Orawell® Oral Fluid Drug Screen Device
AMPSO/BZO10/COC20METSOMOR4NTHC 40

The Orawel® Oral Fluid Drug Scresn Dewice is & rapid, one-siep
immuncassay for the qualitative detection of Amphetamine,
Benzodazepines, Cocaine, Methamphelamne, Morphine,
Tetrahydrocannabinol, with or without aicohol at the following cut-off
conoentration in human oral flud.

AP d-Amphetamiro 50 gl
BZO Oxazepam 0 ngml
coC Cocaine 20 ngimi
MET d-Methamphatamine 50 mngimi
OP1 | Mophine 40 ngimi
THC Delta-6-Tetrahydrocannatinol 40 ngimi

Alcohol 0.02% BAC.
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quantitative result or a confirmation of a presumpive positive
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preferred confirmatory method. Professional judgment should be
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Technology and Explanation

AMP: Amphetamine --mmmwhn
human body™s natural pep and norepinepine.
Depending on the roule of can be deteciad in

SdMrestrahon,
orsl fuid as early as 10 minutes and up fo 72 hours'.

BZO: Berzodiazepines are frequently prescribed sedative and Mypnotic
drug for treatment of anxiety, nsomnia, sleep and selzure disorders. 1 can
be detected in oral fluid up 1o 24 hours.

COC: Cocaine is @ polenl ceniral syslem  stimel a local
snesthebcdorved rom the leaves of he coca plant (erythroxylum coca).
Depending on the route of administration. cocaine and Bs metaboltes
benzoylecgoning can be detected in oral fuid as earty as 10 minutes and uwp
1o 24 hours,

MET: Methamphetamine s a polent sympathomimetic agent wilth
therapeutic applications. Methamphetamine use in acute higher doses lead
© erhanced stemulaton of he ceniral nervous system and induce suphoria,
slertness, and & sense of InCreased energy and power,

OPL: Heroin, morphine, and codeine ane that ase from the
resin of he opium poppy. Herin & quickly metabolized to G-acetyl
morphing and morphine,

THC: Tetrahydrocannabingl, the active ingredient in marjusna plant s
detectable in saliva shorfly after use mainly due 10 The dinect exposure of the
drug via smoking. The window of delection for THC in saliva is wp o W
howrs alter use.

Test principle

the red colioldal gold conjugate will bind to the drug

conjugate at the spedcific test region, 10 form a visible band which indicated »
negatve resull il there is drug present in the specimen af abowe cutol] level,
the drug will bind 10 the limited ansibadies on colloidal goid, leaving no
antibody avalkable for binding 10 the drug conjugates on membrane. Thus,
the absences of a test Ine band present at specific test region indicats a
presumptive positive result for that particular drug.

Algohol Test is an enTyme assay which a pad coated with highly specific

enTymes, hums to color shades of green and biue on contact with aicohol in

the orsl fuids.

When oral flusd is d has no alcohol the aicohal pad remaing
b M alcohal is present in the oral fuid, The alcohal neacts with alcohol
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window indicates a presumptive positive resull for aicohol
alm (= D

Fig s

Reagents

The Orawel™ Oral Fluid Drug Screen Device contains two mambrane strips
and a collection pad. Each strip consists of a membrane, a colicidal goid

Alochol test: @ celiulose pad coated with highly specific gidase, tetra methyl
bergidne, and perocdase.
Collection Pad  The collection pad consists of an sbsarbent matedal

Precautions

« For Forensic Use only

« The lest device s for single use and should remain in Bs orginal
sasled pouch untl ready for use.

= Do ndt use after the expraton date ndcated on the kit
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Ehauid be decarded - state and locad regiation.
Materials Provided

1. 1 Package insed

2. Testdevices packaged individually i 8 fod pouch wih desiccant.
Storage and Stability

1. Store st 4'C-30°C. Do not open pouch untl ready o perform the
assay
2. Keep sway from direct sunlight moisture and heat.

Test Procedure

Allow the test dewice 10 reach room temperature 15 - 30°C, and instruct the

domor not fo eat, drink, smoke or chew lobacco products for at least 10

mirutes prior lo collecion of fluld specimen.

