Multi-Drug Rapid Test Panel with Adulteration
(Urine)
Package Insert
Instruction Sheet for testing of any combination of the following drugs:
ACE/AMP/BAR/BZO/BUP/COC/THC/MTD/MET/MDMA/MOP/MQL/OPI/PCP/PPX/TCA/TML/KET/OX
Y/COT/EDDP/FYL/K2/6-MAM/MDA/ETG/CLO/LSD/MPD/ZOL/MEP/ALC/MDPV/DIA/ZOP/MCAT/7-A
CL/CFYL/CAF/CAT/TRO/ALP
Including Specimen Validity Tests (S.V.T.) for:
Oxidants/PCC, Specific Gravity, pH, Nitrite, Glutaraldehyde, Creatinine and Bleach
A rapid test for the simultaneous, qualitative detection of multiple drugs and drug metabolites in human
urine. For healthcare professionals including professionals at point of care sites. Immunoassay for in
vitro diagnostic use only.
【INTENDED USE】
The Multi-Drug Rapid Test Panel is a rapid chromatographic immunoassay for the qualitative detection
of multiple drugs and drug metabolites in urine at the following cut-off concentrations:
Test
Calibrator
Cut-off (ng/mL)
Acetaminophen (ACE 5,000)
Acetaminophen
5,000
Amphetamine (AMP1,000)
d-Amphetamine
1,000
Amphetamine (AMP 500)
d-Amphetamine
500
Amphetamine (AMP 300)
d-Amphetamine
300
Barbiturates (BAR 300)
Secobarbital
300
Barbiturates (BAR 200)
Secobarbital
200
Benzodiazepines (BZO 500)
Oxazepam
500
Benzodiazepines (BZO 300)
Oxazepam
300
Benzodiazepines (BZO 200)
Oxazepam
200
Benzodiazepines (BZO 100)
Oxazepam
100
Buprenorphine (BUP 10)
Buprenorphine
10
Buprenorphine (BUP 5)
Buprenorphine
5
Cocaine (COC 300)
Benzoylecgonine
300
Cocaine (COC 200)
Benzoylecgonine
200
Cocaine (COC 150)
Benzoylecgonine
150
Cocaine (COC 100)
Benzoylecgonine
100
Marijuana (THC300)
11-nor-Δ9-THC-9 COOH
300
Marijuana (THC200)
11-nor-Δ9-THC-9 COOH
200
Marijuana (THC150)
11-nor-Δ9-THC-9 COOH
150
Marijuana (THC 50)
11-nor-Δ9-THC-9 COOH
50
Marijuana (THC 30)
11-nor-Δ9-THC-9 COOH
30
Marijuana (THC 25)
11-nor-Δ9-THC-9 COOH
25
Methadone (MTD 300)
Methadone
300
Methadone (MTD 200)
Methadone
200
Methamphetamine (MET 1,000)
d-Methamphetamine
1,000
Methamphetamine (MET 500)
d-Methamphetamine
500
Methamphetamine (MET 300)
d-Methamphetamine
300
Methylenedioxymethamphetamine
d,l-Methylenedioxymethamphetamine 300
(MDMA 300)
Methylenedioxymethamphetamine
d,l-Methylenedioxymethamphetamine 500
(MDMA 500)
Methylenedioxymethamphetamine
(MDMA 1,000)
Morphine (MOP 300)
Morphine (MOP 200)
Morphine (MOP 100)
Methaqualone(MQL)
Opiate (OPI 2,000)
Phencyclidine (PCP)
Propoxyphene (PPX)
Tricyclic Antidepressants (TCA)
Tramadol (TML 100)
Tramadol (TML 200)
Tramadol (TML 300)
Ketamine (KET 1,000)
Ketamine (KET 500)
Ketamine (KET 300)
Ketamine (KET100)
Oxycodone (OXY)
Cotinine(COT200)
Cotinine(COT100)
2-ethylidene-1,5-dimethyl3,3-diphenylpyrrolidine (EDDP300)
2-ethylidene-1,5-dimethyl3,3-diphenylpyrrolidine (EDDP100)
Fentanyl(FYL20)
Fentanyl(FYL10)
Synthetic Marijuana (K2-50)
Synthetic Marijuana (K2-30)
Synthetic Marijuana (K2-25)
6-mono-aceto-morphine
(6-MAM10)
(±) 3,4-MethylenedioxyAmphetamine(MDA500)
Ethyl- β-D-Glucuronide(ETG500)
Ethyl- β-D-Glucuronide(ETG1,000)
Clonazepam(CLO 400)
Clonazepam(CLO 150)
Lysergic Acid Diethylamide (LSD)
Lysergic Acid Diethylamide (LSD)

d,l-Methylenedioxymethamphetamine 1,000
Morphine
Morphine
Morphine
Methaqualone
Morphine
Phencyclidine
Propoxyphene
Nortriptyline
Cis-Tramadol
Cis-Tramadol
Cis-Tramadol
Ketamine
Ketamine
Ketamine
Ketamine
Oxycodone
Cotinine
Cotinine
2-ethylidene-1,5-dimethyl3,3-diphenylpyrrolidine
2-ethylidene-1,5-dimethyl3,3-diphenylpyrrolidine
Norfentanyl
Norfentanyl
JWH-018、JWH-073
JWH-018、JWH-073
JWH-018、JWH-073

300
200
100
300
2,000
25
300
1,000
100
200
300
1,000
500
300
100
100
200
100

6-MAM
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(±) 3,4-MethylenedioxyAmphetamine
Ethyl- β -D-Glucuronide
Ethyl- β -D-Glucuronide
Clonazepam
Clonazepam
Lysergic Acid Diethylamide
Lysergic Acid Diethylamide

300
100
20
10
50
30
25

500
500
1,000
400
150
20
50

Methylphenidate (MPD)
Zolpidem(ZOL)
Mephedrone
3, 4-methylenedioxypyrovalerone
(MDPV)
Diazepam(DIA 300)

Methylphenidate
Zolpidem
Mephedrone

300
50
100

3, 4-methylenedioxypyrovalerone

1000

Diazepam

300

Diazepam(DIA 200)

Diazepam

200

Zopiclone（ZOP 50）

Zopiclone

50

Methcathinone（MCAT 500）

S(-)-Methcathinone

500

7-Aminoclonazepam(7-ACL300)

7-Aminoclonazepam

300

7-Aminoclonazepam(7-ACL200)

7-Aminoclonazepam

200

7-Aminoclonazepam(7-ACL100)

7-Aminoclonazepam

100

Carfentanyl(CFYL500)

Carfentanyl

500

Caffeine(CAF)

Caffeine

1000

Cathine (CAT)

(+)-Norpseudoephedrine

150

Tropicamide(TRO)

Tropicamide

350

Alprazolam(ALP)

Alprazolam

100

Test
Calibrator
Cut-off
Alcohol(ALC)
Alcohol
0.02%
Configurations of the Multi-Drug Rapid Test Panel come with any combination of the above listed drug
analytes with or without S.V.T. This assay provides only a preliminary analytical test result. A more
specific alternate chemical method must be used in order to obtain a confirmed analytical result. Gas
chromatography/mass spectrometry (GC/MS) is the preferred confirmatory method. Clinical
consideration and professional judgment should be applied to any drug of abuse test result, particularly
when preliminary positive results are indicated.
【SUMMARY】
The Multi-Drug Rapid Test Panel is a rapid urine screening test that can be performed without the use
of an instrument. The test utilizes monoclonal antibodies to selectively detect elevated levels of specific
drugs in urine.
Acetaminophen (ACE)
Acetaminophen is one of the most commonly used drugs, yet it is also an important cause of serious
liver injury. Acetaminophen is the generic name of a drug found in many common brand name
over-the-counter (OTC) products, such as Tylenol, and Prescription (Rx) products, such as Vicodin and
Percocet. Acetaminophen is an important drug, and its effectiveness in relieving pain and fever is
widely known. Unlike other commonly used drugs to reduce pain and fever (e.g., non steroidalant
inflammatory drugs (NSAIDs), such as aspirin, ibuprofen, and naproxen), at recommended doses
acetaminophen does not cause adverse effects, such as stomach discomfort and bleeding, and
acetaminophen is considered safe when used according to the directions on its OTC or Rx labeling.
However, taking more than the recommended amount can cause liver damage, ranging from
abnormalities in liver function blood tests, to acute liver failure, and even death. Many cases of
overdose are caused by patients inadvertently taking more than the recommended dose (i.e., 4 grams
a day) of a particular product, or by taking more than one product containing acetaminophen (e.g., an
OTC product and an Rx drug containing acetaminophen). The mechanism of liver injury is not related to
acetaminophen itself, but to the production of a toxic metabolite. The toxic metabolite binds with liver
proteins, which cause cellular injury. The ability of the liver to remove this metabolite before it binds to
liver protein influences the extent of liver injury.
The Multi-Drug Rapid Test Panel yields a positive result when the concentration of Acetaminophen in
urine exceeds 5,000ng/mL.
Amphetamine (AMP)
Amphetamine is a Schedule II controlled substance available by prescription (Dexedrine®) and is also
available on the illicit market. Amphetamines are a class of potent sympathomimetic agents with
therapeutic applications. They are chemically related to the human body’s natural catecholamines:
epinephrine and norepinephrine. Acute higher doses lead to enhanced stimulation of the central
nervous system (CNS) and induce euphoria, alertness, reduced appetite, and a sense of increased
energy and power. Cardiovascular responses to amphetamines include increased blood pressure and
cardiac arrhythmias. More acute responses produce anxiety, paranoia, hallucinations, and psychotic
behavior. The effects of Amphetamines generally last 2-4 hours following use and the drug has a
half-life of 4-24 hours in the body. About 30% of amphetamines are excreted in the urine in unchanged
form, with the remainder as hydroxylated and deaminated derivatives.
The Multi-Drug Rapid Test Panel yields a positive result when the concentration of amphetamines in
urine exceeds detective level.
Barbiturates (BAR)
Barbiturates are CNS depressants. They are used therapeutically as sedatives, hypnotics, and
anticonvulsants barbiturates are almost always taken orally as capsules or tablets. The effects resemble
those of intoxication with alcohol. Chronic use of barbiturates leads to 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. Withdrawal symptoms experienced during periods of drug abstinence can be
severe enough to cause death.
Only a small amount (less than 5%) of most barbiturates are excreted unaltered in the urine.
The approximate detection time limits for barbiturates are:
Short acting (e.g. Secobarbital)
100 mg PO (oral)
4.5 days
Long acting (e.g. Phenobarbital)
400 mg PO (oral)
7 days2
The Multi-Drug Rapid Test Panel yields a positive result when the concentration of barbiturates in urine
exceeds detective level.
Benzodiazepines (BZO)
Benzodiazepines are medications that are frequently prescribed for the symptomatic treatment of
anxiety and sleep disorders. They produce their effects via specific receptors involving a neurochemical
called gamma aminobutyric acid (GABA). Because they are safer and more effective, benzodiazepines
have replaced barbiturates in the treatment of both anxiety and insomnia. Benzodiazepines are also
used as sedatives before some surgical and medical procedures, and for the treatment of seizure
disorders and alcohol withdrawal.
Risk of physical dependence increases if benzodiazepines are taken regularly (e.g., daily) for more than
a few months, especially at higher than normal doses. Stopping abruptly can bring on such symptoms
as trouble sleeping, gastrointestinal upset, feeling unwell, loss of appetite, sweating, trembling,
weakness, anxiety and changes in perception.

Only trace amounts (less than 1%) of most benzodiazepines are excreted unaltered in the urine; most of
the concentration in urine is conjugated drug. The detection period for benzodiazepines in urine is 3-7
days.
The Multi-Drug Rapid Test Panel yields a positive result when the concentration of benzodiazepines in
urine exceeds detective level.
Buprenorphine (BUP)
Buprenorphine is a potent analgesic often used in the treatment of opioid addiction. The drug is sold
under the trade names Subutex™, Buprenex™, Temgesic™ and Suboxone™, which contain
Buprenorphine HCl alone or in combination with Naloxone HCl. Therapeutically, Buprenorphine is used
as a substitution treatment for opioid addicts. Substitution treatment is a form of medical care offered to
opiate addicts (primarily heroin addicts) based on a similar or identical substance to the drug normally
used. In substitution therapy, Buprenorphine is as effective as Methadone but demonstrates a lower
level of physical dependence. Concentrations of free Buprenorphine and Norbuprenorphine in urine
may be less than 1 ng/ml after therapeutic administration, but can range up to 20 ng/ml in abuse
situations. The plasma half -life of Buprenorphine is 2-4 hours.7While complete elimination of a single
dose of the drug can take as long as 6 days, the window of detection for the parent drug in urine is
thought to be approximately 3 days.
Substantial abuse of Buprenorphine has also been reported in many countries where various forms of
the drug are available. The drug has been diverted from legitimate channels through theft, doctor
shopping, and fraudulent prescriptions, and been abused via intravenous, sublingual, intranasal and
inhalation routes.
The Multi-Drug Rapid Test Panel yields a positive result when the Buprenorphine in urine exceeds
detective level.
Cocaine(COC)
Cocaine is a potent central nervous system stimulant and a local anesthetic. Initially, it brings about
extreme energy and restlessness while gradually resulting in tremors, over-sensitivity and spasms. In
large amounts, cocaine causes fever, unresponsiveness, difficulty in breathing and unconsciousness.
Cocaine is often self-administered by nasal inhalation, intravenous injection and free-base smoking. It is
excreted in the urine in a short time primarily as benzoylecgonine.3,4Benzoylecgonine, a major
metabolite of cocaine, has a longer biological half-life (5-8 hours) than cocaine (0.5-1.5 hours), and can
generally be detected for 24-48 hours after cocaine exposure.4
The Multi-Drug Rapid Test Panel yields a positive result when the concentration of benzoylecgonine in
urine exceeds detective level.
Marijuana (THC)
THC (9-tetrahydrocannabinol) is the primary active ingredient in cannabis (marijuana). When smoked
or orally administered, THC produces euphoric effects. Users have impaired short-term memory and
slowed learning. They may also experience transient episodes of confusion and anxiety. Long-term,
relatively heavy use may be associated with behavioral disorders. The peak effect of marijuana
administered by smoking occurs in 20-30 minutes and the duration is 90-120 minutes after one
cigarette. Elevated levels of urinary metabolites are found within hours of exposure and remain
detectable for 3-10 days after smoking. The main metabolite excreted in the urine is
11-nor-9-tetrahydrocannabinol-9-carboxylic acid (THC-COOH).
The Multi-Drug Rapid Test Panel yields a positive result when the concentration of THC-COOH in urine
exceeds detective level.
Methadone (MTD)
Methadone is a narcotic analgesic prescribed for the management of moderate to severe pain and for
the treatment of opiate dependence (heroin, Vicodin, Percocet, morphine). The pharmacology of oral
methadone is very different from IV methadone. Oral methadone is partially stored in the liver for later
use. IV methadone acts more like heroin. In most states you must go to a pain clinic or a methadone
maintenance clinic to be prescribed methadone.
Methadone is a long acting pain reliever producing effects that last from twelve to forty-eight hours.
Ideally, methadone frees the client from the pressures of obtaining illegal heroin, from the dangers of
injection, and from the emotional roller coaster that most opiates produce. Methadone, if taken for long
periods and at large doses, can lead to a very long withdrawal period. The withdrawals from methadone
are more prolonged and troublesome than those provoked by heroin cessation, yet the substitution and
phased removal of methadone is an acceptable method of detoxification for patients and therapists.7
The Multi-Drug Rapid Test Panel yields a positive result when the concentration of methadone in urine
exceeds detective level.
Methamphetamine (MET)
Methamphetamine is an addictive stimulant drug that strongly activates certain systems in the brain.
Methamphetamine is closely related chemically to Amphetamine, but the central nervous system effects
of Methamphetamine are greater. Methamphetamine is made in illegal laboratories and has a high
potential for abuse and dependence. The drug can be taken orally, injected, or inhaled. Acute higher
doses lead to enhanced stimulation of the central nervous system and induce euphoria, alertness,
reduced appetite, and a sense of increased energy and power. Cardiovascular responses to
Methamphetamine include increased blood pressure and cardiac arrhythmias. More acute responses
produce anxiety, paranoia, hallucinations, psychotic behavior, and eventually, depression and
exhaustion.
The effects of Methamphetamine generally last 2-4 hours and the drug have a half-life of 9-24 hours in
the body. Methamphetamine is excreted in the urine primarily as Amphetamine, and oxidized and
deaminated derivatives. However, 10-20% of Methamphetamine is excreted unchanged. Thus, the
presence of the parent compound in the urine indicates Methamphetamine use. Methamphetamine is
generally detectable in the urine for 3-5 days, depending on urine pH level.
The Multi-Drug Rapid Test Panel is a rapid urine screening test that can be performed without the use of
an instrument. The test utilizes a monoclonal antibody to selectively detect elevated levels of
Methamphetamine in urine. The Multi-Drug Rapid Test Panel yields a positive result when the
Methamphetamine in urine exceeds detective level.
Methylenedioxymethamphetamine (MDMA)
Methylenedioxymethamphetamine (ecstasy) is a designer drug first synthesized in 1914 by a German
drug company for the treatment of obesity.5 Those who take the drug frequently report adverse effects,
such as increased muscle tension and sweating. MDMA is not clearly a stimulant, although it has, in
common with amphetamine drugs, a capacity to increase blood pressure and heart rate. MDMA does
produce some perceptual changes in the form of increased sensitivity to light, difficulty in focusing, and
blurred vision in some users. Its mechanism of action is thought to be via release of the neurotransmitter
serotonin. MDMA may also release dopamine, although the general opinion is that this is a secondary
effect of the drug (Nichols and Oberlender, 1990). The most pervasive effect of MDMA, occurring in
virtually all people who took a reasonable dose of the drug, was to produce a clenching of the jaws.
The Multi-Drug Rapid Test Panel yields a positive result when the concentration of
Methylenedioxymethamphetamine in urine exceeds detective level.
Morphine (MOP)
Opiate refers to any drug that is derived from the opium poppy, including the natural products, morphine
and codeine, and the semi-synthetic drugs such as heroin. Opioid is more general, referring to any drug
that acts on the opioid receptor.
Opioid analgesics comprise a large group of substances which control pain by depressing the CNS.

