


SPECIMEN COLLECTION AND STORAGE

e The Multi-Saliva Drugs of Abuse Rapid Test Cup is intended for use with human oral fluid
specimens only.

e Oral fluid specimens must be collected according to the directions in the Procedure section of this

package insert.

Perform testing immediately after specimen collection.

If specimens are to be shipped, pack them in compliance with all applicable regulations for

transportation of etiological agents.

PROCEDURE

Bring tests, specimens, and/or controls to room temperature (15-30°C) before use. Donors should
avoid placing anything (including food, drink, gum and tobacco products) in their mouth for at
least 10 mi prior to speci llection.

e The oral fluid specimen should be collected using the collector provided with the kit. No other
collection devices should be used with this assay.

e Instruct the donor to not place anything in the mouth including food, drink, gum, or tobacco

products for at least 10 minutes prior to collection.

Bring tests, specimens, and/or controls to room temperature (15-30°C) before use.

e Using the provided collection swab, have donor sweep inside of mouth (cheek, gums, tongue)
several times, then hold swab in mouth until color on the saturation indicator strip appears in the
indicator window of collection swab. Important: Do not bite, suck, or chew on the sponge.

e NOTE: If after 7 minutes, color on the saturation indicator has not appeared in the indicator
window, proceed with the test below.

e Remove collection swab from mouth and insert the sponge into the screening device until it touches
the bottom. Push cap until the cap locks in place in the bottom of the device.

e Test device upright on flat surface and keep upright while test is running. Wait for the colored bands
to appear in test results area. Read results at 10 minutes.

e NOTE: Once the collection swab locks in place, the device is airtight, tamper evident, and ready to
be disposed or sent to lab for confirmation (on presumptive positive result).

INTERPRETATION OF RESULTS
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INTERPRET. N OF RESULTS

(See previous illustration)

POSITIVE: Only one colored band appears, in the control region (C). No colored band appears in the
test region (T) for the drug in question. A positive result indicates that the drug concentration exceeds
the detectable level.

NEGATIVE: Two colored bands appear on the membrane. One band appears in the control region (C)
and another band appears in the test region (T) for the drug in question. A negative result indicates that
the drug concentration is below the detectable level.

INVALID: Control band fails to appear. Results from any test which has not produced a control band at
the specified read time must be discarded. Please review the procedure and repeat with a new test. If the
problem persists, discontinue using the kit immediately and contact your local distributor.

NOTE:

N

QUALITY CONTROL

LIMITATIONS OF THE TEST
1.

4

hed

B

e

)

PERFORMANCE CHARACTERISTICS

The intensity of color in the test region (T) may vary depending on the concentration of analytes
present in the specimen. Therefore, any shade of color in the test region (T) should be considered
negative. Please note that this is a qualitative test only, and cannot determine the concentration of
analytes in the specimen.

Insufficient specimen volume, incorrect operating procedure or expired tests are the most likely
reasons for control band failure.

Internal procedural controls are included in the test. A colored band appearing in the control region
(C) is considered an internal positive procedural control, confirming sufficient specimen volume
and correct procedural technique.

External controls are not supplied with this kit. It is recommended that positive and negative
controls be tested as a good laboratory practice to confirm the test procedure and to verify proper
test performance.

The Multi-Saliva Drugs of Abuse Rapid Test Cup is for professional in vitro diagnostic use, and
should be only used for the qualitative detection of drugs of abuse in oral fluid.

This assay provides a preliminary analytical test result only. A more specific alternative chemical
method must be used in order to obtain a confirmed analytical result. Gas chromatography/mass
spectrometry (GC/MS) has been established as the preferred confirmatory method by the National
Institute on Drug Abuse (NIDA). Clinical consideration and professional judgment should be
applied to any test result, particularly when preliminary positive results are indicated.

There is a possibility that technical or procedural errors as well as other substances and factors may
interfere with the test and cause false results.

A positive result indicates the presence of a drug/metabolite only, and does not indicate or measure
intoxication.

A negative result does not at any time rule out the presence of drugs/metabolites in urine, as they
may be present below the minimum detection level of the test.

This test does not distinguish between drugs of abuse and certain medications.

