Oral Fluid Drug Test
Package Insert

Package insert for testing of the following drugs:

Amphetamine, Barbiturates, Benzodiazepine, Buprenorphine, Cocaine, Cotinine,
Ecstasy, Fentanyl, Ketamine, Lysergic acid diethylamide, Marijuazna, EDDP,
Methadone, Methamphetamine, Methaqualone, Methylenedioxypyrovalerone, Heroin,
Morphine, Opiate, Oxycodone, Phencycliding, Prapoxyphene, K2, Tramadol, Treyclic
Antidepressants and Alcohol.

L INTENDED USE & SUMMARY

The Orat Fluid Drug And Alcohel Test is intended for screening for the presence of
drugs and alcohol and thair metabolites in oral fluid. For professional in vitro
diagnoslic use only,

The Oral Fluid Drug And Alcohol Test is a lateral flow chromatographic immuncassay
for the qualitative delection of drugs and drug metabolites in oral fiuid at the following
cut-off concenfrations;

Test Calibrator Cut-off (ng/mL})
Amphetaming {AMP) d-Arnphetamine L]
Barbiturate (BAR} Secobarbital 50/300
Benzodiazepine (BZO} Oxazepam 10/50
Buprenorphire (BUF) Buprenorphine 510
Cocaine {CCC) Benzoylecgonine 20
Cotinine (COT) Colinine 30/50
Ecstasy (MDMA) 3 ,4-Methylenedioxymethamphetamine 50
Fentanyl (FEN) Norfentanyl 10
Ketamine {KET} Ketamine 501100
Lysergic acid diethylamide (LSD} d-Lysergic acid dielhylamide 25
Marijuana (THC) 11-ner-A%THC-9 COOH 12
Marijuana (THC) ASTHC 2550
Methadone Matabolile (EDDP) 2-Emg:gjr?;;ig;?m;::gl-a.s- 20
Methadone (MTD) Methadone 3075
Methamphelamine (MET) D-Methamphetamine 50
Methaqualone (MQL} Methagualone 100/150
Melhylenadioxypyrovalerane Meihylenedioxypyrovalerone 501100
Heroin (6-MAM) 6-Monoacetylmorphine 1015
Morphine {MOP} Morphine 15
Qpiales (OPI) Morphina 40
Oxycodone (OXY) Oxycodone 50/20
Phencyclidine (PCP) Phencyclidine 10
Propoxyphene {PPX) Propoxyphene 50
Synthetic Cannabinoid (K2) JWH-073/IWH-018 5
Tramado! (TRA) Tramado! 80
Tricyclic Anlidepressants (TCA} Norriptyline 100
Alcohol (ALC) Alcohel >0.02% B.AC

This test will detect other refated compounds, please refer 1o the Analytical Specificity
table in this package insert.

AMP; Amphetamine is a sympathomimetic armine with therapeutic indications, The
drug is often self-administered by nasal inhalation or oral ingestion.?

BAR: Barbiturates are central nervous system depressanls. They are used
therapeutically as sedatives, hypnotics, and anticonvulsants. Barbilurales are almost
always taken orally as capsules or tablets. The effects resemble those of intexication
with alcohol. Chronic use of barbiturates leads o tolerance and physical dependence.
Short acting Barbiturates taken at 400 mg/day for 2-3 months can produce a clinically
significant degree of physical dependence. Wilhdrawal symploms experienced during
periods of drug abstinence can be severe enough te cause death.

BZO: Benzodiazepines are central nervous system (CNS) depressanls commonly
prescribed for the shori-term treatment of anxiely and insomnia. In general,
benzodiazepines act as hypnotics in high doses, as anxiolylics in moderate doses and
a5 sadatives in low doses. The use of benzodiazepines can result in drowsiness and
confusion. Psychological and physical dependence on benzodiazepines can develep if
high doses of the drug are given over a prolonged period, Benzodiazepines are taken
orally or by inframuscular or intravenous injection, and are extensively oxidized in the
liver to metabolites. Benzodiazepines can be detected ir oral fluid after use.