1/ 10

Large doses of morphine can produce higher tolerance levels, physiological dependency in users, and
may lead to substance abuse. Morphine is excreted unmetabolized, and is also the major metabolic
product of codeine and heroin. Morphine is detectable in the urine for several days after an opiate
dose.2
The Multi-Drug Rapid Test Panel yields a positive result when the concentration of morphine in urine
exceeds detective level.
Morphine/Opiate (OPI)
The Multi-Drug Rapid Test Panel yields a positive result when the concentration of morphine in urine
exceeds 2,000 ng/mL. This is the suggested screening cut-off for positive specimens set by the
Substance Abuse and Mental Health Services Administration (SAMHSA, USA).1 See morphine (MOP
300) for summary.
Methaqualone (MQL)
Methaqualone (Quaalude, Sopor) is a quinazoline derivative that was first synthesized in 1951 and
found clinically effective as a sedative and hypnotic in 1956.10It 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 European countries in combination with
diphenhydramine (Mandrax). Methaqualone is extensively metabolized in vivo principally by
hydroxylation at every possible position on the molecule. At least 12 metabolites have been identified in
the urine.
The Multi-Drug Rapid Test Panel yields a positive result when the concentration of Methaqualone in
urine exceeds 300ng/mL.
Phencyclidine (PCP)
Phencyclidine, also known as PCP or Angel Dust, is a hallucinogen that was first marketed as a surgical
anesthetic in the 1950’s. It was removed from the market because patients receiving it became delirious
and experienced hallucinations.
PCP is used in powder, capsule, and tablet form. The powder is either snorted or smoked after mixing it
with marijuana or vegetable matter. PCP is most commonly administered by inhalation but can be used
intravenously, intra-nasally, and orally. After low doses, the user thinks and acts swiftly and experiences
mood swings from euphoria to depression. Self-injurious behavior is one of the devastating effects of
PCP.
PCP can be found in urine within 4 to 6 hours after use and will remain in urine for 7 to 14 days,
depending on factors such as metabolic rate, user’s age, weight, activity, and diet.6 PCP is excreted in
the urine as an unchanged drug (4% to 19%) and conjugated metabolites (25% to 30%).6
The Multi-Drug Rapid Test Panel yields a positive result when the concentration of phencyclidine in
urine exceeds 25 ng/mL. This is the suggested screening cut-off for positive specimens set by the
Substance Abuse and Mental Health Services Administration (SAMHSA, USA).1
Propoxyphene (PPX)
Propoxyphene (PPX) is a narcotic analgesic compound bearing structural similarity to methadone. As
an analgesic, propoxyphene can be from 50-75% as potent as oral codeine. Darvocet™, one of the
most common brand names for the drug, contains 50-100 mg of propoxyphene napsylate and 325-650
mg of acetaminophen. Peak plasma concentrations of propoxyphene are achieved from 1 to 2 hours
post dose. In the case of overdose, propoxyphene blood concentrations can reach significantly higher
levels.
In humans, propoxyphene is metabolized by N-demethylation to yield norpropoxyphene.
Norpropoxyphene has a longer half-life (30 to 36 hours) than parent propoxyphene (6 to 12 hours).The
accumulation of norpropoxyphene seen with repeated doses may be largely responsible for resultant
toxicity.
The Multi-Drug Rapid Test Panel yields a positive result when the concentration of Propoxyphene or
Norpropoxyphene in urine exceeds 300 ng/mL. At present, the Substance Abuse and Mental Health
Services Administration (SAMHSA) does not have a recommended screening cut-off for propoxyphene
positive specimens.
Tricyclic Antidepressants (TCA)
TCA (Tricyclic Antidepressants) are commonly used for the treatment of depressive disorders. TCA
overdoses can result in profound CNS depression, cardiotoxicity and anticholinergic effects. TCA
overdose is the most common cause of death from prescription drugs. TCAs are taken orally or
sometimes by injection. TCAs are metabolized in the liver. Both TCAs and their metabolites are
excreted in urine mostly in the form of metabolites for up to ten days.
The Multi-Drug Rapid Test Panel yields a positive result when the concentration of tricyclic
antidepressants in urine exceeds 1,000 ng/mL. At present, the Substance Abuse and Mental Health
Services Administration (SAMHSA) does not have a recommended screening cut-off for tricyclic
antidepressant positive specimens.
Tramadol (TML)
Tramadol(TML) is a quasi-narcotic analgesic used in the treatment of moderate to severe pain. It is a
synthetic analog of codeine, but has a low binding affinity to the mu-opioid receptors. Large doses of
tramadol can develop tolerance and physiological dependency and lead to its abuse. Tramadol is
extensively metabolized after oral administration. Approximately 30% of the dose is excreted in the
urine as unchanged drug, whereas 60% is excreted as metabolites. The major pathways appear to be
N- and O- demethylation, glucoronidation or sulfation in the liver.
The Multi-Drug Rapid Test Panel is a rapid urine screening test that can be performed without the use of
an instrument. The test utilizes a monoclonal antibody to selectively detect elevated levels of Tramadol
in urine. The Multi-Drug Rapid Test Panel yields a positive result when Tramadol in urine exceed
detective level.
Ketamine(KET)
Ketamine is a dissociative anesthetic developed in 1963 to replace PCP (Phencyclidine). While
Ketamine is still used in human anesthesia and veterinary medicine, it is becoming increasingly abused
as a street drug. Ketamine is molecularly similar to PCP and thus creates similar effects including
numbness, loss of coordination, sense of invulnerability, muscle rigidity, aggressive / violent behavior,
slurred or blocked speech, exaggerated sense of strength, and a blank stare. There is depression of
respiratory function but not of the central nervous system, and cardiovascular function is maintained.
The effects of Ketamine generally last 4-6 hours following use. Ketamine is excreted in the urine as
unchanged drug (2.3%) and metabolites (96.8%).10
The Multi-Drug Rapid Test Panel is a rapid urine screening test that can be performed without the use of
an instrument. The test utilizes a monoclonal antibody to selectively detect elevated levels of Ketamine
in urine. The Multi-Drug Rapid Test Panel yields a positive result when Ketamine in urine exceeds
detective level.
Oxycodone (OXY)
Oxycodone is a semi-synthetic opioid with a structural similarity to codeine. The drug is manufactured
by modifying thebaine, an alkaloid found in the opium poppy. Oxycodone, like all opiate agonists,
provides pain relief by acting on opioid receptors in the spinal cord, brain, and possibly directly in the
affected tissues. Oxycodone is prescribed for the relief of moderate to high pain under the well-known
pharmaceutical trade names of OxyContin®, Tylox®, Percodan® and Percocet®. While Tylox®,
Percodan® and Percocet® contain only small doses of oxycodone hydrochloride combined with other
analgesics such as acetaminophen or aspirin, OxyContin consists solely of oxycodone hydrochloride in
a time-release form. Oxycodone is known to metabolize by demethylation into oxymorphone and

noroxycodone. In a 24-hour urine, 33-61% of a single, 5 mg oral dose is excreted with the primary
constituents being unchanged drug (13-19%), conjugated drug (7-29%) and conjugated oxymorphone
(13-14%). The window of detection for Oxycodone in urine is expected to be similar to that of other
opioids such as morphine.
The Multi-Drug Rapid Test Panel is a rapid urine screening test that can be performed without the use of
an instrument. The test utilizes a monoclonal antibody to selectively detect elevated levels of
Oxycodone in urine. The Multi-Drug Rapid Test Panel yields a positive result when Oxycodone in urine
exceeds 100ng/mL.
Cotinine (COT)
Cotinine is the first-stage metabolite of nicotine, a toxic alkaloid that produces stimulation of the
autonomic ganglia and central nervous system when in humans. Nicotine is a drug to which virtually
every member of a tobacco-smoking society is exposed whether through direct contact or second-hand
inhalation. In addition to tobacco, nicotine is also commercially available as the active ingredient in
smoking replacement therapies such as nicotine gum, transdermal patches and nasal sprays.
In a 24-hour urine, approximately 5% of a nicotine dose is excreted as unchanged drug with 10% as
cotinine and 35% as hydroxycotinine; the concentrations of other metabolites are believed to account
for less than 5%.10While cotinine is thought to be an inactive metabolite, it’s elimination profile is more
stable than that of nicotine which is largely urine pH dependent. As a result, cotinine is considered a
good biological marker for determining nicotine use. The plasma half-life of nicotine is approximately 60
minutes following inhalation or parenteral administration.11Nicotine and cotinine are rapidly eliminated
by the kidney; the window of detection for cotinine in urine at a cutoff level of 200 ng/mL is expected to
be up to 2-3 days after nicotine use.
The Multi-Drug Rapid Test Panel yields a positive result when the concentration of Cotinine in urine
exceeds detective level.
2-ethylidene-1,5-dimethyl-3,3-diphenylpyrrolidine (EDDP)
Methadone is an unusual drug in that its primary urinary metabolites (EDDP and EMDP) are cyclic in
structure, making them very difficult to detect using immunoassays targeted to the native
compound.10Exacerbating this problem, there is a subsection of the population classified as “extensive
metabolizers” of methadone. In these individuals, a urine specimen may not contain enough parent
methadone to yield a positive drug screen even if the individual is in compliance with their methadone
maintenance. EDDP represents a better urine marker for methadone maintenance than unmetabolized
methadone.
The Multi-Drug Rapid Test Panel yields a positive result when the concentration of EDDP in urine
exceeds detective level.
Fentanyl (FYL)
Fentanyl, belongs to powerful narcotics analgesics, and is a μ special opiates receptor stimulant.
Fentanyl is one of the varieties that been listed in management of United Nations “Single Convention of
narcotic drug in 1961”. Among the opiates agents that under international control, fentanyl is one of the
most commonly used to cure moderate to severe pain1. After continuous injection of fentanyl, the
sufferer will have the performance of protracted opioid abstinence syndrome, such as ataxia and
irritability etc2,3, which presents the addiction after taking fentanyl in a long time. Compared with drug
addicts of amphetamine, drug addicts who take fentanyl mainly have got the possibility of higher
infection rate of HIV, more dangerous injection behavior and more lifelong medication overdose 4.
The FYL Rapid Test Dipstick (Urine) is a rapid urine screening test that can be performed without the
use of an instrument. The test utilizes a monoclonal antibody to selectively detect elevated levels of FYL
in urine. The FYL Rapid Test Dipstick (Urine) yields a positive result when FYL in urine exceeds
detective level.
Synthetic Marijuana (K2)
Synthetic Marijuana or K2 a psychoactive herbal and chemical product that, when consumed, mimics
the effects of Marijuana. It is best known by the brand names K2 and Spice, both of which have largely
become genericized trademarks used to refer to any synthetic Marijuana product. The studies suggest
that synthetic marijuana intoxication is associated with acute psychosis, worsening of previously stable
psychotic disorders, and also may have the ability to trigger a chronic (long-term) psychotic disorder
among vulnerable individuals such as those with a family history of mental illness.
Elevated levels of urinary metabolites are found within hours of exposure and remain detectable for 72
hours after smoking (depending on usage/dosage). As of March 1, 2011, five cannabinoids, JWH -018,
JWH- 073, CP- 47, JWH- 200and cannabicyclohexanol are now illegal in the US because these
substances have the potential to be extremely harmful and, therefore, pose an imminent hazard to the
public safety.
The Multi-Drug Rapid Test Panel yields a positive result when the synthetic marijuana metabolite in
urine exceeds detective level.
6-mono-aceto-morphine (6-MAM)
6-Monoacetylmorphine (6-MAM) or 6-acetylmorphine (6-AM) 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 heroin in the body, and then is either metabolized into
morphine or excreted in the urine. 6-MAM remains in the urine for no more than 24 hours. So a urine
specimen must be collected soon after the last heroin use, but the presence of 6-MAM guarantees that
heroin was in fact used as recently as within the last day. 6-MAM is naturally found in the brain, but in
such small quantities that detection of this compound in urine virtually guarantees that heroin has
recently been consumed.
The 6-MAM Rapid Test Cassette is a rapid urine screening test that can be performed without the use of
an instrument. The test utilizes a monoclonal antibody to selectively detect elevated levels of 6-MAM in
urine. The 6-MAM Rapid Test Cassette yields a positive result when 6-MAM in urine reaches 10ng/ml.
This is the suggested screening cut-off for positive specimens set by the Substance Abuse and Mental
Health Services Administration (SAMHSA, USA).
(±) 3, 4-Methylenedioxyamphetamine (MDA)
3,4-Methylenedioxyamphetamine (MDA), also known as tenamfetamine (INN), or with the street name
"Sally" or "Sass" or "Sass-a-frass", is a psychedelic and entactogenic drug of the phenethylamine and
amphetamine chemical classes. It is mainly used as a recreational drug, an entheogen, and a tool in
use to supplement various types of practices for transcendence, including in meditation, psychonautics,
and as an agent in psychedelic psychotherapy. It was first synthesized by G. Mannish and W. Jacobson
in 1910. There are about 20 different synthetic routes described in the literature for its preparation.
Ethyl- β-D-Glucuronide(ETG)
Ethyl Glucuronide (ETG) is a metabolite of ethyl alcohol which is formed in the body by glucuronidation
following exposure to ethanol, such as by drinking alcoholic beverages. It is used as a biomarker to test
for ethanol use and to monitor alcohol abstinence in situations where drinking is prohibited, such as in
the military, in professional monitoring programs(health professionals, attorneys, airline pilots in
recovery from addictions), in schools, in liver transplant clinics, or in recovering alcoholic patients. ETG
can be measured in urine up to approximately 80 hours after ethanol is ingested. ETG is a more
accurate indicator of the recent exposure to alcohol than measuring for the presence of ethanol itself.
The Multi-Drug Rapid Test Panel yields a positive result when the concentration of Ethyl Glucuronide in
urine exceeds detective level
Clonazepam(CLO)
Clonazepam is a benzodiazepine drug having anxiolytic, anticonvulsant, muscle relaxant, amnestic,
sedative, and hypnotic properties. Clonazepam has an intermediate onset of action, with a peak blood

