying that the reagents are chemically active.

SAMPLE END

REAGENTS AND MATERIALS PROVIDED

| Test Devices. Contains dye-conjugated antibody and
immabilized antigen in protein matrix with
sodium azide.

2 Test Instructions [REF] p1.3090;
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Optinnal:

3 Negative Contral | Contains buffered protein solution

with sodium azide [FEF] 0100
Contains AMP at 1300 ng/ml in o
bullered protein solution with sudiim
azide. [FEF] 177200

Contains COC at 1000 ng/ml in a
buftered protein solution with sodim
azide. [FEY) 12000p

Contains THC at 130 ng/ml in a
huftered solution with sodium azide,

4 Amphetamine Positive Control

5 Cocaine Posilive Control

6 NiruanalPositive Control

7 NMethadone Positive Control

Contains MET at 1500 ng/ml in a
Control buftered protein solution with sodium
azide. [F¥F] 71320P

N Methamphetamine Positive

Contains OP1 at 3000 ng/mt in a
buffered protein solution with sodium
azide. | REF| /)220P

10. Benzodiazepine Positive Control ~ Contains BZD at 1000 ng/ml in a
buftered solution with sodium

azide. || 18020P

Contains PCP at 1000 ng/mi in a
buffered solution with sodium azide.
14020P

Contains BAR at 1000 ng/ml in a
buffered solution with sodium azide,

IjTl 18040P
MATERIALS REQUIRED BUT NOT PROVIDED

1. Clock or timer

9 Opiates Positive Control

I Phencyelidine Positive Control

12. Barbiturate Positive Control

2 Specimen collection containers

WARNINGS AND PRECAUTIONS

. This test is an in vitro diagnostic medical device for healthcare profes-
sional use only.

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

L2

Urine specimens may be inlectious: properly handle and dispose of all used
reaction devices in a biohazard container,

4. Visually inspect the foil package o insure it is intact. If the package is not
intact, the inlegrity of the device might be compromised

STORAGE AND STABILITY
Store fest kit below 28°C: do not freeze  Refer to (he expiration date foy
stabilily.

TEST PROCEDURE

1. Bring a urine sample and a foil test pouch to room temperature (15°-28°C).
2. Do not break the seal of the pouch until ready to begin testing,

3 Remove a Test Device from the fojl pouch.

4 Remove the protective cap and place the revealed strips  into the urine

sample for 10 seconds. Do not allow the urine level to touch the plastic
device.
5. Read the results at 5 minutes.

NOTE: The result must be interpreted at five minytes Waiting more than
five minutes may cause the reading to be inaccurate. To avoid confusion,

INTERPRETATION OF RESULTS
LI
L 2 3 4 5.6

DO0D000 | o000 | |
B o B
Hi Hi B0

NEGATIVE POSITIVE INVALID
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Positive: A rose-pink band is visible in each controf zone. No color band appear-
ing in the appropriate test zone indicates a positive result for the corresponding
drug of that specific test zone.

Negative: A rose-pink band is visible in cach control zone and the appropriate
test zone, indicating that the concentration of the corresponding drug ol that
specific test zone is below the detection limit of the test.

Invalid: If a color band is not visible in each of the control zones, the lest is
invalid. Another test should be run to re-evaluate the specimen

Note: There is no meaning attributed to line color intensity or width.

QUALITY CONTROL
An internal procedure control has been incorporated into the test to ensure
proper kit performance and reliability.

The vse of an external control is recommended to verity proper kit perfor-
mance. Quality control samples should be tested according o quality control
requirements eslablished by the testing laboratory,

LIMITATIONS OF THE TEST
1. This product is designed to be used for the detection of drugs of abuse and
their metabolites in human urine only,

2. Although the test js very accurate, there is the possibility false results will
occur due to the presence of intertering substances in the specimen sample

3. The test is a qualitative screening assay and is not suggested for quantitative
determination of drug levels in urine, or the level of intoxication.

4. Adulterants such as bleach or other strong oxidizing agents, when added to
usine specimens, can cause erroncous fest results regardless of the analysis
method used. It adulteration is suspected, obtain another urine specimen

PERFORMANCE CHARACTERISTICS

1 Sewsitivity. The Dip DrugScan 9 Test detects drugs of abuse and their
major metabolites in urine at concentrations equal to or greater than the
cut-off level for the specific drug, which is suggested by SAMHSA and the
U.S. Department of Health and Human Services for the immunoassay
method.