BEIP: Buprenorphine is a semisynthetic opioid anaigesic derived from thebain, a
component of opium. It has a lenger duraticn of aclion than morphine when indicated
for the lreatment of moderate to severe pain, peri-operative analgesia, and opioid
dependence. Low doses buprencrphine produces sufficient agonist effect to enable
opinid-addicled individuals lo disconlinue the misuse of apiolds without experiencing
withdrawal symptoms. Buprenorphine caries a lower risk of abuse, addiction, and
side effeclts compared o full opioid agonists because of the “ceiling effect”, which
means no lenger conlinue to increase with further increases in dose when seaching a
platéau at moderate doses. However, it has also been shown that Buprenorphine has
abuse polential and may itself cause dependency. Buprencrphine was rescheduled
from Schedule V to Schedule [l drug just before FDA approval of Suboxone and
Subutex.

COC: Cocaine is a potent central nervous system (CNS) stimulant and a local
anesthetic derived from the coca plant (erythroxylum coca).!

COT: Cotinine is the first-stage metabalite of nicatine, a toxic atkaloid that produces
stimulation of the autonomic ganglia and centra! nervous system when in
humans. Nicotine is a drug to which virtually every member of 2 tobacco-smoking
ssociely is exposed whether through direct contact or second-hand inhalation. In
addition lo tobaceo, nicoling is also commercially available as the aclive ingredient in
smoking replacement therapies such as nicotine gum, transdermal patches and nasal
sprays.

MDOMA: MDMA is an abbreviation for the chemical methylenedioxymelhamphstamine
MDMA, It has street many name incluging Ecstasy, X, XTC, E, Love Doves, Clarity,
Adam, Disco Biscuits and Shamrocks, efc. # i a slimulant with hallucincgenic
lendencies, described as an empathogen as it releases mood-altesing chemicals, such
as cartooning and L-dopa, in the brain and may generale feelings of love and
friendliness. MDMA is a Class A drug, in the same calegory as heroin and cocaine.
The adverse effects of MDMA use include elevated blood pressure, hyperthermia,
anxiety, paranoia, and insomnia. Overdoses of MDMA can be fatal, often resulting in
heart failure or heart stoke. MDMA belongs to a family of man-made drugs; its
relatives include MDA {methylenedioxy MDMA), the parent drug of MDOMA, and MDEA
{methylenedioxyethyl MDMA), also known as EVE. They all share the MDMA-like
eifects. MDMA is administered either by oral ingestion or intravenous injection. MDMA
tabtets come in different sizes and colors, and often have logos such as doves on
them. lts clinical dose is 50-100 my; the threshold toxic dose is 500mg. The effects of
MDMA begin 30 minutes after intake, They peak in an hour and last for 2-3 hours. it is
detectible in the saliva for up to 3 days after use.

FEN: Fentanyl, belongs to powerful narcotics analgesics, and is a special opiates
receplor stimulant. Fentanyl is one of the varieties that been listed in management of
United Mations "Single Convention of narcotic drug in 19617 Among the opiales
agents that under internalional contrel, fentanyl is one of the most commondy used lo
cure moderale lo severe painl. After continuous injection of fentanyl, the sufferar will
have the performance of profracted opioid abstinence syndrome, such as alaxia and
irritability etc®?®, which presents the addiction after taking fentanyl in a leng time.
Compared with drug addicts of amphetamine, drug addicis who take fentanyl mainly
have got the possibility of higher infection rate of HIV, more dangerous injection
behavior and more lifelong medication overdose.

KET: Kelamine is a dissociative anesthelic developed in 1963 lo replace PCP
(Phencyelidine}. While Ketamine is still used in human anesthesia and veterinary
medicing, it is becoming increasingly abused as a street drug.