A. Sensitivity
A phosphate-buffered saline (PBS) pool was spiked with drugs to target concentrations of + 50% cut-off
and tested with The Multi-Saliva Drugs of Abuse Rapid Test Cup. The results are summarized below.

Drug Conc. AMP BUP BZO cocC
(Cut-off range) - + - + - + - ¥
0% Cut-off 30 0 30 0 87 0 30 0
-50% Cut-off 30 0 30 0 87 0 30 0
+50% Cut-off 0 30 0 30 0 87 0 30
Drug Conc. coT MET MOR MTD
(Cut-off range) - + - + - + - +
0% Cut-off 30 0 30 0 30 0 30 0
-50% Cut-off 30 0 30 0 30 0 30 0
+50% Cut-off 30 0 0 30 0 30 0 30
Drug Conc. OXY PCP THC THC parent
(Cut-off range) - + - + - + - +
0% Cut-off 90 0 30 0 30 0 30 0
-50% Cut-off 90 0 30 0 30 0 30 0
+50% Cut-off 0 90 0 30 0 30 0 30

Drug Conc. BAR MDMA

(Cut-off range) - + - +

0% Cut-off 30 0 30 0

-50% Cut-off 30 0 30 0

+50% Cut-off 0 30 0 30
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B. Specificity

The following table lists the concentrations of compounds (ng/mL) above which The Multi-Saliva Drugs

of Abuse Rapid Test Cup identified positive results at 10 minutes.

Ampl ine-Related C d

Concentration (ng/mL)

D-Amphetamine
d,]-Amphetamine
B-Phenylethylamine

Tyramine
p-Hydroxyamphetamine
(+) 34-Methylenedioxyamp!

I-Amphetamine

Benzodiazepine-Related Compounds

Oxacepam
Alprazolam
Bromazepam
Chlordiazepoxide
Clobazam
Clorazepate
Delorazepam
Desalkylflurazepam
Diazepam

Estazolam
Flunitrazepam
a-Hydroxyalprazolam
(+)-Lorazepam
Midazolam
Nitrazepam
Norchlordiazepoxide
Nordiazepam
Temazepam

50
125
4,000
1,500
800
150
4,000

Concentration (ng/mL)

10
6
12
12
6
25
25
25
3

3
100
200
200
25
12
200
25
6

Buprenorphine -Related C

Concentration (ng/mL)

Buprenorphine

Buprenorphine -3-D-Glucuronide
Norbuprenorphine
Norbuprenorphine-3-D-Glucuronide
Buprenorphine Glucuronide

5

5

10
200
10

Cocaine-Related Compound Concentration (ng/mL)
Benzoylecgonine 20

Cocaine 20

Cocacthylene 25

Ecgonine 1,500

Ecgonine methyl ester 12,500
N-Acetylprocainamide 12,500

Chlordiazepoxide

Cotinine-Related Compound. Concentration (ng/mL)
Cotinine 50
Nicotine 20,000

Marijuana -Related Compound

Concentration (ng/mL)

11-nor-A9 -THC-9 COOH 12

Cannabinol 31,500

11-hydroxy-A9 -THC 2
A8-Tetrahydrocannabinol 6,000
A9-Tetrahydrocannabinol 20,000

Marijuana -Related Compounds Concentration (ng/mL)
A9-Tetrahydrocannabinol 50
A8-Tetrahydrocannabinol 75

11-nor-A9 -THC-9 COOH 12

11-hydroxy-A9 -THC 300

Cannabinol 2,000

Cannabidiol >10,000

Methadone -Related Compound: Concentration (ng/mL)
Methadone 30

Doxylamine 50,000

Estrone-3-sulfate 50,000

Phencyclidine 50,000
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Ecstasy-Related Compounds

Concentration (ng/mL)

3,4-Methylenedioxymethamphetamine
3,4-Methylenedioxyamphetamine (MDA)
3,4-Methylenedioxyethylamphetamine (MDEA)
Paramethoxyamphetamine (PMA)
Paramethoxymethamphetamine(PMMA)

Methamphetamine-Related C d

50
250
60
1,600
160

Concentration (ng/mL)