level occurring one to four hours after oral administration. Long-term effects of benzodiazepines include
tolerance, benzodiazepine dependence, and benzodiazepine withdrawal syndrome, which occurs in
one third of patients treated with clonazepam for longer than four weeks. Benzodiazepines such as
clonazepam have a fast onset of action, high effectivity rate, and low toxicity in overdose; however, as
with most medications, it may have drawbacks due to adverse or paradoxical effects. The detection
period for the Benzodiazepines in the urine is 3-7 days.
The Multi-Drug Rapid Test Panel yields a positive result when the Benzodiazepines in urine exceeds
detective level.
Lysergic Acid Diethylamide (LSD)
Lysergic acid diethylamide (LSD) is a white powder or a clear, colorless liquid. LSD is manufactured
from lysergic acid which occurs naturally in the ergot fungus that grows on wheat and rye. It is a
Schedule I controlled substance, available in liquid, powder, tablet (microdots), and capsule form. LSD
is recreationally used as a hallucinogen for its ability to alter human perception and mood. LSD is
primarily used by oral administration, but can be inhaled, injected, and transdermally applied. LSD is a
non-selective 5-HT agonist, may exert its hallucinogenic effect by interacting with 5-HT 2Areceptors as
a partial agonist and modulating the NMDA receptor-mediated sensory, perceptual, affective and
cognitive processes. LSD mimics 5-HT at 5-HT 1A receptors, producing a marked slowing of the firing
rate of serotonergic neurons. LSD has a plasma half-life of 2.5-4 hours. Metabolites of LSD include
N-desmethyl-LSD, hydroxy-LSD, 2-oxo-LSD, and 2-oxo-3-hydroxy-LSD .These metabolites are all
inactive. LSD use can typically be detected in urine for periods of 2-5 days.
The Multi-Drug Rapid Test Panel yields a positive result when Lysergic Acid Diethylamide in urine
exceeds detective level..
Methylphenidate (MPD)
Methylphenidate (Ritalin) is a psychostimulant drug approved for treatment of ADHD or attention-deficit
hyperactivity disorder, postural orthostatic tachycardia syndrome and narcolepsy. Methylphenidate
primarily acts as a norepinephrine-dopamine reuptake inhibitor. Methylphenidate is most active at
modulating levels of dopamine and to a lesser extent norepinephrine. Similar to cocaine,
methylphenidate binds to and blocks dopamine transporters and norepinephrine transporters.
Methylphenidate has both dopamine transporter and norepinephrine transporter binding affinity, with the
dextromethylphenidate enantiomers displaying a prominent affinity for the norepinephrine transporter.
Methylphenidate may also exert a neuroprotective action against the neurotoxic effects of Parkinson's
disease and methamphetamine abuse. Methylphenidate taken orally has a bioavailability of 11-52%
with a duration of action around 1-4 hours forinstant release, 3–8 hours for sustained release, and 8–12
hours for extended release(Concerta). The half-life of methylphenidate is 2-3 hours, depending on the
individual. The peak plasma time is achieved at about 2 hours.
The Multi-Drug Rapid Test Panel yields a positive result when the Methylphenidate (Ritalin) in urine
exceeds 300 ng/mL.
Zolpidem(ZOL)
Zolpidem (brand names Ambien, Ambien CR, Intermezzo, Stilnox, Stilnoct, Sublinox, Hypnogen,
Zonadin, Sanval and Zolsana) is a prescription medication used for the treatment of insomnia and some
brain disorders.1It is a short-acting nonbenzodiazepine hypnotic of the imidazopyridine class1 that
potentiates GABA, an inhibitory neurotransmitter, by binding to GABAA receptors at the same location
as benzodiazepines.2 It works quickly, usually within 15 minutes, and has a short half-life of two to three
hours.
Zolpidem may be detected in blood or plasma to confirm a diagnosis of poisoning in hospitalized
patients, provide evidence in an impaired driving arrest, or to assist in a medico-legal death
investigation. Blood or plasma Zolpidem concentrations are usually in a range of 30–300 μg/l in persons
receiving the drug therapeutically, 100–700 μg/l in those arrested for impaired driving, and 1000–7000
μg/l in victims of acute over dosage. Analytical techniques, in general, involve gas or liquid
chromatography.3,4,5
The Multi-Drug Rapid Test Panel yields a positive result when Zolpidem in urine reaches 50ng/ml.
Alcohol(ALC)
Alcohol intoxication can lead to loss of alertness, coma, death and birth defects. Determination of ethyl
alcohol in blood, saliva and urine is commonly used for measuring legal impairment, alcohol poisoning,
etc. The BAC (Blood Alcohol Content) at which a person becomes impaired is variable. The United
States Department of Transportation (DOT) has established a BAC of 0.02% (0.02g/dL) as the cut-off
level at which an individual is considered positive for the presence of alcohol.
The Multi-Drug Rapid Test Panel yields a positive result when the concentration of Alcohol in urine
exceeds 0.02%.
Mephedrone(MEP100)
Mephedrone, also known as 4-methylmethcathinone (4-MMC) or 4-methylephedrone is a synthetic
stimulant drug of the amphetamine and cathinone classes. Slang names include drone, 12M-CAT, 13
White Magic14 and meow meow. 15It is chemically similar to the cathinone compounds found in the
khat plant of eastern Africa.
Mephedrone comes in the form of tablets or a powder, which users can swallow, snort or inject,
producing similar effects to MDMA, amphetamines and cocaine. In addition to its stimulant effects,
Mephedrone produces side effects, of which teeth grinding are the most common. A number of
metabolites are possible, however the n-demethyl metabolite of Mephedrone will be 4-Methylcathinone.
This metabolite appears to be nearly inactive as a Monoamine Oxydase Inhibitor .On further
metabolism of this metabolite one of the possible metabolites is 4-Methylnorephedrine, caused by the
reduction of the Keto.A dose of 150mg-250mg is the average, giving a duration of around 2 hours.the
duration will lengthen in larger 250mg+ dosages .
3, 4-methylenedioxypyrovalerone(MDPV)
3, 4-methylenedioxypyrovalerone (MDPV) is a psychoactive recreational drug with stimulant properties
which acts as a norepinephrine-dopamine reuptake inhibitor (NDRI). It was first developed in the 1960s
by a team at Boehringer Ingelheim. MDPV remained an obscure stimulant until around 2004 when it
was reportedly sold as a designer drug. Products labeled as bath salts containing MDPV were
previously sold as recreational drugs in gas stations and convenience stores in the United States,
similar to the marketing for Spice and K2 as incense.
MDPV is the 3,4-methylenedioxy ring-substituted analog of the compound pyrovalerone, developed in
the 1960s, which has been used for the treatment of chronic fatigue and as an anorectic, but caused
problems of abuse and dependence. However, despite its structural similarity, the effects of MDPV bear
little
resemblance
to
other
methylenedioxy
phenylalkylamine
derivatives
such
as
3,4-methylenedioxy-N-methylamphetamine (MDMA), instead producing primarily stimulant effects with
only mild entactogenic qualities.
MDPV undergoes CYP450 2D6, 2C19, 1A2, and COMT phase 1 metabolism (liver) into methylcatechol
and pyrrolidine, which in turn are glucuronated (uridine 5'-diphospho-glucuronosyl-transferase) allowing
it to be excreted by the kidneys, with only a small fraction of the metabolites being excreted into the
stools. No free pyrrolidine will be detected in the urine.
Diazepam (DIA)
Diazepam is a medication of the benzodiazepine family that typically produces a calming effect. It has
anticonvulsant properties. Diazepam has no effect on GABA levels and no effect on glutamate
decarboxylase activity, but has a slight effect on gamma-amino butyric acid transaminase activity.
Diazepam can be administered orally, intravenously intramuscularly (IM), or as a suppository. When
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administered orally, it is rapidly absorbed and has a fast onset of action. The onset of action is one to
five minutes for IV administration and 15–30 minutes for IM administration. The duration of diazepam's
peak pharmacological effects is 15 minutes to one hour for both routes of administration. The
bioavailability after oral administration is 100% and 90% after rectal administration. Peak plasma levels
occur between 30 and 90 minutes after oral administration and between 30 and 60 minutes after
intramuscular administration; after rectal administration, peak plasma levels occur after 10 to 45
minutes. Diazepam is highly protein-bound, with 96 to 99% of the absorbed drug being protein-bound.
The distribution half-life of diazepam is 2 to 13 minutes. When diazepam is administered IM, absorption
is slow, erratic, and incomplete.
Zopiclone (ZOP)
Zopiclone is a nonbenzodiazepine hypnotic agent used in the treatment of insomnia. It is a
cyclopyrrolone, which increases the normal transmission of the neurotransmitter gamma-aminobutyric
acid in the central nervous system, as benzodiazepines do, but in a different way. Zopiclone is indicated
for the short-term treatment of insomnia where sleep initiation or sleep maintenance are prominent
symptoms. Long-term use is not recommended, as tolerance, dependence, and addiction can occur
with prolonged use. Zopiclone is partly extensively metabolized in the liver to form an active
N-demethylated derivative (N-desmethylzopiclone) and an inactive zopiclone-N-oxide.
In urine, the N-demethyl and N-oxide metabolites account for 30% of the initial dose. Between 7 and
10% of zopiclone is recovered from the urine, indicating extensive metabolism of the drug before
excretion. The terminal elimination half-life of zopiclone ranges from 3.5 to 6.5 hours (5 hours on
average).16 Time to peak plasma concentration is 1 - 2 h, the absorption rate constant is 1.3 h-1 and
maximum plasma concentration after administration of 7.5 mg is 131µg/l.
Zopiclone may be measured in blood, plasma, or urine by chromatographic methods. Plasma
concentrations are typically less than 100μg/l during therapeutic use, but frequently exceed 100μg/l in
automotive vehicle operators arrested for impaired driving ability and may exceed 1000μg/l in acutely
poisoned patients. Post mortem blood concentrations are usually in a range of 0.4-3.9 mg/l in victims of
fatal acute overdose.17.18.19
Methcathinone(MCAT)
Methcathinone, is a monoamine alkaloid and psychoactive stimulant, a substituted cathinone. Methcathinone is
a highly addictive drug, primarily psychologically addicting and most of the signs of addiction to the drug are
emotional or psychological. It has been popularized and continues to be sold under misleading names such as
"bath salts", "plant fertilizers" or "research chemicals", but it is actually a powerful psycho-stimulant used as a
recreational drug. Effects of this drug typically last from 4 to 6 hours. It is used as a recreational drug due to its
potent stimulant and euphoric effects and is considered to be addictive, with both physical and psychological
withdrawal occurring if its use is discontinued after prolonged or high-dosage administration 20. It is usually
snorted, but can be smoked, injected, or taken orally. Methcathinone is listed as a Schedule I controlled
substance by the Convention on Psychotropic Substances and the United States' Controlled Substances Act,
and as such it is not considered to be safe or effective in the treatment, diagnosis, prevention, or cure of any
disease, and has no approved medical use. Methcathinone has very strong affinities for the dopamine
transporter and the norepinephrine (noradrenaline) transporter. Its affinity for the serotonin transporter is less
than that of methamphetamine.21
Effects of short term intoxication are similar to those produced by crack cocaine or methamphetamine:
stimulation of heart rate and respiration; feeling of euphoria; loss of appetite; increased alertness; pupils may be
dilated; body temperature may be slightly elevated. Acute intoxication at higher doses may also result in:
insomnia, tremors and muscle twitching, fever, headaches, convulsions, irregular heart rate and respirations,
anxiety, restlessness, paranoia, hallucinations and delusions.
7-aminoclonazepam (7-ACL)
7-aminoclonazepam is the major metabolite of clonazepam. Clonazepam sold under the
brandname Klonopin among others, is a medication used to prevent and treat seizures, panic disorder,
and for the movement disorder known as akathisia. It is a type of benzodiazepine. As a major
metabolite, 7-aminoclonazepam may be used to monitor use of the parent drug, clonazepam.
Clonazepam, marketed as Klonopin and Rivotril, is a long-acting benzodiazepine with anxiolytic,
anticonvulsant, muscle relaxant, and hypnotic properties.
The Multi-Drug Rapid Test Panel (Urine) is a rapid urine-screening test that can be performed without the use of
an instrument. The test utilizes the antibody to selectively detect elevated levels of 7-aminoclonazepam in urine.
The Multi-Drug Rapid Test Panel (Urine) yields a positive result when the 7-aminoclonazepam in urine exceed
the cut-off level.
Carfentanyl(CFYL)
Carfentanyl is an analog of the synthetic opioid analgesic fentanyl. It is 10,000 times more potent than
morphine, making it among the most potent commercially used opioids. Carfentanil was first
synthesized in 1974. It is marketed under the trade name Wildnil as a general anaesthetic agent for
large animals. Side effects of carfentanil are similar to those of fentanyl, which include itching, nausea
and respiratory depression, which can be life-threatening. Carfentanil is classified as Schedule II under
the Controlled Substances Act in the United States with a DEA ACSCN of 9743.
Caffeine(CAF)
Caffeine is a central nervous system (CNS) stimulant of the methylxanthine class. It is the world's most
widely consumed psychoactive drug. It is found in the seeds, nuts, or leaves of a number of plants
native to South America and East Asia and confers on them several survival and reproductive benefits.
Caffeine can produce a mild form of drug dependence – associated with withdrawal symptoms such as
sleepiness, headache, and irritability – when an individual stops using caffeine after repeated daily intake.
13.14.15
After intravenous administration of caffeine the urine level of the drug is approximately the same in each of
the first 4 hourly specimens. Blood samples taken 10 and 70 minutes after injection of the drug were analyzed
and showed 0.29 and 0.28mg. per 100 cc. respectively. There are to be contrasted with the 1st hour urine which
contained 0.73mg.per 100 cc., essentially 3 times that in the blood. After oral administration of caffeine to the
horse the concentration of caffeine in the urine rose progressively during the first 3 hours, remained relatively
constant through the 8th hours. At 48 hours, a urine specimen contained approximately 0.17mg. per 100 cc. of
caffeine. In addition, flu-like symptoms, nausea/vomiting, and muscle pain/stiffness were judged likely to
represent valid symptom categories. In experimental studies, the incidence of headache was 50% and the
incidence of clinically significant distress or functional impairment was 13%. Typically, onset of symptoms
occurred 12–24 h after abstinence, with peak intensity at 20–51 h, and for a duration of 2–9 days. 151% to 3% of
caffeine is excreted unchanged in the urine. The rate of caffeine metabolism is variable, with a half-life of 4 to 6h.
16.17