Ketamine is molecularly simifar to PCP and thus creates similzar effects including
numbness, loss of coordination, sense of invulnerability, muscle rigidity, aggressive /
violent behavior, siured or blocked speech, exaggerated sense of sirength, and a
blank stare. There is depression of respiratory function bul not of the central nervocus
syslem, and cardiovascular function is maintained.

LSD: D-lysergic acid diethylamide (LSD) is the most potent hallucinogenic substance
known te man. Dosages of LSD are measured in micrograms, or millionths of a gram,
By comparison, dosages of cocaine and heroin are measured in milligrams, or
thousandths of a gram. Compared to other hallucinogenic substances, LSD is 100
times more potent than psilocybin and psilocin and 4,000 limes more potent than
mescaline. The dosage level that will produce a haliuginogenic effect in humans
generally is considered to be 25 micrograms.

THC: Telrahydrocannabinel, the active ingredient in the marijuana plant (cannabis
saliva), is delectable in oral fluid shortly after use. The detection of the drug is thought
to be primarily due lo the direct exposure of the drug to the mouth (oral and smoking
administrations} and the subsequent sequestering of the drug in the buceal cavity.2

EDDP: Methadone {MTD} is a synthelic analgesic drug that is originally used in the
treatment of narcalic addicts. Among the psychologicat effects induced by using
methadone are analgesia, sedalion and respiratory depression. Overdose of
methadene may cause coma or even death. It is administered orally or intravenously
and is metabolized in the liver. The kidneys are a major route of methadone excretion.
Methadene has a biolegical half-life of 16-50 hours. EDDP (2-Ethyliden-1,5-Dimethyl-
3,3-Biptenylpyrrolidine) is the most important metabolite of methadone. It is formed by
N-demethylation and cyclization of methadone in the liver. The detection of the
metabolite EDDP instead of methagdone itself is useful, because interferences of the
patient’s metabolism are aveided.

MTD: Methadone is a synthetic analgesic drug originally used for the treatment of
narcolic addiclion. In addition to use as a narcctic agonist, methadone is being used
mere frequently as a pain management agent. The psychological effects induced by
using methadone are aralgesfa, sedaticn, and respiratory depression. Based on the
saliva/plasma ratio calculated over salivary pH ranges of 6.4-7.6 for therapeutic or
recreational doses of methadone, a cul-off <50 ng/mL is suggested. Due to this
recommendation, the cut-off level of the methadone test was calibrated to 30 ng/mL.

MET: Methamphetamine is a polent stimulant chemically related to amphetamine but
with greater CNS stimulation properties. The drug is often self-administered by nasal
inhalation, smoking or oral ingestion.!

MQL: Methaqualone is a guinazoline derivative that was first synthesized in 1951 and
found clinically effective as a sedative and hypnotic in 1956.1t soon gained popularity
as a drug of abuse and in 1984 was removed from the US market due to extensive
misuse. It is occasionally encountered in illicit form, and Is also available in Europe an
countries in  combinalion with dipherhydramine (Mandrax). Methagqualone is
extensively metabolized in vivo principally by hydroxylation at every possible position
on the molecule.

MDPV: “Bath salls”, a form of designer drugs, also promoled as ‘plant food’ or
‘research chemicals’ and is sold mainly in head shops, on the Infemel, and af other
retail locations, Designer drugs were developed in recent years lo subvert law
enforcement and drug testing agencies and are adverlised a ‘legal’ high. The techaicat
term for 'bath salts' is substituted cathinene. Substituled cathinone is synthetic,
concentrated version of the stimulant chemical in Khat, Khat is a plant that is
culiivaled and used in East Africa and the Middle East. It has a stimulant effect on the
user and can be quite dangerous. The while crystals resemble legal bathing salts,
thus the name of ‘bath salts’.