2. Specificity. A study was conducted with the Dip DrugScan 9 Test lo
determine the cross-reactivity of drug-related compounds with the test.
Substances listed in Table I produced results approximately equivalent to
the cutoff levels. A separate study was conducted to determine the cross-
reactivity of non-related compounds with the test at concentrations much
higher than normally found in the urine of people using or abusing them.
No cross reactivity was detected with the substances listed in Table II.

TableI: Concentrations of drug-related compounds showing positive
response approximately equivalent to the cut-off set for the test:

The following Amphetamine-related substances yield a positive result for Ampnetumine
at 500 ng/mi Cut-Off level:

d-Ampheramine 300 nytnd
I-Amphe tamine 25,000 yie/nid
dl-Amphetamine 600 rygim!
(4)3,4-Meihylenedioxyamph ine-HCH (MDA) 600 mg/ml
()3, 4-Methylenedioxyethylamph ine-HOl (MDEA) 100,000 ng/mi
F-Phenplethylamine 1,000 ng/mi
(£)Phenyipropanolumine 100,600 ng/m!
Tyramine 12,500 ng/mi

The following Benzodinzepine-related substances yield positive results for Benzodinz-
epines at 300 ng/ml cut-off:

Alprazolam OO agefmd Flwrasepnum 150 ng/mi
Bromuazepam F00 vigifonnt Lurazepom 300 ny/ml

C ‘hlmilr'azu[)nxidc Ji0i rigsimi Loarsbe baszeprom 300 yug/ml
Clubazam N segefond Nitrezopram 230 upfmi
Clonazepam 3000 pugsdned Nureliaizepm 131 ng/mt
Clorazepate 200 nggdmi o Usazepam 300 ng/ml
Delorazepam 34006k pigsient Prazepam 1,500 1g/mi
Diazepam 300 veginek Teenuzepam 130 ny/ml
Estazolam 30 ngedant Tricezolam 200 ny/mi
Fhunitrazepem 208 mgdmd

The following Marijuana—related substances yield positive results for Marijuana at S0
ng/ml cut-off:

H-nor-D -8-THC-9-COOH 30 vg/m!
1-nor-D -9-THC-9-COOH 50 ug/mf
D8-THC 7300 ng/mi
D 9-THC 10,000 ng/ml
Carmabinol 10,000 ng/ml
11-hydroxy-1) Y-THC 2300 ng/mi
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The following Opiates-reluted substances yield a positive result for Opiates at 2000 g
ml cut-off Level:

Morphine 2000 e/l
Munphine Sulfate Peniahydrare 2000 gl
Morphine-3--1) Cilucuranide 2000 ngtind
(odeive 2000 ny/int
Hervin 2004 1!
Leverphonnl L0010 ny/mi
Rorritreline 100,000 n/my
G-Aceirhmorphine 3 il

The following Cocnine-retated substances yield positive resulty Sor Cocaine at 300 ng/
ml Cut-Qff Level

Cocaine 30U pygiml
Benzupl Eegonine 300 ng/ml

The following Methadone-related substances yield positive results for Methudone m
300 ng/mi cut-off:

Methadune 300 yfnd
Duoxylamine 30,000 ne/nd
LDDP (2 Fihylidere- 1. 5-dimethy 1-3.3-Diphenyipyr roluding 100,000 ngtnt
Methadol 25,000 ne/ndd
erphenazine 73,000 v/l
Proteipivhione 2,000 nyimt
Trimiypramine 10,00 upriind

The following Methamphetantine-related yubstances yield positive results for Metham-
phetamine at 500 ng/mi Cut-off level:

(¥} Methamphetumine-HCL S0 nyhml
d-Ampheiimine S0, 000 ny/ul
d, J-Amphetamine F00.000 ngind

I-Ampliewnnine 100,000 nstind

(L) 3. +4-Methyle .Lliu,\'_uum/mnr/;lw/umiw (ADAA, Festucy) 300 uwml
(2) 3,4-Methylenediovyampheiamine A11)4) 5!},4}00 thnl
Dseuchrephedrine 100,000 uygint
Deoxyephedrine 300 nghnl
(£} 3. 4-Methylenediosyeihylomphenmmine (MDEA) 500 ngtm}

The following Phencyclidine-related substiices yield a positive result for PCP
at 25 ng/ml cut-off Level:

Phencyclidive 23 updml
Tenocychdine 2008 nyimi

The following Barbiturate-related substances yield a positive result for Burbi-
turates at 200 ng/ml Cut-Off Level:

Secobarbiial 300 nyimt
Arishen biiat 1600 ny/ml
Bearhial 3300 nghnl
Butabarbital 2000 ng/mlt
Pentobarbital SO0 ng/mi
Dhenoburbital 3500 1ysmt

TableIE:  Compounds tested and found nof to cross-react ywith the test ata specitied
concentration in urine.