Cathine (CAT)
Cathinone, also known as benzoylethanamine, or β-keto-amphetamine is a monoamine alkaloid found
in the shrub Catha edulis (CAT) and is chemically similar to ephedrine, Cathinone, methCathinone and
other amphetamines. It with amphetamine, ephedrine, methamphetamine and mephedrone belongs to
excitatory amphetamines psychiatric drugs, has the strong central excitement and suppress appetite,
has been widely applied in the depression, fatigue, obesity, gastric ulcer, etc. The earliest found in Arab
tea, because of its structure and pharmacological activities are similar to amphetamines, so called
"natural amphetamine. 22It has approximately 10-14% the potency of amphetamine. 23
S-(-)-Cathinone (S-(-)-alpha-aminopropiophenone) is the major active principle of khat leaves (Catha
edulis), which are widely used in East Africa and the Arab peninsula as an amphetamine-like stimulant.
After oral administration of synthesized cathinone (isomers, racemate), 22-52% was recovered in 24 h

urine samples mainly as aminoalcohol metabolites. With GC/MS, HPLC and CD, the main metabolite of
S-(-)-cathinone was identified as R/S-(-)-norephedrine and the main metabolite of R-(+)-cathinone as
R/R-(-)-norpseudoephedrine. Both aminoalcohols are formed by a stereospecific keto reduction. 24
Use too much Cathinone can cause loss of appetite, anxiety, irritability, insomnia, illusion and panic
attacks. Abusers have for a long time for the development of personality disorder and continuing the risk
of myocardial infarction. The World Anti-Doping Agency's list of prohibited substances (used for the
Olympic Games among other athletic events) bars cathine in concentrations of over 5 micrograms per
milliliter in urine.Cathine is a Schedule III drug under the Convention on Psychotropic Substances. 25
Tropicamide(TRO)
Tropicamide is an antimuscarinic drug usually prescribed as an ophthalmic solution to induce short-term
mydriasis and cycloplegia. Tropicamide is currently abused (injected intravenously) as an inexpensive
recreational deliriant drug26.
Misuse of tropicamide typically occurs through IV injection; its effects last from 30 min to 6 h, and It is
usually mixed with heroin, methadone, and other opioid drugs to potentiate the " rush" when injected
intravenously26.Medical effects of tropicamide misuse include slurred speech, persistent mydriasis,
unconsciousness/unresponsiveness, hallucinations, kidney pain, dysphoria, “open eye dreams,”
hyperthermia, tremors, suicidal feelings, convulsions, psychomotor agitation, tachycardia and
headache.
The TRO Rapid Test Dipstick (Urine) is a rapid urine screening test that can be performed without the use of an
instrument. The test utilizes a monoclonal antibody to selectively detect elevated levels of tropicamide in urine.
The TRO Rapid Test Dipstick (Urine) yields a positive result when tropicamide in urine exceeds 350ng/mL
Alprazolam（ALP）
Alprazolam, available under the trade name Xanax among others, is a short-acting anxiolytic of the
benzodiazepine class. It is commonly used for the treatment of panic disorder, and anxiety disorders, such as
generalized anxiety disorder (GAD) or social anxiety disorder (SAD). 27.28Alprazolam, like other
benzodiazepines, binds to specific sites on the GABAA receptor. It possesses anxiolytic, sedative, hypnotic,
skeletal muscle relaxant, anticonvulsant, and amnestic properties.
A mean half-life of alprazolam of 16.3 hours has been observed in healthy elderly subjects (range: 9.0-26.9
hours, n=16) compared to 11.0 hours (range: 6.3-15.8 hours, n=16) in healthy adult subjects.
Alprazolam and its metabolites are excreted primarily in the urine. The pharmacokinetics of alprazolam and two
of its major active metabolites (4-hydroxyalprazolam and α-hydroxyalprazolam) are linear, and concentrations
are proportional up to the recommended maximum daily dose of 10 mg given once daily. [3] Peak
concentrations in the plasma occur in one to two hours following administration. Plasma levels are proportionate
to the dose given; over the dose range of 0.5 to 3.0 mg, peak levels of 8.0 to 37ng/ml were observed.29
【WHAT IS ADULTERATION】
Adulteration is the tampering of a urine specimen with the intention of altering the test results. The use
of adulterants can cause false negative results in drug tests by either interfering with the screening test
and/or destroying the drugs present in the urine. Dilution may also be employed in an attempt to
produce false negative drug test results.
One of the best ways to test for adulteration or dilution is to determine certain urinary characteristics
such as pH, specific gravity and creatinine and to detect the presence of oxidants/PCC, nitrites or
glutaraldehyde in urine.
Oxidants/PCC (Pyridiniumchlorochromate)tests for the presence of oxidizing agents such as bleach
and hydrogen peroxide. Pyridiniumchlorochromate (sold under the brand name Urine Luck) is a
commonly used adulterant.8 Normal human urine should not contain oxidants of PCC.
Specific gravity tests for sample dilution. The normal range is from 1.003 to 1.030. Values outside this
range may be the result of specimen dilution or adulteration.
Ph tests for the presence of acidic or alkaline adulterants in urine. Normal pH levels should be in the
range of 4.0 to 9.0. Values outside of this range may indicate the sample has been altered.
Nitrite tests for commonly used commercial adulterants such as Klear and Whizzies. They work by
oxidizing the major cannabinoid metabolite THC-COOH.9 Normal urine should contain no trace of
nitrite. Positive results generally indicate the presence of an adulterant.
Glutaraldehyde tests for the presence of an aldehyde. Adulterants such as Urin Aid and Clear Choice
contain glutaraldehyde which may cause false negative results by disrupting the enzyme used in some
immunoassay tests.9 Glutaraldehyde is not normally found in urine; therefore, detection of
glutaraldehyde in a urine specimen is generally an indicator of adulteration.
Creatinine is a waste product of creatine; an amino-acid contained in muscle tissue and found in
urine.2 A person may attempt to foil a test by drinking excessive amounts of water or diuretics such as
herbal teas to “ flush” the system. Creatinine and specific gravity are two ways to check for dilution and
flushing, which are the most common mechanisms used in an attempt to circumvent drug testing. Low
Creatinine and specific gravity levels may indicate dilute urine. The absence of Creatinine (<5 mg/dl) is
indicative of a specimen not consistent with human urine.
Bleach tests for the presence of bleach bleach refers to a number of chemicals which remove color,
whiten or disinfect, often by oxidation, Bleaches are used as household chemicals to whiten clothes and
remove stains and as disinfectants. Normal human urine should not contain bleach.
【PRINCIPLE (FOR DOA TESTS EXCLUDING ALCOHOL)】
During testing, a urine specimen migrates upward by capillary action. A drug, if present in the urine
specimen below its cut-off concentration, will not saturate the binding sites of its specific antibody. The
antibody will then react with the drug-protein conjugate and a visible colored line will show up in the test
region of the specific drug dipstick. The presence of drug above the cut-off concentration will saturate
all the binding sites of the antibody. Therefore, the colored line will not form in the test region.
A drug-positive urine specimen will not generate a colored line in the specific test region of the dipstick
because of drug competition, while a drug-negative urine specimen will generate a line in the test
region because of the absence of drug competition.
To serve as a procedural control, a colored line will always appear at the control region, indicating that
proper volume of specimen has been added and membrane wicking has occurred.
【PRINCIPLE (FOR ALCOHOL)】
The urine Alcohol Rapid Test consists of a plastic strip with a reaction pad attached at the tip. On
contact with alcohol, the reaction pad will change colors depending on the concentration of alcohol
present. This is based on the high specificity of alcohol oxidase for ethyl alcohol in the presence of
peroxidase and enzyme substrate such as TMB.
【REAGENTS(FOR DOA TESTS EXCLUDING ALCOHOL)】
Each test line contains anti-drug mouse monoclonal antibody and corresponding drug-protein
conjugates. The control line contains goat anti-rabbit IgG polyclonal antibodies and rabbit IgG.
【REAGENTS (FOR ALCOHOL)】
Tetramethylbenzidine,
Alcohol Oxidase
Peroxidase
【S.V.T REAGENTS】
Adulteration Pad
Reactive indicator
Buffers and non-reactive ingredients
Creatinine
0.04%
99.95%

Nitrite
0.07%
99.94%
Bleach
0.39%
99.77%
Glutaraldehyde
0.02%
99.97%
pH
0.06%
99.94%
Specific Gravity
0.25%
99.78%
Oxidants / PCC
0.36%
99.70%
【PRECAUTIONS】
 For healthcare professionals including professionals at point of care sites.
 Immunoassay for in vitro diagnostic use only. The test Panel should remain in the sealed pouch until
use.
 All specimens should be considered potentially hazardous and handled in the same manner as an
infectious agent.
 The used test Panel should be discarded according to federal, state and local regulations.
【STORAGE AND STABILITY】
Store as packaged in the sealed pouch at 2-30°C. The test is stable through the expiration date printed
on the sealed pouch. The test Panels must remain in the sealed pouch until use. DO NOT FREEZE. Do
not use beyond the expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
Urine Assay
The urine specimen should be collected in a clean and dry container. Urine collected at any time of the
day may be used. Urine specimens exhibiting visible precipitates should be centrifuged, filtered, or
allowed to settle to obtain a clear specimen for testing.
Specimen Storage
Urine specimens may be stored at 2-8°C for up to 48 hours prior to testing. For prolonged storage,
specimens may be frozen and stored below -20°C. Frozen specimens should be thawed and mixed
well before testing. When testing cards with S.V.T. or Alcohol storage of urine specimens should not
exceed 2 hours at room temperature or 4 hours refrigerated prior to testing.
【MATERIALS】
Materials Provided
 Test Panels
 Package insert
 Adulteration Color Chart (when applicable)
Materials Required But Not Provided
 timer
【DIRECTIONS FOR USE】
Allow the test, urine specimen, and/or controls to reach room temperature (15-30ºC) prior to
testing.
1. Bring the pouch to room temperature before opening it. Remove the test panel from the sealed
pouch and use it within one hour.
2. Remove the cap.
3. With the arrow pointing toward the urine specimen, immerse the test panel vertically in the urine
specimen for at least 10 to 15 seconds. Immerse the dipstick to at least the level of the wavy
lines, but not above the arrow on the test panel.
4. Replace the cap and place the test panel on a non-absorbent flat surface.
5. Start the timer and wait for the colored line(s) to appear.
6. Read the adulteration strips and Alcohol strip between 3-5 minutes according to color chart provided
separately/on foil pouch. Refer to your Drug Free Policy for guidelines on adulterated specimens.
We recommend not to interpret the drug test results and either retest the urine or collect another
specimen in case of any positive result for any adulteration test.
7. The drug strip result should be read at 5 minutes. Do not interpret the result after 10 minutes.