Established as cne of the main ingredients for 'bath salls’ among other synthetic
stimulants like Mephedrone, Methylone, Bulyfone and Methedrone, MDPV started
appearing around 2004 when it was popularized as a club drug, often used in
combination with alcohol, GHB, cannabis and other drugs of abuse, for its desired
effects such as euphoria, aleriness, talkativeness, and sexual arousal. There are
currenily no prescribed uses for the synthetic stimulants.

6-MAM: 6-Monoacetylmorghine (6-MAM) or 6-acetylmorphing is one of three active
metabolites of heroin (diacetylmorphine), the others being morphine and the much
less active 3-monoacetylmorphine (3-MAM). 6-MAM is rapidly created from hergin in
the body, and then is eilher metabolized into merphine or excrete. Since 6-MAM is a
unigue metabolite {o heroin, its presence in the saliva cenfirms that heroin was the
apioid used, This is significant because on a saliva immunoassay drug screen, the test
typically lests for morphine, which is a melabolite of a number of legat and illegal
opiatesfopicids such as codeine, morphine suifate, and heroin,



of the pad remains coloress should be repeated to ensure complete saturation of the

\coha! pad with [ i i th ¥ Lis th h s should & AMPHETAMINE (AMP) METHADONE (MTEB 75) Narcodeine 1,500 Butethal 30
alcoho! pad with oral fluid. e second result is the same, the resulls should be - - -
interpreted as being negative {no alcohol present). d-Amphetamine 50 Methadone 75 Nermerphine 12,500 Cyclopentobarbitat 60
Alcohol Presumptive Positive Result: The Alcoho! test produces a color change to |d:-Amphetamine 125 Boxylamine 100,000 Nalarphine 10,000 | |Pentobarbitat 150
green to blue in tpe presence of salivary alcohol 0.02% B.A.C. or higher. At higher B-Phenylethylamine 4,000 Estrone-3-sulfate 100,000 Oxymorphone 25,000 Phencbarbital 30
atoohol concentration near 0.30% B.A.C., the celor may change 1o a dark blue-gray., Tryplamine 1,500 Phencyciidine 100,000 Thebaine 1.500 COTININE (COT 50)
' . } . — ' OTRL p . " E p-Hydroxyamphetamine 800 METHADONE (MTD 30} Diacetylmorphine (Heroin) |50 {-} Cotinine 50
procedural control is included in the lest. A colored line appearing in the contro ) 3.4 Methylenadioxyamphetaming - -
region (C) is considered an intemnal procedural control. It confirms sufficient specimen §IVI)DA} i xyamp 150 Methadone 30 ?Bm::gﬁa)cetylmnrphme 25 S(-)-Nicotine 5,000
volume, adequate membrane wicking and correct procedural technique. Control N - ———
standards are not supplied with this Kit; however, it is recommended that positive and I-Amphetamine 4,000 Doxylamine 50,000 Bilirubin 3,500 EDBP (EDDFP}
negative controls be tested as a good laboratory praclice to confirm the test procedure COCAINE {COC) Estrone-3-Sulfate 50,000 BENZODIAZEPINES (BZO 50) EDCP 20