The following compounds do not cross-react with (500 ng/ml cut-off) Amphetamine
at @ 100 ug/ml concentration in urine;

Acetaniinaphen Liphenyihydantain Oxazepam
Acetylsalicylic Acid Doxylamine Oxycodone
Amikacin Legonine HCI Pendimesrazine
Amitriptyline Legonine Methyl Ester Penicillin G
" .
Ampicilliv Uilncose // l';,”"h‘" bi "l"
Arierenol Histennine W-Propoxyp, llf{ll.' )
Hwdrochlorothiazide
Aspariame Hydrocodone =
) ¢ Propunot
Atropine Sulfute Hydromorphome Phencyelidine
Henzoic: Acid Jndomerbacin Phenebarbital
Benmzoylecgonine HCY Ketoprofen Phentermine
Caffeine Levorphanol L-Phenplephrine
Chiviphenivamime 4-Y-THC Quiviine
Chlorpromaozine HC'! Henor-d-Y-carboxy-THC-9- Ranitidine
(COURH Stulinnm Sclicylare

Cimetidine

Codeine
Deoxyephedrine
Dextromethorphan
Digzepam
Diethyipropion

Aeperidine
Metlydpheniduare
Methadone
Merthagualom:
Muorphine, Glicnronide
Morphine Sulfure

Trygnephon
Tetracrcling
fewrahvdrozoline
Theaphyiline
Thivridozine
Trifhieyperazine
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The, fo.'flm&iing compounds do not cross-react with (300 ng/ml cut-off) Benzodiaz-
epines ar a 100 pg/ml concentration in urine:

Acetuminophen
Acetylsalicylic Acid
Amikacin
Amitriptyline
Ampicillin

Avterenol

Asparicme

Atropine Sulfae
Benzoic Acid
Bernzoylecqunine HCT
Caffeine
Chlorphesiramine
Chiorpromazine HCI
Cimetidine

Codeine
Deoxyephedring
Dextromorphan
Dicthylpropion
3,5-Diphemylhydamoin

The following compounds do not cross-react with (50 ng/ml cnt-off) Marijuana at a

Doxylanine

conine HC'!

sonine Methyl ey
Olucose

Histamine
Hydrochlorothivzide
Hydrocodone
Hydromorphone
Indmnethacin

Ketopn ofen

Levorphanod

4-THC

() 1-Nor-8-THC-9-CO0H
Meperidine
Methyiphenidee
Methadone

Methagnalone
Morphine-3--1-CGlivenronide
Morphine Sulfaie

100 pg/ml concentration in urine:

Acetaninophen
J-Acetamidophenot
Avetylvalicvlic Acid
Amikacin
Ampicitlin

o l-Amphetantine
Awmitripiyline
Arterencl
Aspartame

Anropine Sulfene
Benzoic Acid
Benzoylecgonine
Cuffeine

Camphor
Chiorogrine
Chlorpheniramine
Chlorpromaznne HCY
Cocaine HCI
Cocaine

Cimefidine
Cortisone
Deoxyepinephrine
Dexiynmethorphan
Divzepam

The following conpounds do not cross-react with (2000 ng/ml cut-off) Opiates ata 100

Digtioxin

Digoxin

Fegonine HCH
Lceunine Methyl Fter
Fiphedyiue
Fpivephrine
Gentixic Acid
Glucoye

Criiacol

Cilyceryl Ether
Histamine
Hydrochlurothiazide
Hydrocodone
Hydromorphene
Homatropine
Imipramine
Isaproterenut
Ketumine

Lidocaine
Methpiphevidate
Murphine

Munphine Ghienronide
Moaorphine Sulfute
d-Methampheiamine

pg/ml concentration in urine:

Acetaminophen
Acetybalicylic Acid
Amikacin
Amitriptyline
Ampicillin

Arterenaol
Aspartame

Atropine Sulfaie
Benzoie Acid
Benzoylecgonine HCI
Cuffeine
Chlorpheniramine
Chlorpromazine HCH
Cimetidine
Deoxyephedrine
Dextromethorphan
Diazepan
Diethylpropion