1. Remowve the lest device fom the ssaled pouch and use the device as
s0on as possbie.

2. Pul the blue cap off genlly by hdding the sides to expose the
coilecsion pad.

3. Hokd the top porSion of the device and place the collecion pad into the
mouth.

4. Rub the collection pad against the cheesk and tongue gently in a
circular motion about 10 times. And then place the collection pad
undemeath the longue for about one minutes.
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Fig. b Gently nad e colle<tion pad agains? each cheek several Bmes.
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Fig. ¢ Gantly rub the collection pad !“Ih..--l‘-nui-n.
of tha torgue. undemaath.

S Instruct the donor 1o hold the device with their hand until the red color
quid show up in window. This should take less than 5 minutes.

&  Remove the device from mouth as soon as the red color lguid moving
o bofh tost windows.

7. Phce e cap onfo the device; lay # on a fal surface.

8 Read results af 5 minutes after removing device fom mouth. Do nat
read resulls after 15 minutes.

Interpreting Test Results

Negative Results

A red colored band should be cbserved in control region (C). and specific
dnug test region.

The color and density of the test band may vary for control and drug test
rogion.

Presumptive Positive Results

When he contral band is visible in the control region (C) and no band
m-ummmnwummu
that particular deug.

When no band appears in the control (C) region,

regansiess of the resulls




4 Specificity Acetaminophen Hemoglobin
Contrslling "6 c-—- The specificity of each drug test was evaluated by adding its structurally Albumin from human serum Human IgA
Testline = 7 T related compounds to pooled oral fluid sample. The results are expressed I-Ascorbic Acid Human IgG
o i ] as the lowest concentration of the compound, in ng/ml, that produced a Aspartame Human IgM
= N‘ o i "’ " d" positive result. Benzocaine Ibuprofen
Eosttive  Negative fnvs 2 Approximate Benzoic acid Ketamine
Drug Test Approximate 9% Cross Bilirubin Lidocaine
Concentration(ng/ml) Reactivity Caffeine Naloxone
Amphetamine (AMP) d-Chlorpheniramine Naltrexone hydrochloride
Positive for = = 5 Cholesterol d-Naproxen
0C,0P! ;:I_K\m%hetamme 20 100.&' Dextromethorphan Pentazocine
MET.THC mphetamine 2,000 25% 4 g
’ d,l-p-Chloramphetamine 400 12.5% Diphenhydramlne Promazine
MDA 400 12.5% Doxylamine Promethazine
Phentermine 100 50% 1R, 2S I- Ephedrine (except MET Ranitidiqe
B-Phenylethylamine 10,000 05% assay) ) Riboflavin
Important: Do not compare color intensity of one test band to anoth Tyramine 10,000 0.5% 18, 2R d-Ephedrine Salicylic acid
Read each test independently. Marijuana (THC) l-Epinephrine Serotonin
Any darker or light red band for a specific test is observed in the test A-9-Tetrahydrocannabinol 70 100% Erythromycin Tetracycline
region along with the presence of the control line (C), the sample Cannabinol 100 40% Ethanol Thiamine
should be considered negative. For confirmation of a presumptive A-8-Tetrahydrocannabinol 100 40% Glutethimide Tryptamine
positive result, a more specific quantitative method (GC/MS or 11-nor-A-8-THC-9-COOH 20 200%
0 0/
LEMAME) intbe wes ”13';?&3;2;?}%?00H 4(1]3 423!/: Food/Beverage/Hygiene Products Interference o
Quality Control Cocaine (COC) Foods, drinks and hygiene products were spiked at 1% concentratlon in
4 T o : - +50% oral fluid controls to evaluate the interference with Orawell® test
The device has built-in control band in each window at the control regions Cocaine 20 100% results. For interference of cigarette, oral fluid samples were collected from
(C) to indicate that the test has performed properly. If the control bands do Benzoylecgonine 100 20% 6 subjects within 15 minutes after consuming a cigarette and then spiked