and to verify proper test performance. Benzoylecgonine 20 Phencyclidine 50,000 Oxazepam 50 Meperidine 20,000
AV o LIMITAHONS I Cacaine 20 PHENCYCLIDINE [PCP) Alprazolam 300 Methadone 20,000
1. The Oral Fluid Drug Ard Alcohol Test provides only a qualitative, preliminary Cocaethvlene 25 Phencyclidine 10
analylical result, A secondary analytical method must be used to oblain a - i s - Bromatzepam. &0 Nurfentarjy.l 20,009
confirmed result. Gas chromatography/mass speciromelry {GC/MS) or gas Ecgonine 1,500 Tetrahydrozaline 50,000 Chiordiazepoxide 60 Phencyclidine 20,000
chrc;_rnalc:graphy{Lan:jdem mass spectrometry (GC/MSIMS) is the preferred Ecgoninemethylester 42,500 OXYCQDONE (OXY 20} Clobazam 36 Promazine 10,000
confirmatory method. - — -
2. There is a possibiity that lechnical or procedural errors, as well as other interfering N Acet'ylprocal—namlde 12,500 Oxycodane 20 Clorazepate 125 Promethazine 5,000
substances in the oraf fluid specimen may cause errcneous resuits. Chlordiazepoxide 12,500 Hydrocodone 6,250 Delorazepam 125 Prothipendyl 10,000
3. A ;;.ur?sili\fel les{l rgsult doels not indicate the concenlration of drug in the specimen MARIJUANA {THC 25} Hydrornarphone 25,000 Desalkylllurazepam 12 Prozine 2,500
or the route of adminisiration. -
4. A negative resull may nol necessarily indicate a drug-free specimen. Brug may be &°-Tetrahydrocannabinel 25 Levorphanal 12,500 Diazepam 15 Gsh:&h:'?? SCETYLMORPHINE
present in the specimen below the cut-off level of the test. 1-nor-A? -THC-3 COOH 15 Naloxone 12,500 (8- ) -
5. The test does not distinguish belween drugs of abuse and certain medications. METHAQUALONE (MQL 150) Nallroxone 12.500 Estazolam 15 6-Monocacelylmerphine (6-MAM) |15
6. A posilive result may be obtained from ceriain feods or food supplements. - Fluni am Codeine SG00.000
Methaqualene i150 Oxymorphone 100 unirazep 500 -
3 PERFORMANCE CHARACTERISTICS - i
P TR MARIJUANA (THC 12) Secobarbital 50,000 a-Hydroxyalprazolam 1,000 Morphnr;:YL _ »G00,000
R aiical sensitivity _ ] Henor-A°-THC-8 COCH 12 OXYCOPONE [OXY 50) (t}-Lorazepam 1.000 | |FENTANYL {FEN)
A phosphate-buffered saline (PBS) pool was spiked with drugs to ilarget - Midazolam 125 Norfentanl 40
; Cannabinol 31500 | [Hydrocod 12,500 y
concentrations of + 50% cut-off and tested with the Oral Fluid Pipetie Test. The results annabino : ydrocodone : FeTR— p Fentant w0
are summarized below. 11-norA%THC-9 COOH 2 Levorphanol 25,000 il " - i
Drag Cone. |_AWP_ | BARS0 | BARA00 | 63610 | Bz0s0 | BUPS | BUP 10 ATHC 5000 | |Naloxone 25,000 :":'_’mrd'azef"”" e :'UUD i‘;ﬁ'::;’; —— 12,500
@utoffrange) |~ T |1V [T [ T [ [ - [r ] - + A°THC 20,000 | [Naftrexone 50,000 e 25 WINE ¢ h -
0% Cutoff |30} 0 |30 [ 0 [30] o Ja0]| o 3|03 [ofs]|ao METHAMPHETAMINE {MET) Oxycodons 50 Z‘;ZZ:gam 30 ) CO{IHIHIE 3(;