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
NEGATIVE:* A colored line appears in the Control region (C) and colored lines appear in the Test
region (T). This negative result means that the concentrations in the urine sample are below the
designated cut-off levels for a particular drug tested.
*NOTE: The shade of the colored lines(s) in the Test region (T) may vary. The result should be
considered negative whenever there is even a faint line.
POSITIVE: A colored line appears in the Control region (C) and NO line appears in the Test
region (T). The positive result means that the drug concentration in the urine sample is greater than the
designated cut-off for a specific drug.
INVALID: No line appears in the Control region (C). Insufficient specimen volume or incorrect
procedural techniques are the most likely reasons for Control line failure. Read the directions again and
repeat the test with a new test card. If the result is still invalid, contact your manufacturer.
【INTERPRETATION OF RESULTS (S.V.T/ ADULTERATION)】
(Please refer to the color chart)
Semi Quantitative results are obtained by visually comparing the reacted color blocks on the strip to the
printed color blocks on the color chart.
No instrumentation is required.
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【INTERPRETATION OF RESULTS (ALCOHOL STRIP)】
Negative: Almost no color change by comparing with the background. The negative result indicates that
the urine alcohol level is less than 0.02%.
Positive: A distinct color developed all over the pad. The positive result indicates that the urine alcohol
concentration is 0.02% or higher.
Invalid: The test should be considered invalid If only the edge of the reactive pad turned color that
might be ascribed to insufficient sampling. The subject should be re-tested. Besides, if the color pad has
a blue color before applying urine sample, do not use the test.
【QUALITY CONTROL】
A procedural control is included in the test. A line appearing in the control region (C) is considered an
internal procedural control. It confirms sufficient specimen volume, adequate membrane wicking and
correct procedural technique.
Control standards are not supplied with this kit. However, it is recommended that positive and negative
controls be tested as good laboratory practice to confirm the test procedure and to verify proper test
performance.
【LIMITATIONS】
1. The Multi-Drug Rapid Test Panel provides only a qualitative, preliminary analytical result. A
secondary analytical method must be used to obtain a confirmed result. Gas chromatography/mass
spectrometry (GC/MS) is the preferred confirmatory method.1,10
2. There is a possibility that technical or procedural errors, as well as interfering substances in the
urine specimen may cause erroneous results.
3. Adulterants, such as bleach and/or alum, in urine specimens may produce erroneous results
regardless of the analytical method used. If adulteration is suspected, the test should be repeated
with another urine specimen.
4. A positive result does not indicate level or intoxication, administration route or concentration in urine.
5. A negative result may not necessarily indicate drug-free urine. Negative results can be obtained
when drug is present but below the cut-off level of the test.
6. This test does not distinguish between drugs of abuse and certain medications.
7. A positive test result may be obtained from certain foods or food supplements. Alcohol in the
atmosphere, such as spray from perfumes, deodorizers, glass cleaners etc. can affect the Alcohol
Rapid Tests. Therefore, adequate measures should be taken to avoid undue interference from such
atmospheric agents in the testing area.
8. The test is only for detection of presence/ absence of alcohol in the urine, which may result from
habitual drinking or medications and does not discriminate the two.
【S.V.T/ ADULTERATION LIMITATIONS】
1. The adulteration tests included with the product are meant to aid in the determination of abnormal
specimens. While comprehensive, these tests are not meant to be an “all-inclusive” representation of
possible adulterants.
2. Oxidants/PCC: Normal human urine should not contain oxidants or PCC. The presence of high levels
of antioxidants in the specimen, such as ascorbic acid, may result in false negative results for the
oxidants/PCC pad.
3. Specific Gravity: Elevated levels of protein in urine may cause abnormally high specific gravity
values.
4. Nitrite: Nitrite is not a normal component of human urine. However, nitrite found in urine may indicate
urinary tract infections or bacterial infections. Nitrite levels of > 20 mg/dL may produce false positive
glutaraldehyde results.
5. Glutaraldehyde: is not normally found in urine. However certain metabolic abnormalities such as
ketoacidosis (fasting, uncontrolled diabetes or high protein diets) may interfere with the test results.
6. Creatinine: Normal Creatinine levels are between 20 and 350 mg/dL. Under rare conditions, certain
kidney diseases may show dilute urine.
7. Bleach: Normal human urine should not contain bleach. The presence of high levels of bleach in the
specimen may result in false negative results for the bleach pad.
【EXPECTED VALUES】
The negative result indicates that the drug concentration is below the detectable level. Positive result
means the concentration of drug is above the detectable level.
【PERFORMANCE CHARACTERISTICS】
Accuracy
A side-by-side comparison was conducted using the Multi-Drug Rapid Test Panel and commercially
available drug rapid tests. Testing was performed on approximately 250 specimens per drug type
previously collected from subjects presenting for Drug Screen Testing. Presumptive positive results
were confirmed by GC/MS.
Method
Multi-Drug Rapid Test Panel
Positive
ACE
5,000
Negative
Positive
AMP
1,000
Negative
Positive
AMP
500
Negative
Positive
AMP
300
Negative
Positive
BAR
300
Negative
Positive
BAR
200
Negative
Positive
BZO
500
Negative
Positive
BZO
300
Negative
Positive
BZO
200
Negative
Positive
BZO
100
Negative
Positive
BUP
10
Negative
Positive
BUP
5
Negative
Positive
COC
300
Negative
COC
Positive

GC/MS
Positive
29
2
103
2
110
1
116
1
98
4
101
5
112
2
121
2
127
1
128
1
105
1
105
1
111
2
40

Negative
1
68
3
142
2
137
2
131
2
146
3
141
3
133
1
126
2
120
3
118
0
144
0
144
3
134
0

% agreement with GC/MS
93.5%
98.6%
98.1%
97.9%
99.1%
98.6%
99.1%
98.5%
96.1%
98.6%
95.3%
97.9%
98.2%
97.8%
98.4%
99.2%
99.2%
98.4%
99.2%
97.5%
99.1%
>99.9%
99.1%
>99.9%
98.2%
97.8%
>99.9%

Method
Multi-Drug Rapid Test Panel
200
Negative
Positive
COC
150
Negative
Positive
COC
100
Negative
Positive
THC
300
Negative
Positive
THC
200
Negative
Positive
THC
150
Negative
Positive
THC
50
Negative
Positive
THC
30
Negative
Positive
THC
25
Negative
Positive
MTD
300
Negative
Positive
MTD
200
Negative
Positive
MET
1,000
Negative
Positive
MET
500
Negative
Positive
MET
300
Negative
Positive
MDMA
1,000
Negative
Positive
MDMA
500
Negative
Positive
MDMA
300
Negative
Positive
MOP
300
Negative
Positive
MOP
200
Negative
Positive
MOP
100
Negative
Positive
MQL
Negative
Positive
OPI
Negative
Positive
PCP
Negative
Positive
PPX
Negative
Positive
TCA
Negative
Positive
TML
100
Negative
Positive
TML
200
Negative
Positive
TML
300
Negative
Positive
KET
1,000
Negative
Positive
KET
500
Negative
Positive
KET
300
Negative
Positive
KET
100
Negative
Positive
OXY
100
Negative
Positive
COT
200
Negative
Positive
COT
100
Negative
Positive
EDDP
300
Negative
Positive
EDDP
100
Negative
Positive
FYL
20
Negative
Positive
FYL
10
Negative
Positive
K2-50
Negative
Positive
K2-30
Negative
Positive
K2-25
Negative
6-MAM10
Positive

GC/MS
Positive
0
116
2
117
1
85
4
85
6
86
5
92
2
94
2
95
3
89
1
91
1
76
3
83
2
88
2
99
2
102
2
103
2
95
5
95
5
98
3
79
9
117
4
85
7
97
4
91
5
82
11
82
11
81
11
77
2
81
2
89
3
97
4
84
2
88
3
93
2
92
2
95
3
79
1
80
1
78
2
82
2
82
2
42

Negative
60
4
128
4
128
3
158
4
155
4
155
3
153
3
151
4
148
2
158
2
156
5
166
5
160
4
156
1
148
1
145
1
144
7
143
6
144
5
144
11
151
8
121
5
153
9
140
13
141
12
145
6
151
6
152
3
168
3
164
4
154
4
145
1
163
4
155
3
152
1
155
5
147
1
169
1
168
3
167
2
164
3
163
2

% agreement with GC/MS
>99.9%
98.3%
97.0%
99.2%
97.0%
95.5%
98.1%
93.4%
97.5%
94.5%
97.5%
97.9%
98.1%
97.9%
98.1%
96.9%
97.4%
98.9%
98.8%
98.7%
98.7%
96.2%
97.1%
97.6%
97.0%
97.8%
97.5%
98.0%
99.3%
98.1%
99.3%
98.1%
99.3%
95.0%
95.3%
95.0%
96.0%
97.0%
96.6%
89.8%
93.2%
96.7%
93.8%
92.4%
96.8%
96.0%
94.0%
94.8%
91.6%
88.2%
92.4%
88.2%
96.2%
88.0%
96.2%
97.5%
98.2%
97.6%
98.2%
96.7%
97.5%
96.0%
97.3%
97.7%
99.4%
96.7%
97.5%
97.9%
98.1%
97.9%
99.4%
96.9%
96.7%
98.8%
99.4%
98.8%
99.4%
97.5%
98.2%
97.6%
98.8%
97.6%
98.2%
97.7%

Method
Multi-Drug Rapid Test Panel
Negative
Positive
MDA500
Negative
Positive
ETG500
Negative
Positive
ETG1,000
Negative
Positive
CLO
400
Negative
Positive
CLO
150
Negative
Positive
LSD 20
Negative
Positive
LSD 50
Negative
Positive
MPD
Negative
Positive
ZOL
Negative
Positive
MEP100
Negative
Positive
MDPV
Negative
Positive
DIA 300
Negative
Positive
DIA 200
Negative
Positive
ZOP 50
Negative
Positive
MCAT 500
Negative
Positive
7-ACL 300
Negative
Positive
7-ACL 200
Negative
Positive
7-ACL 100
Negative
Positive
CFYL 500
Negative
Positive
CAF 1000
Negative
Positive
CAT 150
Negative
Positive
TRO 350
Negative
Positive
ALP 100
Negative
ACE
5,000
Positive
Agreement
Negative
Agreement
Total Results

AMP
1,000

GC/MS
Positive
Negative
1
105
103
3
2
142
83
1
2
164
81
1
4
164
101
1
3
145
103
2
1
144
33
1
2
64
32
1
2
65
35
1
2
62
20
2
2
66
19
2
2
64
28
1
2
69
121
1
2
126
121
1
2
126
19
2
3
69
20
4
2
76
32
1
2
43
35
1
2
40
36
1
2
39
36
1
2
72
21
3
2
66
19
2
2
73
23
2
2
64
20
2
2
74
% Agreement with Commercial Kit
AMP AMP BAR BAR BZO
500
300
300
200
500

% agreement with GC/MS
98.1%
98.1%
97.9%
97.6%
99.4%
95.3%
99.4%
97.1%
99.3%
99.0%
98.6%
94.3%
98.5%
94.1%
98.5%
94.6%
98.4%
90.9%
97.1%
90.5%
97.0%
93.3%
98.6%
98.4%
99.2%
98.4%
99.2%
86.4%
97.2%
90.9%
95.0%
94.1%
97.7%
94.6%
97.6%
94.7%
97.5%
94.7%
98.6%
91.3%
95.7%
90.5%
97.3%
92.0%
97.0%
90.9%
97.4%
BZO
300

BZO
200

BZO
100

BUP
10

*

>99.9% >99.9% >99.9% >99.9% >99.9% >99.9% >99.9% >99.9% >99.9% >99.9%

*

>99.9% >99.9% >99.9% >99.9% >99.9% >99.9% >99.9% >99.9% >99.9% >99.9%

*

>99.9% >99.9% >99.9% >99.9% >99.9% >99.9% >99.9% >99.9% >99.9% >99.9%

BUP
5

COC
300

COC
200

COC
150

*

>99.9%

*

*

>99.9% >99.9% >99.9% >99.9% >99.9% >99.9% >99.9%

*

>99.9%

*

*

>99.9% >99.9% >99.9% >99.9% >99.9% >99.9% >99.9%

*

>99.9%

*

*

>99.9% >99.9% >99.9% >99.9% >99.9% >99.9% >99.9%

Positive
Agreement
Negative
Agreement
Total
Results

MET
MET MDMA
500
300
1,000
Positive
>99.9% >99.9% >99.9%
Agreement
Negative
>99.9% >99.9% >99.9%
Agreement
Total
>99.9% >99.9% >99.9%
Results

Positive
Agreement
Negative
Agreement
Total Results

COC
100

MDMA MDMA
500
300

MOP
300

MOP
100

THC
25

MQL

MTD
300

OPI

MTD
200

PCP

MET
1,000

PPX

*

>99.9% >99.9% >99.9%

*

>99.9% >99.9%

>99.9%

*

>99.9% >99.9% >99.9%

*

>99.9% >99.9%

>99.9%

*

>99.9% >99.9% >99.9%

*

>99.9% >99.9%

TML
100

TML
200

TML
300

*

*

*

*

*

*

*

*

*

*

*

*

FYL
20

THC
50

>99.9%

TCA

EDDP EDDP
300
100

THC
150

FYL
10

KET
1,000

OXY

COT
200

COT
100

>99.9% >99.9% >99.9% >99.9%

*

*

*

>99.9% >99.9% >99.9% >99.9%

*

*

*

>99.9% >99.9% >99.9% >99.9%

*

*

*

ETG
1,000

CLO
400

K2
50

K2
30

KET
500

K5
25

KET
300

KET
100

6-MAM MDA
10
500

ETG
500
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Positive
Agreement
Negative
Agreement
Total Results

*

*

*

*

*

*

*

*

*

*

*

*

*

*

*

*

*

*

*

*

*

*

*

*

*

*

*

*

*

*

*

*

*

*

*

*

THC
MEP MDP DIA
CLO LSD LSD
THC
MOP
MPD ZOL
30/30
100
V
300
150
20
50
200
200
0
1000
Positive
>99.9
*
*
*
*
*
*
*
*
*
*
Agreement
%
Negative
>99.9
*
*
*
*
*
*
*
*
*
*
Agreement
%
Total
>99.9
*
*
*
*
*
*
*
*
*
*
Results
%

DIA
200

ZOP MCA
50
T
500

*

*

*

*

*

*

*

*

*

7-ACL
200
*

7-ACL
100
*

CFYL
500
*

CAF
1000
*

CAT
150
*

TRO
350
*

ALP

Positive Agreement

7-ACL
300
*

Negative Agreement

*

*

*

*

*

*

*

*

*

Total Results
*
*
*
*
*
*
*
*
*
Note: Based on GC/MS data instead of Commercial Kit.
Precision
A study was conducted at three hospitals by laypersons using three different lots of product to
demonstrate the within run, between run and between operator precision. An identical card of coded
specimens, containing drugs at concentrations of  50% and  25% cut-off level, was labeled, blinded
and tested at each site. The results are given below:
ACETAMINOPHEN (ACE5,000)
Site A
Site B
Site C
Amphetamine
n per
conc. (ng/mL)
site
+
+
+
0
10
10
0
10
0
10
0
2,500
10
10
0
10
0
10
0
3,750
10
9
1
9
1
8
2
6,250
10
1
9
1
9
1
9
7,500
10
0
10
0
10
0
10
AMPHETAMINE (AMP 1,000)
Site A
Site B
Site C
Amphetamine
n per
conc. (ng/mL)
site
+
+
+
0
10
10
0
10
0
10
0
500
10
10
0
10
0
10
0
750
10
9
1
8
2
9
1
1,250
10
1
9
2
8
2
8
1,500
10
0
10
0
10
0
10
AMPHETAMINE (AMP 500)
Site A
Site B
Site C
Amphetamine
n per
conc. (ng/mL)
site
+
+
+
0
10
10
0
10
0
10
0
250
10
10
0
10
0
10
0
375
10
9
1
9
1
9
1
625
10
2
8
1
9
2
8
750
10
0
10
0
10
0
10
AMPHETAMINE (AMP 300)
Site A
Site B
Site C
n per
Amphetamine
site
conc. (ng/mL)
+
+
+
0
10
10
0
10
0
10
0
150
10
10
0
10
0
10
0
225
10
8
2
8
2
8
2
375
10
2
8
2
8
2
8
450
10
0
10
0
10
0
10
BARBITURATES (BAR 300)
Secobarbital
conc. (ng/mL)
0
150
225
375
450
BARBITURATES (BAR 200)
Secobarbital
conc. (ng/mL)
0
100
150
250
300
BENZODIAZEPINES (BZO 500)
Oxazepam

conc. (ng/mL)
0
250
375
625
750
BENZODIAZEPINES (BZO 300)
Oxazepam
conc. (ng/mL)
0
150
225
375
450
BENZODIAZEPINES (BZO 200)
Oxazepam
conc. (ng/mL)
0
100
150
250
300
BENZODIAZEPINES (BZO 100)
Oxazepam
conc. (ng/mL)
0
50
75
125
150
BUPRENORPHINE (BUP 10)
Buprenorphine
conc. (ng/mL)
0
5
7.5
12.5
15
BUPRENORPHINE (BUP 5)
Buprenorphine
conc. (ng/mL)
0
2.5
3.75
6.25
7.5
COCAINE (COC 300)
Benzoylecgonine
conc. (ng/mL)
0
150
225
375
450
COCAINE (COC 200)
Benzoylecgonine
conc. (ng/mL)