D-Methamphetamine

Fenfluramine
p-Hydroxymethamphetamine
Methoxyphenamine
3,4-Methylenedioxymethamphetamine(MDMA)
1-Phenylephrine

Procaine

(1R,28)-~(-) Ephedrine

1-Ephedrine

Mephentermine

(-) Deoxyephedrine, L-Methamphetamine
Ephedrine

50
60,000
400
25,000
50
4,000
2,000
400
400
800
3,000
800

Opiates -Related Compound: Concentration (ng/mL)
Morphine 40
Codeine 10
Ethylmorphine 24
Hydromorphine 100
Hydrocodone 100
Levorphanol 400
Oxycodone 25,000
Morphine 3-B-dglucuronide 50
Norcodeine 1,500
Normorphine 12,500
Nalorphine 10,000
Oxymorphone 25,000
Oxycod Related Comp d Concentration (ng/mL)
Oxycodone 20
Hydrocodone 6,250
Levorphanol 12,500
Naloxone 12,500
Naltrexone 6,250
(+) 3,4-Methylenedioxyamphetamine (MDA) 150
I-Amphetamine 4,000

Phencyclidine-Related C d

Concentration (ng/mL)

Phencyclidine (PCP)
Tetrahydrozoline

50,000

Barbiturate -Related Compound: Concentration (ng/mL)
Barbiturate (BAR) 50
Allobarbital 200
Alphenal 100
Amobarbital 100
Aprobarbital 30
Butabarbital 15
Butalbital 400
Butethal 30
Cyclopentobarbital 60
Pentobarbital 150
Phenobarbital 300

A study was conducted to determine the cross-reactivity of the test with compounds spiked into
drug-free PBS stock. The following compounds demonstrated no false positive results on The

Multi-Saliva Drugs of Abuse Rapid Test Cup when tested at concentrations up to 100 ug/mL.

Acetaminophen
Acetophenetidine
Acetylsalicylic acid
Aminopyrine
Amoxicillin
Ampicillin
Amitryptyline
Amobarbital
Ascorbic acid
Apomorphine
Aspartame
Atropine

Benzilic acid
Benzoic acid
Benzphetamine
Buspirone
d,I-Brompheniramine
Caffeine

Chloral hydrate

Chloramphenicol
Chlorothiazide

d,I-Chloropheniramine
Chlorpromazine

Chloroquine
Cholesterol

Clonidine

Cortisone

I-Cotinine

Creatinine
Clomipramine
Deoxycorticosterone
Dextromethorphan
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Diclofenac
Dicyclomine

Diflunisal

Digoxin
Diphenhydramine
I-Y-Ephedrine
B-Estradiol
Ethyl-p-aminobenzoate
Cannabidiol
|-Epinephrine
Erythromycin
Fenoprofen
Furosemide

Gentisic acid
Hemoglobin
Hydralazine
Hydrochlorothiazide
Hydrocortisone
o-Hydroxyhippuric acid

B Hydroxynorephedrine
5-Hydroxytryptamine

(Serotonin)
3-Hydroxytyramine

Ibuprofen
Imipramine
Iproniazid
(-)Isoproterenol
Isoxsuprine
Ketamine
Ketoprofen
Labetalol
Loperamide

Maprotiline
MDEA
Meperidine
Meprobamate
Methylphenidate
Nalidixic acid
Naproxen
Niacinamide
Nifedipine
Nimesulide
Norethindrone
d-Norpropoxyphene
Noscapine
d,I-Octopamine
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d-Pseudoephedrine
Quinacrine

Quinine

Quindine

Ranitidine

Salicylic acid
Sulfamethazine
Sulindac
Tetracycline
Tetrahydrocortisone
3-acetate
Tetrahydrocortisone
3(p-d-glucuronide)
Theophylline
Thiamine
Thioridazine

d,I-Tyrosine
Tolbutamide

Trazodone
Triamterene

Trifluoperazine

Trans-2-phenylcyclo- Trimethoprim

propylamine
Phentermine

Trimipramine
d,l-Tryptophan

PhenylpropanolamineTyramine

Prednisolone
Phenolbarbital
Prednisone
Promazine
Promethazine

Uric acid
Verapamil
Zomepirac
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