'Z‘;zcé”‘l*"r'f ? 3"0 30" T I 1” 3“0 309 ;0 30° :D d-Melmmphelaming 50 Secorbarbital 100,000 B (AZEPINES (32011(?) 253)5 :'C":'{“e " 000
+
e Fenfluramine 60,000 QOxymorphone 200 :xazeplam 5 - ASh (MOMA) e 1600
Drug Conc. cocC COT 30 | COTS50 | MDMA FEN KET 50 | KET100 p-Hydroxymelhamphelaning 400 Hydromorghone 50,000 prazolam aramethoxyamphetamine { ! 3|1,
(Cutoffrange} | - [+ | - | + 3 - [+ - ]+}-]+-T+]-1+ - B 1 Paramethoxymethamphetamine 160
o T T o Tw o T T s T T T oot Methoxyphenamine 25000 | |BARBITURATE (BAR 300) romazepar (PMMA)
T50% Cutoff |30 ¢ |30 | 0 {30 | 0 |30] 0 |30 0 |30] 0 |30] 0 ?M%%egyle"ed'oxymemamphemm'"e 50 Secobartital 300 Chiordiazepoxids 12 ?ng’\'}elhylen&dlﬂxvamphmamme 250
*o0%Culoll ] 0 [30] 0 [30] 0 [0 ] 0330]010[0j0]|0 % I-Phenylephrine 4,000 Amobarbital 300 3.4- ) i
DrigCone. | LSD | THC12 | THC25 | THCS0 | EDDP | MTD30 | MTD75 Procaine 2,000 Alphenal 150 Clobazam 6 mﬁl}fgsnedlnyemylamphemmme 60
Cotoffrangely - |+ | - [« - ol -F+[-T+]-T+]-T% (1R,28)-(-) Ephedrine 400 Aprobarbital 200 Clorazenale " 34 50
s ) )
TR N e TR e R Evy g e — P T ———
-50%
+50% Cutoff [ 0 J30 [0 i3] + f29 [ o 30| o |30} 03] 0o|a Mephentermine 500 Bulalbital 2500 Dolorazepam 2 PROPOXYPHENE (PPX)
a hedrine, L- Desalkylflurazepam 25 Propoxyphene {PPX) 50
{IDeoxyephedsine, 3,000 § |Butethal 100
Drug Conc, MET  |MQL 100|MGL 150| MDPV 50 {MDPV 100} 6-MAM 10[6-MAM 15| MOP Methamphetamine ! Diazepam 3 D-Norpropoxyphene 200
Cutoffrange) | . |+ | . i+ [ - [« - T+ - [+ -J+[-]+]|-T% Ephedrine 800 Cyclopentobarbital 600 Betarciam 3 MORPHINE (MOP)
0% Cutoff |30} 0 [30i0 30 [0 3c|ofae|o[a|o|3]o(300 OFIATE (0Pt 40) Pentobarbital 200 E—— 100 TTR— 5
50% Cutotf |30} 0 [30f 030 0|30} o0 {300 |s0|0o]3]|0]afo Morphing a0 F——— o -
+50% Cut-off | 0 [30| 0 |30] 0 [30) 0 {3c| o |30 o [30| 6 [30 [0 |20 - o-Hydroxyalprazolam 1200 Codeine 15
opl |oxvzo|oxyso] pcP | pex K2 TRA | TCA Codeine 0 SARBITURATE (BAR D) (z)-Lorazeparn 200 Ethylmorphine 15
(ciﬁfﬁzﬁ;o, P P T S A S B T P I S S P A Elh:lmurphrl:e ?go iemsaﬁltil ?go Midazolam 25 Hydromorphine 50
0% Cutolf | 30| 0 |30| 0 36| 0 [30]| 0 30| 0 |30] 0 |30 ¢ |30] 0 ycromorphine mobarbila Nitrazepam 12 Hydrocodone 50
-50% Cutoff |30} 0 [30] 0 i3c]| 0 [3s0[ 0 |a0|o|350] 030|030 Hydracodone 100 Alghenal 100 Norchlordiazepoxide 200 Morphine 3-B-d-glucuronide 30
+50% Cutoff | 0 {30[ 0 [30f{ 0|30 0|30 03| o}ls0|olas]o]|s0 Levorphanot 400 Aprobarbital 30 Nordiazepam 25 Nalorphine 300
Analytical Specificity Oxycodone 25,000 B”tabe_"b“a' 30 Temazepam B Oxymorphone 25,000
The following table lists the concentration of compounds (ng/miL) above which the Oral Morphiine 3-B-d-glucuranide 50 Butalbitat 400 Triazolam 25 Thebaine 5,000

Fluid Drug Test idenlified positive results at 10 minutes.