Site A
+
10
0
10
0
9
1
2
8
0
10

Site B
+
10
0
10
0
8
2
1
9
0
10

Site C
+
10
0
10
0
9
1
2
8
0
10

0
100
150
250
300
COCAINE (COC 150)
Benzoylecgonine
conc. (ng/mL)

10
10
10
10
10

Site A
+
10
0
10
0
9
1
1
9
0
10

Site B
+
10
0
10
0
9
1
1
9
0
10

Site C
+
10
0
10
0
9
1
1
9
0
10

0
75
112.5
187.5
225
COCAINE (COC 100)
Benzoylecgonine
conc. (ng/mL)

n per

Site A

Site B

Site C

n per
site
10
10
10
10
10
n per
site

0
50

site
10
10
10
10
10
n per
site
10
10
10
10
10
n per
site
10
10
10
10
10
n per
site
10
10
10
10
10
n per
site
10
10
10
10
10
n per
site
10
10
10
10
10
n per
site
10
10
10
10
10
n per
site
10
10
10
10
10
n per
site
10
10
10
10
10
n per
site
10
10

10
10
8
1
0

+
0
0
2
9
10

10
10
9
2
0

+
0
0
1
8
10

10
10
8
1
0

+
0
0
2
9
10

Site A
+
10
0
10
0
9
1
1
9
0
10

Site B
+
10
0
10
0
9
1
1
9
0
10

Site C
+
10
0
10
0
9
1
1
9
0
10

Site A
+
10
0
10
0
9
1
1
9
0
10

Site B
+
10
0
10
0
8
2
1
9
0
10

Site C
+
10
0
10
0
9
1
2
8
0
10

Site A
+
10
0
10
0
9
1
1
9
0
10

Site B
+
10
0
10
0
8
2
1
9
0
10

Site C
+
10
0
10
0
7
3
2
8
0
10

Site A
+
10
0
10
0
9
1
1
9
0
10

Site B
+
10
0
10
0
9
1
1
9
0
10

Site C
+
10
0
10
0
8
2
1
9
0
10

Site A
+
10
0
10
0
9
1
1
9
0
10

Site B
+
10
0
10
0
9
1
1
9
0
10

Site C
+
10
0
10
0
8
2
1
9
0
10

Site A
+
10
0
10
0
9
1
1
9
0
10

Site B
+
10
0
10
0
9
1
1
9
0
10

Site C
+
10
0
10
0
9
1
1
9
0
10

Site A
+
10
0
10
0
9
1
1
9
0
10

Site B
+
10
0
10
0
9
1
1
9
0
10

Site C
+
10
0
10
0
9
1
1
9
0
10

Site A
+
10
0
10
0
9
1
2
8
0
10

Site B
+
10
0
10
0
9
1
2
8
0
10

Site C
+
10
0
10
0
9
1
2
8
0
10

Site A
+
10
0
10
0

Site B
+
10
0
10
0

Site C
+
10
0
10
0

75
125
150
MARIJUANA (THC300)
11-nor-9-THC-9 COOH
Concentration (ng/mL)
0
150
225
375
450
MARIJUANA (THC200)
11-nor-9-COOH
conc. (ng/mL)
0
100
150
250
300
MARIJUANA (THC150)
11-nor-9-COOH
conc. (ng/mL)
0
75
112.5
187.5
225
MARIJUANA (THC50)
11-nor-9-COOH
conc. (ng/mL)
0
25
37.5
62.5
75
MARIJUANA (THC25)
11-nor-9-COOH
conc. (ng/mL)
0
12.5
18.75
31.25
37.5
MARIJUANA (THC30)
11-nor-9-COOH
conc. (ng/mL)
0
15
22.5
37.5
45
METHADONE (MTD300)
Methadone
conc. (ng/mL)
0
150
225
375
450
METHADONE (MTD200)
Methadone
conc. (ng/mL)
0
100
150
250
300
METHAMPHETAMINE (MET1,000)
Methamphetamine
conc. (ng/mL)
0
500
750
1,250
1,500
METHAMPHETAMINE (MET 500)
Methamphetamine

10
10
10

9
2
0

1
8
10

9
2
0

1
8
10

9
2
0

1
8
10

n per
site
10
10
10
10
10

Site A
+
10
0
10
0
8
2
2
8
0
10

Site B
+
10
0
10
0
9
1
3
7
0
10

Site C
+
10
0
10
0
9
1
1
9
0
10

n per
site

Site A
+
10
0
10
0
9
1
2
8
0
10

Site B
+
10
0
10
0
9
1
1
9
0
10

Site C
+
10
0
10
0
9
1
1
9
0
10

Site A
+
10
0
10
0
9
1
2
8
0
10

Site B
+
10
0
10
0
9
1
1
9
0
10

Site C
+
10
0
10
0
9
1
1
9
0
10

Site A
+
10
0
10
0
9
1
1
9
0
10

Site B
+
10
0
10
0
8
2
1
9
0
10

Site C
+
10
0
10
0
9
1
2
8
0
10

Site A
+
10
0
10
0
8
2
1
9
0
10

Site B
+
10
0
10
0
8
2
1
9
0
10

Site C
+
10
0
10
0
8
2
2
8
0
10

10
10
10
10
10
n per
site
10
10
10
10
10
n per
site
10
10
10
10
10
n per
site
10
10
10
10
10
n per
site
10
10
10
10
10

10
10
9
2
0

Site A
+
0
0
1
8
10

10
10
9
2
0

Site B
0
0
1
8
10

+
10
10
9
1
0

Site C
0
0
1
9
10

Site A
+
10
0
10
0
9
1
1
9
0
10

Site B
+
10
0
10
0
9
1
1
9
0
10

Site C
+
10
0
10
0
9
1
1
9
0
10

Site A
+
10
0
10
0
8
2
1
9
0
10

Site B
+
10
0
10
0
8
2
1
9
0
10

Site C
+
10
0
10
0
8
2
2
8
0
10

10
10
10
10
10

Site A
+
10
0
10
0
9
1
1
9
0
10

Site B
+
10
0
10
0
9
1
2
8
0
10

Site C
+
10
0
10
0
9
1
1
9
0
10

n per

Site A

Site B

Site C

n per
site
10
10
10
10
10
n per
site
10
10
10
10
10
n per
site
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conc. (ng/mL)
0
250
375
625
750
METHAMPHETAMINE (MET300)
Methamphetamine
conc. (ng/mL)

site
10
10
10
10
10

10
10
9
1
0

+
0
0
1
9
10

10
10
9
1
0

+
0
0
1
9
10

Site A
Site B
+
+
0
10
10
0
10
0
150
10
10
0
10
0
225
10
9
1
9
1
375
10
1
9
1
9
450
10
0
10
0
10
METHYLENEDIOXYMETHAMPHETAMINE (MDMA1, 000) Ecstasy
Site A
Site B
Methylenedioxymethamphetamine
n per
conc. (ng/mL)
site
+
+
0
10
10
0
10
0
500
10
10
0
10
0
750
10
9
1
9
1
1,250
10
1
9
1
9
1,500
10
0
10
0
10
METHYLENEDIOXYMETHAMPHETAMINE (MDMA 500) Ecstasy
Site A
Site B
Methylenedioxymethamphetamine
n per
conc. (ng/mL)
site
+
+
0
10
10
0
10
0
250
10
10
0
10
0
375
10
8
2
9
1
625
10
1
9
1
9
750
10
0
10
0
10
METHYLENEDIOXYMETHAMPHETAMINE (MDMA 300) Ecstasy
Site A
Site B
Methylenedioxymethamphetamine
n per
conc. (ng/mL)
site
+
+
0
10
10
0
10
0
250
10
10
0
10
0
375
10
8
2
9
1
625
10
2
8
1
9
750
10
0
10
0
10
MORPHINE (MOP 300)
Site A
Site B
Morphine
n per
conc. (ng/mL)
site
+
+
0
10
10
0
10
0
150
10
10
0
10
0
225
10
9
1
9
1
375
10
1
9
1
9
450
10
0
10
0
10
MORPHINE (MOP 200)
Site A
Site B
Morphine
n per
conc. (ng/mL)
site
+
+
0
10
10
0
10
0
100
10
10
0
10
0
150
10
7
3
9
1
250
10
1
9
2
8
300
10
0
10
0
10
MORPHINE (MOP 100)
Site A
Site B
Morphine
n per
conc. (ng/mL)
site
+
+
0
10
10
0
10
0
50
10
10
0
10
0
75
10
9
1
9
1
125
10
1
9
1
9
150
10
0
10
0
10
METHAQUALONE (MQL 300)
Site A
Site B
Methaqualone
n per
conc. (ng/mL)
site
+
+
0
10
10
0
10
0
150
10
10
0
10
0
225
10
9
1
9
1
375
10
1
9
1
9
450
10
0
10
0
10
MORPHINE/OPIATE (OPI 2,000)
Site A
Site B
Morphine
n per
conc. (ng/mL)
site
+
+
0
10
10
0
10
0
n per
site

10
10
9
1
0

+
0
0
1
9
10

Site C
+
10
0
10
0
9
1
1
9
0
10
Site C
+
10
0
10
0
8
2
1
9
0
10
Site C
+
10
0
10
0
9
1
1
9
0
10

1,000
1,500
2,500
3,000
PHENCYCLIDINE (PCP)

10
10
10
10

10
9
1
0

Phencyclidine
conc. (ng/mL)

n per
site

-

+

-

+

-

+

Site C
+
10
0

Site C

10

0

10

0

10

0

10

0

10

0

10

0

18.75

10

8

2

9

1

9

1

31.25

10

1

9

1

9

1

9

10

0

10

0

10

0

10

37.5
PROPOXYPHENE (PPX)
Propoxyphene
conc. (ng/mL)
0
150
225
375
450
TRICYCLIC ANTIDEPRESSANTS (TCA)
Nortriptyline
conc. (ng/mL)
0
500
750
1,250
1,500
TRAMADOL (TML 100)

0
50
75
125
150
TRAMADOL (TML 200)

0
100
150
250
300
TRAMADOL (TML 300)

0
150
225
375
450
KETAMINE (KET1, 000)

0
500
750
1,250
1,500
KETAMINE (KET500)
Ketamine conc. (ng/mL)

Site C
+
10
0
10
0
9
1
1
9
0
10

Site B

0
1
9
10

10

Ketamine conc. (ng/mL)
Site C
+
10
0
10
0
9
1
1
9
0
10

10
9
1
0

10

Tramadol conc. (ng/mL)
Site C
+
10
0
10
0
9
1
1
9
0
10

Site A

0
1
9
10

0

Tramadol conc. (ng/mL)
Site C
+
10
0
10
0
9
1
1
9
0
10

10
9
1
0

12.5

Tramadol conc. (ng/mL)
Site C
+
10
0
10
0
7
3
1
9
0
10

0
1
9
10

0
250
375
625
750
KETAMINE (KET300)

n per
site
10
10
10
10
10
n per
site
10
10
10
10
10
n per
site
10
10
10
10
10
n per
site
10
10
10
10
10
n per
site
10
10
10
10
10
n per
site
10
10
10
10
10
n per
site
10
10
10
10
10

Ketamine conc. (ng/mL)

n per
site

0
150
225

10
10
10

Site A
+
10
0
10
0
8
2
1
9
0
10

Site B
10
10
9
1
0

+
0
0
1
9
10

Site C
+
10
0
10
0
9
1
1
9
0
10

Site A
+
10
0
10
0
9
1
1
9
0
10

Site B
+
10
0
10
0
8
2
1
9
0
10

Site C
+
10
0
10
0
8
2
1
9
0
10

Site A
+
10
0
10
0
9
1
1
9
0
10

Site B
+
10
0
10
0
9
1
1
9
0
10

Site C
+
10
0
10
0
8
2
2
8
0
10

Site A
+
10
0
10
0
9
1
1
9
0
10

Site B
+
10
0
10
0
9
1
1
9
0
10

Site C
+
10
0
10
0
8
2
2
8
0
10

Site A
+
10
0
10
0
9
1
1
9
0
10

Site B
+
10
0
10
0
9
1
1
9
0
10

Site C
+
10
0
10
0
8
2
2
8
0
10

Site A
+
10
0
10
0
9
1
1
9
0
10

Site B
+
10
0
10
0
8
2
1
9
0
10

Site C
+
10
0
10
0
9
1
2
8
0
10

Site A
+
10
0
10
0
9
1
1
9
0
10

Site B
+
10
0
10
0
9
1
1
9
0
10

Site C
+
10
0
10
0
8
2
2
8
0
10

Site A
+
10
0
10
0
9
1

Site B
+
10
0
10
0
9
1

Site C
+
10
0
10
0
9
1

375
450
KETAMINE (KET100)
Ketamine conc. (ng/mL)
0
50
75
125
150
OXYCODONE (OXY100)
Oxycodone conc. (ng/mL)
0
50
75
125
150

10
10
n per
site
10
10
10
10
10
n per
site
10
10
10
10
10

1
0

9
10

1
0

9
10

1
0

9
10

Site A
+
10
0
10
0
9
1
1
9
0
10

Site B
+
10
0
10
0
9
1
1
9
0
10

Site C
+
10
0
10
0
9
1
2
8
0
10

Site A
+
10
0
10
0
9
1
1
9

Site B
+
10
0
10
0
9
1
1
9

Site C
+
10
0
10
0
9
1
1
9

0

0

0

10

10

10

COTININE (COT 200)
Cotinine conc. (ng/mL)
0
100
150
250
300

n per
site
10
10
10
10
10

Site A
10
10
9
1
0

+
0
0
1
9
10

Site B
10
10
9
1
0

+
0
0
1
9
10

Site C
+
10
0
10
0
9
1
2
8
0
10

COTININE (COT 100)
Site A
Site B
+
+
10
0
10
0
0
10
10
0
10
0
50
10
9
1
9
1
75
10
1
9
1
9
125
10
0
10
0
10
150
10
2-ETHYLIDENE-1,5-DIMETHYL-3,3-DIPHENYLPYRROLIDINE (EDDP 300)
Site A
Site B
n per
EDDP conc. (ng/mL)
site
+
+
0
10
10
0
10
0
150
10
10
0
10
0
225
10
9
1
9
1
375
10
1
9
2
8
450
10
0
10
0
10
2-ETHYLIDENE-1,5-DIMETHYL-3,3-DIPHENYLPYRROLIDINE (EDDP 100)
Site A
Site B
n per
EDDP conc. (ng/mL)
site
+
+
0
10
10
0
10
0
50
10
10
0
10
0
75
10
9
1
9
1
125
10
1
9
1
9
150
10
0
10
0
10
FENTANYL (FYL20)
Site A
Site B
n per
FYL conc. (ng/mL)
site
+
+
0
10
10
0
10
0
10
10
10
0
10
0
15
10
9
1
9
1
25
10
1
9
1
9
30
10
0
10
0
10
FENTANYL (FYL10)
Site A
Site B
n per
FYL conc. (ng/mL)
site
+
+
0
10
10
0
10
0
5
10
10
0
10
0
7.5
10
9
1
9
1
12.5
10
1
9
1
9
15
10
0
10
0
10
K2 50
Site A
Site B
n per
K2 conc. (ng/mL)
site
+
+
0
10
10
0
10
0
25
10
10
0
10
0
37.5
10
8
2
8
2
62.5
10
1
9
2
8
75
10
0
10
0
10
Cotinine conc. (ng/mL)

n per
site

Site C
+
10
0
10
0
9
1
1
9
0
10
Site C
+
10
0
10
0
9
1
1
9
0
10
Site C
+
10
0
10
0
9
1
1
9
0
10
Site C
+
10
0
10
0
9
1
1
9
0
10
Site C
+
10
0
10
0
9
1
1
9
0
10
Site C
+
10
0
10
0
9
1
2
8
0
10
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K2 30