The following compounds do not cross-react with (300 ng/mi cut-off) Cocaine at a

Diphenylhydantom
Daoxylamine

FEcgoning HC!
Legonine Methyl Ester
Ghucose

Histantine
Hydrochlorothiozide
Indoniethacin
Ketoprofen
Levorphanol
a4-YTHC
H-tor-4-Y-carboxy-THC-9-COOH
Meibylphenidate
Methadone
Meihagualone
Oxazepam
Pendimetrezine
Penicillin G

100 pg/mi concentration in urine:

Acetominophern
Acetylyalicylic Acid
Amikacin
Amitriptyline
Ampicillin

Arterenol

Aspan tame

Atropine Sulfate
Benzoie Acid
Cuffeine
Chloipheniramine
Chlurpromazine HCI
Cimetidine

Cuddeine
Deoxyephedrine
Dextromethorphan
Diazepam
Diethylpropion
5.3-Diphenylhydeniom
Doxylamine

Eegonine -HCY

Eegonine Methyl Ester
Glncose

Histamine
Hydrochlorothiazide
Hydrocodone
Hydromurphune
Indomethacin

Ketoprofen

Levorphanat

D-THC
H=-Nor-D"-THC-9-COOH
Meperidine
Methylphenidare
Methadone
Methagualone
Morphine-3-b-D-Glucnronide
Morphine Sulfute
Oxazepam

Oxycodune

Oxypcadone
Phendimetrazine
Penicillin (7
Pentobar bitiol
Pheneyclidine
Phevoharbiteal
Phewtermmme
Pheny ipropanotamine
1-Lhenplephrine
d-Propuxyphent
J-Propanol
Onivine
Ranitidine

Swdivm Solicyclae
Tetracycline
Tewrahydrmzoline
Theophylline
Thioridozine
Triflucperazine
Tryptophon

Meperidine
Methudone
Methaguedone
Naloxone
Neonyein
Nivcinamide
Oxazepam
Perphenazine
Penicilliv (;
hencyelidinne
Phencbarbital
a-l'henylethylamine
Phenylpropanotamine
Promethazine
Pyenduoephedrine
Ranitidine
Salicylic Acid
Secubarhiial
Tetracycine
Tewahydrozoline
Theaphylline
Tioridazine
Triflwoperazine
Tryprophan

Penubarbital
~Propoxyphene
Propanl
Phencyclidine
Phenoborbital
Phentermine
Phenylpropanolamine
L-Phenylephrine
Quinine

Sodinm Salicvieie
Tetracycline
Tetrahydrozoline
Theophplline
Thivridozim
Tviflueyrerazine
Tryptaphan

Phendimetrazine
Penicillin (;
Penobarbital
D-Propoxyphene
1-Propanct
Phencyclidine
Phenohorbital
Phentermine
Phenylpropanolomine
1-Phenylephrine
Quinine
Ranitidine
Sedinen Sulicylate
Tetracycline
Tetrahydrozoline
Theophyltine
Thioridazine
Trifluoperazine
Tryptuphan

The following compounds do not cross-react with (300 ng/ml cut-off) Methudone ot o
100 pg/ml concentration in urine:

Avcetaminuphen
Avetplsalicylic Acid
Ankavin
Amuripiyline
Ampicitim
Arnerenol

Aspear e

Attophie Sulfore

vid
cponine HE!

Henzoic
Henzuy
Caffrine
Chlorpheniramine
Chlorpromazine HUT
Crnetidine

Codeine
Devxyephedrine
Dwszeposn
Dicthylpropion

3. 3-Diphenylhydenioin

Legonine HU't
Facgesnine Methyd Fses
Cilucose

Hisunnime
Hyvaohturibazide
Hyadrocendone
Hydromorphose
Dudomethacin
Ketoprofen
Laevorphano!

THe

Phencdimerrazine
Peniciltin ¢
Pentobarbital
d-Propuxyphene
1-Proponnd
Phencyclidine
Phenuharbital
Pheniermine
Phenylpropanolamie
= henplephrine
Quinine

H-Nor-carhovi- THO-9-C OO Raniticlinge

N eperiddim
Nlethyiphendane
Methaqualone

Adorpsnsse-3-b- 1=t it omicde

Muorphiwe Sulfuse
(Ixazepam
Oxyvodune

Nealivan Nlicylene
Trvpiophan
fetracveline
Terralnyihuzolioe
Theophyline
Thiorideazine
Tiflweperozive