not appear, the test device should be discarded. The use of external Ecgonine HCI 800 2.5% with dri
% 5 y ug standards (MET, THC, COC, AMP, OPI, PCP). The following
controls is strongly recommended as good laboratory testing practice to Ecgonine methylester 200 10% substances were found not to interfere with Orawell® Oral Fluid Drug Screen
verify test performance. Negative and positive controls should give the Benzodlazepine (BZO) Test performance.
expected results when tested by pipetting 0.5 ml of the controls onto the Mouth Wash OEnaellitE Alcohol
collection pad. Oxazepam 10 100% oG = |gJ . =
Laboratories should comply with all federal, state, and local laws, guidelines Alprazolan 20 50% PPo duico o
and regulations. a-Hydroxyaprazolan 100 10% Toothpaste Food color: Red Carbonated Cola
Limitations of Procedure Bromazepam 20 50% Gum Food color: Green Baking Soda
o The assay is designed for human oral fluid use only. Clobazam 10 100% Coffee Food color: Blue Cigarette
o The test only provides a qualitative, preliminary result. Positive results Clonazepam 400 . 25% Cough Syrup Sugar Salt
only indicate the presumptive presence of drugs and do not indicate or Delorazepam 25 40%
measure intoxication. A more specific analytical method like Chlordiazepoxide 500 2% Blbllography of Suggested Reading
LC/MS/MS is preferred to confim the results. ) | Opiates (OPI) Moolchan, E., et al, “Saliva and Plasma Testing for Drugs of Abuse:
e Technical or procedural errors as well as substances in certain foods Morphine 40 100% Comparison of the
and certain medications may interfere with the test and cause false 6-Acetylcodeine 40 100% Disposition and Pharmacological Effects of Cocaine”, Addiction
results. 6-Acetyimorphine 100 40% Research Center, IRP, NIDA,
Codeine 75 53% NIH, Baltimore, MD. As presented at the SOFT-TIAFT meeting
Performance Characteristics Dihydrocodeine 250 16% October 1998.
Analytical sensitivity For each specific drug test, pooled oral fluid solution Etal'lr)(l)lirr‘norphme 1% gg:;: 2. Caplan, Y. and Goldberger, B., Altemnative Specimens for Workplace
was spiked with a drug standard at various concentrations (0%, 25%, 50%, Hidrocodons 250 16% Drug Testing, J. Analytical Toxicology, vol. 25, p. 396-399, 2001.
75%, 100%, 125%, 150%, 175% and 200%). The results for each drug of Hdriosho e 950 10% 3. Schramm, W., Smith, R. and Craig, P., Drugs of Abuse in Saliva: A
the Orawell® Oral Fluid Drug Screen Device Tests are summarized below: My ramopnone WET Review, J. Analytical Toxicology, vol. 18, p. 1-9, 1992.
S Drug Test ¥ Methamphetamine( ) = T 4. Klrr‘n, I, at;lcll, Plaslma s:‘nd ora: fluid pharmacokinetics and
el - o pharmacodynamics after oral
! coc OPI MET BZO THC AMP c:iI?-Eng?(:Eﬁnhe ” 1g.ggg gg:? codeine administration”, Clin Chem, 2002 Sept.; 48 (9), pp 1486-96
, 28 |I-Ephedrine A .8%
= % e *: - + Q + G ib S + p-Hydroxyr‘;ethamphetamine 2,000 2.5%
% o ;
% o e B e e e e e e e e mgs& 2(1)28 3;5‘2 Manufactured By: iléx;ngz:)mzllgéotech Co., Ltd
50% | 30| 0 |30 | 0o |3 | o0 3] o3| o0]|a3]|o d,|-Methamphetamine 100 50% Jintan, Jiangsu 213200
I-Methamphetamine 1500 3.4% China
-25% 26 4 | 28 2 | 30 0 25 5 27 3 29 1 Methoxyphenamine 10,000 0.5% 01186 519-80191660
100% | 20 [ 10 | 15 [ 16 | 17 | 13 | 12 | 18 | 13 | 17 [ 15 [ 15 Interference

+125% 5 25 3 27 4 26 3 27 6 24 1 29

+150% 0 30 0 30 0 30 0 43 1 44 2 43

+300% 0 30 0 30 0 30 0 30 0 30 0 60

The Orawell® Oral Fluid Drug Screen Test performance at +50% cut-off
levels is not affected by oral fluid samples with pH range of 2.0 to 8.5. The
following compounds were tested no interfering with assay performance
when tested at concentration of 10 pg/ml (10,000ng/ml).