LSD 50
K2 conc. (ng/mL)
0
15
22.5
37.5
45

n per
site
10
10
10
10
10

Site A
+
10
0
10
0
8
2
1
9
0
10

Site B
+
10
0
10
0
9
1
1
9
0
10

Site C
+
10
0
10
0
9
1
1
9
0
10

K2 25
K2 conc. (ng/mL)
0
12.5
18.75
31.25
37.5

n per
site
10
10
10
10
10

Site A
+
10
0
10
0
7
3
1
9
0
10

Site B
+
10
0
10
0
8
2
1
9
0
10

Site C
+
10
0
10
0
8
2
2
8
0
10

0
5
7.5
12.5
15

n per
site
10
10
10
10
10

Site A
10
10
9
1
0

Site B
+
0
0
1
9
10

10
10
9
1
0

+
0
0
1
9
10

Site C
+
10
0
10
0
9
1
1
9
0
10

+
0
0
1
9
10

Site C
+
10
0
10
0
9
1
1
9
0
10

MDA 500
MDA conc. (ng/mL)

n per
site

0
250
375
625
750

10
10
10
10
10

Ethyl Glucuronide
Concentration (ng/mL)

n per
Site

0
250
375
625
750

10
10
10
10
10

Ethyl Glucuronide
Concentration (ng/mL)

n per
Site

0
500
750
1250
1500

10
10
10
10
10

Clonazepam
Concentration (ng/mL)

n per
Site

0
200
300
500
600

10
10
10
10
10

Site A
10
10
9
1
0

Site B
+
0
0
1
9
10

10
10
9
1
0

ETG500
Site A
10
10
8
1
0

+
0
0
2
9
10

Site B
10
10
8
2
0

+
0
0
2
8
10

Site C
10
10
9
2
0

+
0
0
1
8
10

ETG1,000
Site A
10
10
8
1
0

+
0
0
2
9
10

Site B
10
10
8
2
0

+
0
0
2
8
10

Site C
10
10
9
2
0

+
0
0
1
8
10

CLO 400
Site A
+
10
0
10
0
9
1
1
9
0
10

Site B
+
10
0
10
0
8
2
2
8
0
10

Site C
+
10
0
10
0
9
1
1
9
0
10

CLO 150
Clonazepam
Concentration (ng/mL)

n per
Site

0
75
112
187
225

10
10
10
10
10

Clonazepam
Concentration (ng/mL)

n per
Site

0
10
15
25
30

10
10
10
10
10

Site A
10
10
9
1
0

+
0
0
1
9
10

Site B
10
10
8
2
0

+
0
0
2
8
10

Site C
10
10
9
1
0

+
0
0
1
9
10

LSD 20
Site A
+
10
0
10
0
9
1
1
9
0
10

Site B
+
10
0
10
0
9
1
1
9
0
10

Site C
+
10
0
10
0
9
1
1
9
0
10

n per
Site

0
25
37.5
62.5
75

10
10
10
10
10

Methylphenidate (Ritalin)
Concentration (ng/mL)

n per
Site

0
150
225
375
450

10
10
10
10
10

Site A
10
10
9
1
0

Site B

+
0
0
1
9
10

10
10
9
1
0

Site C

+
0
0
1
9
10

10
10
9
1
0

+
0
0
1
9
10

MPD

6-MAM
6-MAM conc. (ng/mL)

7-ACL(300)
Clonazepam
Concentration (ng/mL)

Site A
+
10
0
10
0
9
1
1
9
0
10

Site B
+
10
0
10
0
8
2
2
8
0
10

Site C
+
10
0
10
0
9
1
1
9
0
10

7- Aminoclonazepam Concentration n per
(ng/mL)
Site

0
25
75
MEPHEDRONE (MEP 100)
Mephedrone HCl
Concentration. (ng/mL)

n per
Site
10
10
10
n per
site

Site A
+
10
0
9
1
0
10

Site B
+
10
0
10
0
1
9

Site A
+
10
0
10
0
9
1
2
8
0
10

0
10
50
10
75
10
125
10
150
10
3, 4-METHYLENEDIOXYPYROVALERONE (MDPV)
3,
n
Site A
4-methylenedioxypyrovalerone
per
+
Concentration (ng/mL)
site
0
10
10
0
500
10
10
0
750
10
9
1
1250
10
1
9
1500
10
0
10
DIAZEPAM (DIA 300)
Site A
n per
Diazepam Concentration (ng/mL)
Site
+
0
10
10
0
150
10
10
0
225
10
9
1
375
10
1
9
450
10
0
10
DIAZEPAM (DIA 200)
Site A
n per
Diazepam Concentration (ng/mL)
Site
+
0
10
10
0
100
10
10
0
150
10
9
1
250
10
1
9
300
10
0
10
ZOPICLONE (ZOP 50)
Site A
Zopiclone
n per
Site
Concentration (ng/mL)
+
0
10
10
0
25
10
10
0
37.5
10
9
1
62.5
10
2
8
75
10
0
10
METHCATHINONE (MCAT 500)
Site A
n per
Methcathinone
Site
Concentration (ng/mL)
+
0
10
10
0
250
10
10
0
375
10
9
1
625
10
2
8
750
10
0
10

Site C
+
10
0
10
0
0
10

Site B
10
10
8
2
0

Site C
+
10
0
10
0
9
1
2
8
0
10

+
0
0
2
8
10

Site B

Site C

-

+

-

+

10
10
9
1
0

0
0
1
9
10

10
10
8
1
0

0
0
2
9
10

Site B
+
10
0
10
0
9
1
1
9
0
10

Site C
+
10
0
10
0
9
1
1
9
0
10

Site B
+
10
0
10
0
9
1
1
9
0
10

Site C
+
10
0
10
0
9
1
1
9
0
10

Site B

Site C

10
10
8
2
0

+
0
0
2
8
10

Site B
+
10
0
10
0
8
2
2
8
0
10

10
10
9
2
0

+
0
0
1
8
10

Site C
+
10
0
10
0
9
1
2
8
0
10

Site B

Site C

+

-

+

-

+

0

10

10

0

10

0

10

0

150

10

10

0

10

0

10

0

225

10

8

2

9

1

9

1

375

10

2

8

2

8

3

7

450

10

0

10

0

10

0

10

7-ACL(200)
7- Aminoclonazepam Concentration n per
(ng/mL)
Site

ZOL
Zolpidem
Concentration (ng/mL)

Site A
-

Site A

Site B

Site C

-

+

-

+

-

+

0

10

10

0

10

0

10

0

100

10

10

0

10

0

10

0

150

10

8

2

9

1

8

2

250

10

2

8

2

8

2

8

300

10

0

10

0

10

0

10

7-ACL(100)
7- Aminoclonazepam Concentration n per
(ng/mL)
Site

Site A

Site B

Site C

-

+

-

+

-

+

0

10

10

0

10

0

10

0

50

10

10

0

10

0

10

0

75

10

7

3

7

3

9

1

125

10

2

8

1

9

2

8

10

0

10

0

10

0

10

150
CARFENTANYL(CFYL500)
Carfentanyl
Concentration (ng/mL)
0
250
375
625
750
CAFFEINE (CAF 1000)
Caffeine
Concentration (ng/mL)
0
500
750
1250
1500
CATHINE (CAT 150)
(+)-Norpseudoephedrine HCl
Concentration(ng/mL)
0
75
112.5
187.5
225
TROPICAMIDE (TRO)
Tropicamide Concentration
(ng/ml)
0
175
262.5
437.5
525
ALPRAZOLAM（ALP）
Alprazolam Concentration
(ng/ml)
0
50
75
125
150

n per
site
10
10
10
10
10
n per
site
10
10
10
10
10
n per
site
10
10
10
10
10
n per
site
10
10
10
10
10

Site A
+
10
0
10
0
7
3
2
8
0
10
Site A
10
10
9
2
0

+
0
0
1
8
10

Site A
10
10
9
2
0

+
0
0
1
8
10

Site A
+
10
0
10
0
8
2
2
8
0
10

Site B
+
10
0
10
0
9
1
1
9
0
10
Site B
10
10
8
2
0

Site C

+
0
0
2
8
10
Site B

10
10
8
2
0

Site C
+
10
0
10
0
8
2
2
8
0
10

+
0
0
2
8
10

Site B
+
10
0
10
0
8
2
2
8
0
10

10
10
9
2
0

+
0
0
1
8
10
Site C

10
10
9
2
0

+
0
0
1
8
10

Site C
+
10
0
10
0
8
2
2
8
0
10

Site A
Site B
Site C
n per
site
+
+
+
10
10
0
10
0
10
0
10
10
0
10
0
10
0
10
10
0
10
0
10
0
10
9
1
8
2
9
1
10
2
8
2
8
2
8
Analytical Sensitivity
A drug-free urine pool was spiked with drugs at the listed concentrations. The results are summarized
below.
ACE
AMP
AMP500 AMP 300 BAR 300 BAR 200 BZO500 BZO300
Drug Concentration
5000
1,000
Cut-off Range
+
+
+
+
+
+
+
+
0% Cut-off
30 0 30 0 30 0 30 0 30 0 30 0 30 0 30 0
-50% Cut-off
30 0 30 0 30 0 30 0 30 0 30 0 30 0 30 0
-25% Cut-off
26 4 26 4 25 5 27 3 27 3 26 4 27 3 27 3
Cut-off
14 16 15 15 15 15 15 15 16 14 15 15 15 15 15 15
+25% Cut-off
3 27 3 27 3 27 4 26 4 26 3 27 4 26 3 27
+50% Cut-off
0 30 0 30 0 30 0 30 0 30 0 30 0 30 0 30
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+300% Cut-off

0

30

0

30

0

30

0

30

0

30

Drug Concentration BZO200
Cut-off Range
+
0% Cut-off
30 0
-50% Cut-off
30 0
-25% Cut-off
27 3
Cut-off
16 14
+25% Cut-off
3 27
+50% Cut-off
0 30
+300% Cut-off
0 30

BZO100
+
30 0
30 0
27 3
14 16
3 27
0 30
0 30

BUP 10
+
30 0
30 0
26 4
14 16
3 27
0 30
0 30

Drug Concentration THC150
Cut-off Range
+
0% Cut-off
30 0
-50% Cut-off
30 0
-25% Cut-off
27 3
Cut-off
15 15
+25% Cut-off
4 26
+50% Cut-off
0 30
+300% Cut-off
0 30

THC50

THC25 MTD300 MTD200

30
30
26
14
3
0
0

30
30
27
15
4
0
0

Drug Concentration
Cut-off Range
0% Cut-off
-50% Cut-off
-25% Cut-off
Cut-off
+25% Cut-off
+50% Cut-off
+300% Cut-off
Drug Concentration
Cut-off Range
0% Cut-off
-50% Cut-off
-25% Cut-off
Cut-off
+25% Cut-off
+50% Cut-off
+300% Cut-off
Drug Concentration
Cut-off Range
0% Cut-off
-50% Cut-off
-25% Cut-off
Cut-off
+25% Cut-off
+50% Cut-off
+300% Cut-off
Drug Concentration
Cut-off Range
0% Cut-off
-50% Cut-off
-25% Cut-off
Cut-off
+25% Cut-off
+50% Cut-off
+300% Cut-off
Drug Concentration
Cut-off Range
0% Cut-off
-50% Cut-off
-25% Cut-off
Cut-off
+25% Cut-off
+50% Cut-off

+
0
0
4
16
27
30
30

+
0
0
3
15
26
30
30

30
30
26
14
3
0
0

+
0
0
4
16
27
30
30

30
30
25
15
4
0
0

+
0
0
5
15
26
30
30

MDMA
1,000
+
30 0
30 0
26 4
15 15
5 25
0 30
0 30

MDMA
500
+
30 0
30 0
25 5
14 16
4 26
0 30
0 30

MOP
300
+
30 0
30 0
27 3
15 15
5 25
0 30
0 30

MOP
100
+
30 0
30 0
26 4
15 15
3 27
0 30
0 30

30
30
27
14
4
0
0

TML
100
+
30 0
30 0
27 3
15 15
4 26
0 30
0 30

TML
200
+
30 0
30 0

TML
300
+
30 0
30 0
27 3
15 15
3 27
0 30
0 30

KET
1,000
+
30 0
30 0
27 3
15 15
3 27
0 30
0 30

KET
500
+
30 0
30 0
27 3
15 15
4 26
0 30
0 30

OXY
30
30
27
15
4
0
0

+
0
0
3
15
26
30
30

K2 30
30
30
27
16
4
0
0

+
0
0
3
14
26
30
30

LSD50
30
30
27
14
3
0

+
0
0
3
16
27
30

27
15
4
0
0

3
15
26
30
30

COT
200
+
30 0
30 0
27 3
15 15
4 26
0 30
0 30

COT
100
+
30 0
30 0
27 3
14 16
4 26
0 30
0 30

6-MAM
MDA 500
10
+
+
30 0 30 0
30 0 30 0
27 3 26 4
15 15 15 15
4 26 3 27
0 30 0 30
0 30 0 30
MPD
30
29
*
15
*
1

+
0
1
*
15
*
29

ZOL
30
30
26
14
5
0

+
0
0
4
16
25
30

0

30

0

30

BUP 5 COC300 COC 200 COC 150
+
+
+
+
30 0 30 0 30 0 30 0
30 0 30 0 30 0 30 0
26 4 26 4 26 4 27 3
14 16 13 17 14 16 16 14
3 27 3 27 3 27 4 26
0 30 0 30 0 30 0 30
0 30 0 30 0 30 0 30