The following compounds do not cross-react with (500 ng/inl cut-off) Methanp het-
amine af 0 100 pg/mi concentration in urine:

Acerybsaliovlic dcid
Amikacin
Amitrypylime
Awmpicillin

Arierenot

Aspuriame

Awropine Sulfute
Henzoic Acid
Menzaylecgumime HOL
D
Chlorpheniranine
Chlorpromazive HC'T
Cimetiding

Codeine
Deoxyephedrine
Dexiromethurphan
Diazepam
Diethylpropion
Diphenylhydentoin

Doxviamine

I

o HCH
e Meifiel sier

Glncene
Histmine
Hdrocodone
Hydromorphone
Tndomethacin
Ketoprofen
fevorphanol

4 9-TX

T -twwr-d-Y-carhosy- THC-9-COOM

Meperidine
Mvthylphenidane
AMethadone
Mtnrguedone
Murphine, Gluenroide
Murphine Nulfuie
Oxazepam

Ovycodone
Pendimetrazine

Prunicillin (7
Pesitoharbirat
d-Propoxyphene-
Hydrochlorthiazide
Propanol
Phencyclidine
Phenvharbituf
Fhesernine
Phenplpropanolamine
L-Phenylepinine
Quinine

Naindine

Sudinnr Nadicylane
Tiypiuphan
Tetracvetine
Tetralydr ozuline
Theophytinne
Thinrivuzine
Biihioperazine

The following compounds do not aoxs-react with (25 ngdnl cut-off) PCP ut a 100 1474
mi concentration in urine:

Acelaminophen
N-Acetylprocainamide
Acetplyalicylic Acid
Amikacin
Amiiripiyline
Ampicillin

Arterenot

Aspartame

A upne Sulfure
Benzuic dend
Renzoylecgomine HC't
Cuaffeine
Chlorphenirantine
Chlorpromazine He't
Cimetidine
Deaxyephedrine
Duxtramethorphon
Dicthyhprapion
Dipheryibydanitoin
Duoxylumine
Legonine HE'L

Ko gonine AMeihyl Exier

(Ghicoxe

Ristamine

Hystrocodone
Hyidromorphome
p-Hydvoxymethamphetinne
Dhulomethacin

Ketopropen

Levorphanof

D-v-1H

Propuset
Phenobarbisal
Phevtermine
I'lmn)'lpm/muuluminv
L-Phenylephiine
Cuinine

Runitichine

Noclinn Nrlicylete
Trypeghon tetrucyeline

H st -D-Vocarboxy- THC-9-COOH Tetrahyvediozoline

Meperidine
Methyiphenidaie
Methudone
Methagualone
Morp. Glucuronice
Morphine Sulfeie
Oxycodune
Pencdipen azie
Pepicillin (7
Perobarbital

Thehaine
Theophylline
Thioricazine
Triflnoperazine
Tiyptophan

d-Propaxyphene. Hydrochlorothiozicde

The following compounds do not cross-react with (200 ng/ml cut-gff) Barbiturates
# 100 ug/ml concentration in urine:

Acetaminouphen
Acetvlsalicyelic Acid
Awmikacm
Amitripiyline
Ampicillin

Artereno!

Asparitame

Atropine Sulfate
Benzoie Acid
Benzoic Auid
Benzaylecgonime WOl
Bromocriptine
Caffeine
Chlenpheniramine
Chlespropmazine HCH

Cimeticime
Cendeine
Deoxyephedrine
Dexiromerhorphan
Diuzepam
Dicthvlpropion

Diphewythydantoin
Loxylamine
Legonine HUt
Leyonine Methyl FExter
Clncose

Histamine
Hydrucodone
Hydromorphone
Indomathacin
Ketoprofen
Levorphuaiol

D-9-JHC

He-nor-D-9-carboxp-THC-9-COOM

Meperidine
Methylphenidate
Methadone
Methagnalone
Morp, Glucuronide
Morphine Snlfure
Oxuzepom
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xvendone
Pendimetrazine
Descill (1
d-Lropoxyphene Hydrochlorothiazide
Propanol

Phencyclidine
Pheptermine
Phenylpropanolamine
L-Phenylephrine
Quinirne

Nanritidiye

Noddinen Dodveeylsnifute
SNocliunr Salicyteaie
Jetracycline
Tewrabydrosvline
Theophvlline
Thioridazine
Trifloperazine .
Tiyptophan

Zolofi (Serirafine)
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Accuracy: The accuracy of the Dip DrugScan 6 Test was tested in a
clinical trial of urine samples submitted to a SAMHSA certified laboratory,
In the patient study, each analyte test strip was subjected to evaluation
involving a comparison between the device and GC/MS, unless othenwise
noted. The summary results of that testing are presented below:

3.1 AMPHETAMINE (AMP) S00ng/ml Cut-Off Level
GC/MS Positive GC/MS Negative

DrugScan 9 Positive 140 13
DrugScan 9 Negative 0 I

N

5

When compared to GC/MS Lhe relative sensitivity between positive samples
was 91.5% . The relative specificity between negative samples was 100%.

3.2 BenzoDIAZEPINE (BZD) 300ng/ml Cut-Off Level
The accuracy of the QuikStrip OneSrep Benzodiazepine Test was first
tested through an in-house study by Syntron and subsequently in a clinical
trial submitted to a SAMHSA certified laboratory. Each urine specimen was
tested with the QuikStrip OneStep Benzodiazepine Test and a commer-
cially available test (Syva EMIT I1). Positive results were conlirmed by
GC/MS. The results are summarized as follows:

Syva EMIT ! Positive Syva EMIT 11 Negative
DrugScan 9 Positive 210 0
DrugScan 9 Negative 9 221

When compared to EMIT Il the relative sensitivity between positive
samples was 95.9% . The relative specificity between negative samples
was 100%. The concordance of the combined data with respect to EMIT I
was 97.95%.

3.3 Marnuana (THC) 50 ng/ml Cut-Off Level
GC/MS Positive GC/MS Negative

DrugScan 9 Positive 149 ]
DrugScan 9 Negative 0 153

When compared to GC/MS the relative sensitivity between positive samples
was 99.3% . The relative specificity between negative samples was 100%.

3.4 Orates (OP1) 2000 ng/m) Cut-Off Level

GC/MS Positive  GC/NS Negative
DrugScan 9 Positive 195 0
DrugScan 9 Negative 0 500
When compared to GC/MS the relative sensitivity between positive samples
was 100% . The relative specificity between negative samples was 100%.

3.5 Cocane (COC) 300 ng/ml Cut-Off Level
GC/MS Positive GC/MS Negative

DrugScan 9 Positive 167
DrugScan 9 Negative 0 151

When compared to GC/MS the relative sensitivity between positive samples
was 100% . The relative specificity between negative samples was 100%.

3.6 MeTtHapone (MAD) 300ng/m! Cut-Off Level
GC/MS Positive GC/MS Negative

DrugScan 9 Positive 155 6
DrugScan 9 Negative 0 709

When compared to GC/MS the rejative sensitivity between positive samples
was 96.3% . The relative specificity between negative samples was 100%.

3.7 MernavpHETAMINE (MET) S00ng/mi Cut-OIT Level
GC/MS Positive GC/MS Negative

DrugScan 9 Positive 129 14
DrugScan 9 Negative 0 162

When compared to GC/MS the relative sensitivity between positive samples
was 86.0% . The relative specificity between negative samples was 100%.
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3.8 PuencycLiDiNg (PCP) 25ng/ml Cut-Oft Level

The accuracy of the QuikStrip OneStep PCP Test was first tested throueh
an in-house study by Syntron and subsequently in o chimeal trial suhmiu&d
10 a NIDA certified laboratory. Each nrine specimen was tested with the
(ikStnp OneStep Pheneyeliding Test and o commercially available jeg
(Syvin EMIT ). Positive results were confinmed by GC/MS. The results e
summarized as follows

"

Syva EMIT I Positive Syva EMIT n

Negative

DrugScan 9 Positive 223 0
DrugSean 9 Negative U 290

When compared to EMIT 1 the relalive senstiivity was 100%. The rely-
tive specificity was 100%. The concordance of the combined data with
respect to EMIT I was 100%. When compared to GC/MS both screening
methods reported 2 false positives and no talse negatives.

3.9 Barsiturates (BAR) 200 ng/ml Cut-Oif Level
GC/MS Positive GC/MS Negative

DrugScan 9 Positive 148 2
DrugSean 9 Negative 0 157

When compared (0 GC/MS the relative sensitivity between positive samples
was J00% . The relative specificity between negalive samples was 98.7%,.
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REF | =Order Number, Catalog Number

IVD] =In-Vitro Diagnostic Device

=Use only once.

i|> =Read instructions carefully before use.

"""" 17| =LOT Number, Batch Number

8 =Use Before Expiration Date

CE = cemark
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