EDDP
300
+
30 0
30 0
27 3
15 15
4 26
0 30
0 30

OPI
+
0
0
3
16
26
30
30

EDDP
100
+
30 0
30 0
26 4
15 15
3 27
0 30
0 30

0

30

COC100
+
30 0
30 0
27 3
16 14
4 26
0 30
0 30

MET
MET500 MET300
1,000
+
+
+
30 0 30 0 30 0
30 0 30 0 30 0
27 3 27 3 27 3
16 14 16 14 15 15
3 27 4 26 3 27
0 30 0 30 0 30
0 30 0 30 0 30
PCP
30
30
25
15
3
0
0

+
0
0
5
15
27
30
30

KET
300
+
30 0
30 0
26 4
16 14
4 26
0 30
0 30
FYL
20
+
30 0
30 0
27 3
14 16
4 26
0 30
0 30

PPX
30
30
26
15
3
0
0

TCA

+
0
0
4
15
27
30
30

30
30
25
15
4
0
0

KET
100
+
30 0
30 0
27 3
15 15
3 27
0 30
0 30

30
30
26
15
4
0
0

FYL
10
+
30 0
30 0
27 3
15 15
3 27
0 30
0 30

+
0
0
5
15
26
30
30

MQL
+
0
0
4
15
26
30
30

K2
50
30
30
27
15
3
0
0

+
0
0
3
15
27
30
30

ETG500 ETG1000 CLO 400 CLO 150 LSD20
30
30
26
15
3
0
0

+
0
0
4
15
27
30
30

MDMA
300
30 30
30 30
25 27
15 17
3
5
0
0

30
30
26
15
3
0
0

+
0
0
4
15
27
30
30

THC
200
+
+
0
0
0
0
3
5
13 15
25 27
30 30

30
30
26
14
5
0
0

+
0
0
4
16
25
30
30

MOP
200
+
30 0
30 0
26 4
15 15
4 26
0 30

30
30
26
14
5
0
0

+0
0
4
16
25
30
30

MEP
100
+
30 0
30 0
24 6
17 13
4 26
0 30

30
30
27
14
3
0
0

+
0
0
3
16
27
30
30

MDPV
1000
+
30 0
30 0
26 4
14 16
3 27
0 30

+300% Cut-off

0

30

DIA 300
+
30
0
30
0
27
3
15 15
3
27
0
30
0
30

Drug Concentration
Cut-off Range
0% Cut-off
-50% Cut-off
-25% Cut-off
Cut-off
+25% Cut-off
+50% Cut-off
+300% Cut-off

30

DIA 200
+
30
0
29
1
27
3
15 15
3
27
1
29
0
30

0

30

0

THC300
+
30
0
30
0
27
3
14 16
4
26
0
30
0
30

0

30

30

THC30
+
30
0
30
0
26
4
14 16
4
26
0
30
0
30

0

K2 25
+
30
0
30
0
25
5
14 16
3
27
0
30
0
30

30

0

30

0

30

ZOP 50 MCAT 500
+
+
30
0
30
0
30
0
30
0
28
2
27
3
17 13
17 13
3
27
4
26
0
30
0
30
0
30
0
30

7-ACL
CFYL
CAF
CAT
TRO
ALP
100
500
1000
150
350
+
+ +
+
+
+
0% Cut-off
30 0
30 0 30 0 30 0 30 0
30 0
-50% Cut-off
29 1
30 0 30 0 30 0 30 0
30 0
-25% Cut-off
27 3
25 5 27 3 27 3 27 3
28 2
Cut-off
13 17
14 16 17 13 17 13 15 15 17 13
+25% Cut-off
4 26
6 24 5 25 4 26 3 27
3 27
+50% Cut-off
1 29
0 30 0 30 0 30 0 30
0 30
+300% Cut-off
0 30
0 30 0 30 0 30 0 30
0 30
Analytical Specificity
The following table lists the concentrations of compounds (ng/mL) that are detected as positive in urine
by the Multi-Drug Rapid Test Panel at 5 minutes.
Drug Concentration
Cut-off Range

7-ACL
300
+
30 0
30 0
26 4
14 16
5 25
0 30
0 30

0

Analytes
Acetaminophen
D,L-Amphetamine sulfate
L-Amphetamine
(±) 3,4-Methylenedioxy
amphetamine
D,L-Amphetamine sulfate
L-Amphetamine
(±) 3,4-Methylenedioxy
amphetamine
D,L-Amphetamine sulfate
L-Amphetamine
(±) 3,4-Methylenedioxy
amphetamine
Amobarbital
5,5-Diphenylhydantoin
Allobarbital
Barbital
Talbutal
Cyclopentobarbital
Pentobarbital
Amobarbital
5,5-Diphenylhydantoin
Allobarbital
Barbital
Talbutal
Cyclopentobarbital
Pentobarbital
Alprazolam
a-hydroxyalprazolam
Clobazam
Clonazepam
Clorazepatedipotassium
Delorazepam
Desalkylflurazepam
Flunitrazepam
() Lorazepam
RS-Lorazepamglucuronide
Midazolam
Alprazolam
a-hydroxyalprazolam
Clobazam
Clonazepam
Clorazepatedipotassium
Delorazepam
Desalkylflurazepam
Flunitrazepam
() Lorazepam

7-ACL
200
+
30 0
30 0
27 3
14 16
3 27
0 30
0 30

Concentratio
Analytes
n (ng/mL)
ACETAMINOPHEN (ACE)
5,000
AMPHETAMINE (AMP 1,000)
300
Phentermine
25,000
Maprotiline
Methoxyphenamine
500
D-Amphetamine
AMPHETAMINE (AMP 500)
150
Phentermine
12,500
Maprotiline
Methoxyphenamine
250
D-Amphetamine
AMPHETAMINE (AMP 300)
75
Phentermine
10,000
Maprotiline
Methoxyphenamine
150
D-Amphetamine
BARBITURATES (BAR 300)
5,000
Alphenol
8,000
Aprobarbital
600
Butabarbital
8,000
Butalbital
200
Butethal
30,000
Phenobarbital
8,000
Secobarbital
BARBITURATES (BAR 200)
3,000
Alphenol
5,000
Aprobarbital
400
Butabarbital
5,000
Butalbital
150
Butethal
20,000
Phenobarbital
5,000
Secobarbital
BENZODIAZEPINES (BZO 500)
200
Bromazepam
2,500
Chlordiazepoxide
300
Nitrazepam
800
Norchlordiazepoxide
800
Nordiazepam
1,500
Oxazepam
300
Temazepam
300
Diazepam
5,000
Estazolam
300
Triazolam
10,000
BENZODIAZEPINES (BZO 300)
100
Bromazepam
1,500
Chlordiazepoxide
200
Nitrazepam
500
Norchlordiazepoxide
500
Nordiazepam
900
Oxazepam
200
Temazepam
200
Diazepam
3,000
Estazolam

Concentratio
n (ng/mL)

1,000
50,000
6,000
1,000
500
25,000
3,000
500
300
15,000
2,000
300
600
500
200
8,000
500
300
300
400
300
150
5,000
300
200
200
1,500
1,500
300
200
1,500
500
300
500
10,000
5,000

900
900
200
100
900
300
100
300
6,000

RS-Lorazepamglucuronide
Midazolam

200
Triazolam
3,000
6,000
BENZODIAZEPINES (BZO 200)
Alprazolam
70
Bromazepam
600
a-hydroxyalprazolam
1,000
Chlordiazepoxide
600
Clobazam
120
Nitrazepam
120
Clonazepam
300
Norchlordiazepoxide
70
Clorazepatedipotassium
300
Nordiazepam
600
Delorazepam
600
Oxazepam
200
Desalkylflurazepam
120
Temazepam
70
Flunitrazepam
120
Diazepam
200
() Lorazepam
2,000
Estazolam
4,000
RS-Lorazepamglucuronide
120
Triazolam
2,000
Midazolam
4,000
BENZODIAZEPINES (BZO 100)
Alprazolam
40
Bromazepam
300
a-hydroxyalprazolam
500
Chlordiazepoxide
300
Clobazam
60
Nitrazepam
60
Clonazepam
150
Norchlordiazepoxide
40
Clorazepatedipotassium
150
Nordiazepam
300
Delorazepam
300
Oxazepam
100
Desalkylflurazepam
60
Temazepam
40
Flunitrazepam
60
Diazepam
100
() Lorazepam
1,000
Estazolam
2,000
RS-Lorazepamglucuronide
60
Triazolam
1,000
Midazolam
2,000
BUPRENORPHINE (BUP 10)
Buprenorphine
10
Norbuprenorphine
50
Buprenorphine 3-D-Glucuronide 50
Norbuprenorphine 3-D-Glucuronide
100
BUPRENORPHINE (BUP 5)
Buprenorphine
5
Norbuprenorphine
25
Buprenorphine 3-D-Glucuronide 25
Norbuprenorphine 3-D-Glucuronide
50
COCAINE (COC 300)
Benzoylecgonine
300
Cocaethylene
20,000
Cocaine HCl
200
Ecgonine
30,000
COCAINE (COC 200)
Benzoylecgonine
200
Cocaethylene
13,500
Cocaine HCl
135
Ecgonine
20,000
COCAINE (COC 150)
Benzoylecgonine
150
Cocaethylene
1,0000
Cocaine HCl
120
Ecgonine
15,000
COCAINE (COC 100)
Benzoylecgonine
100
Cocaethylene
7,000
Cocaine HCl
80
Ecgonine
10,000
MARIJUANA (THC300)
Cannabinol
200,000
△8-THC
100,000
11-nor-△8-THC-9 COOH
200
△9-THC
100,000
11-nor-△9-THC-9 COOH
300
MARIJUANA (THC200)
Cannabinol
140,000
△8-THC
68,000
11-nor-△8-THC-9 COOH
120
△9-THC
68,000
11-nor-△9-THC-9 COOH
200
MARIJUANA (THC150)
Cannabinol
100,000
△8-THC
50,000
11-nor-△8-THC-9 COOH
100
△9-THC
50,000
11-nor-△9-THC-9 COOH
150
MARIJUANA (THC50)
Cannabinol
35,000
△8-THC
17,000
11-nor-△8-THC-9 COOH
30
△9-THC
17,000
11-nor-△9-THC-9 COOH
50
MARIJUANA (THC30)
Cannabinol
20,000
△8-THC
10,000
11-nor-△8-THC-9 COOH
20
△9-THC
10,000
11-nor-△9-THC-9 COOH
30
MARIJUANA (THC25)
Cannabinol
17,500
△8-THC
8,500
11-nor-△8-THC-9 COOH
15
△9-THC
8,500
11-nor-△9-THC-9 COOH
25
METHADONE (MTD300)
Methadone
300
Doxylamine
100,000
METHADONE (MTD200)
Methadone
200
Doxylamine
65,000
METHAMPHETAMINE (MET1, 000)
-Hydroxymethamphetamine
25,000
()-3,4-Methylenedioxy12,500
methamphetamine
D-Methamphetamine
1,000
L-Methamphetamine
20,000
Mephentermine
50,000
METHAMPHETAMINE (MET500)
-Hydroxymethamphetamine
12,500
()-3,4-Methylenedioxy6,250
methamphetamine
D-Methamphetamine
500
L-Methamphetamine
10,000
Mephentermine
25,000
METHAMPHETAMINE (MET300)
-Hydroxymethamphetamine
7,500
()-3,4-Methylenedioxy3,750
methamphetamine
D-Methamphetamine
300
L-Methamphetamine
6,000
Mephentermine
15,000
METHYLENEDIOXYMETHAMPHETAMINE (MDMA1, 000) Ecstasy
(±) 3,4-Methylenedioxy
1,000
3,4-Methylenedioxyethyl-amphetamin 600
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methamphetamine HCl

e

(±)
3,4-Methylenedioxyamphetamin 6,000
e HCl
METHYLENEDIOXYMETHAMPHETAMINE (MDMA500) Ecstasy
(±) 3,4-Methylenedioxy
3,4-Methylenedioxyethyl-amphetamin
500
300
methamphetamine HCl
e
(±)
3,4-Methylenedioxyamphetamin 3,000
e HCl
METHYLENEDIOXYMETHAMPHETAMINE (MDMA300) Ecstasy
(±) 3,4-Methylenedioxy
3,4-Methylenedioxyethyl-amphetamin
300
180
methamphetamine HCl
e
(±)
3,4-Methylenedioxyamphetamin 1,800
e HCl
MORPHINE (MOP 300)
Codeine
200
Norcodeine
6,000
Levorphanol
1,500
Normorphone
50,000
Morphine-3-β-D-Glucuronide
800
Oxycodone
30,000
Ethylmorphine
6,000
Oxymorphone
50,000
Hydrocodone
50,000
Procaine
15,000
Hydromorphone
3,000
Thebaine
6,000
6-Monoacethylmorphine
300
Morphine
300
MORPHINE (MOP 200)
Codeine
160
Norcodeine
4,000
Levorphanol
1,000
Normorphone
40,000
Morphine-3-β-D-Glucuronide
600
Oxycodone
20,000
Ethylmorphine
4,000
Oxymorphone
40,000
Hydrocodone
40,000
Procaine
10,000
Hydromorphone
2,000
Thebaine
4,000
6-Monoacethylmorphine
200
Morphine
200
MORPHINE (MOP 100)
Codeine
80
Norcodeine
2,000
Levorphanol
500
Normorphone
20,000
Morphine-3-β-D-Glucuronide
300
Oxycodone
10,000
Ethylmorphine
2,000
Oxymorphone
20,000
Hydrocodone
20,000
Procaine
5,000
Hydromorphone
1,000
Thebaine
2,000
6-Monoacethylmorphine
200
Morphine
100
Methaqualone (MQL 300)
Methaqualone
300
MORPHINE/OPIATE (OPI 2,000)
Codeine
2,000
Morphine
2,000
Ethylmorphine
3,000
Norcodeine
25,000
Hydrocodone
50,000
Normorphone
50,000
Hydromorphone
15,000
Oxycodone
25,000
Levorphanol
25,000
Oxymorphone
25,000
6-Monoacetylmorphine
3,000
Procaine
50,000
Morphine 3--D-glucuronide
2,000
Thebaine
25,000
PHENCYCLIDINE (PCP)
Phencyclidine
25
4-Hydroxyphencyclidine
12,500
PROPOXYPHENE (PPX)
D-Propoxyphene
300
D-Norpropoxyphene
300
TRICYCLIC ANTIDEPRESSANTS (TCA)
Nortriptyline
1,000
Imipramine
400
Nordoxepine
500
Clomipramine
50,000
Trimipramine
3,000
Doxepine
2,000
Amitriptyline
1,500
Maprotiline
2,000
Promazine
3,000
Promethazine
50,000
Desipramine
200
Perphenazine
50,000
Cyclobenzaprine
2,000
Dithiaden
10,000
TRAMADOL (TML 100)
n-Desmethyl-cis-tramadol
200
o-Desmethyl-cis-tramadol
10,000
Cis-tramadol
100
Phencyclidine
100,000
Procyclidine
100,000
d,l-O-Desmethyl venlafaxine
50,000
TRAMADOL (TML 200)
n-Desmethyl-cis-tramadol
400
o-Desmethyl-cis-tramadol
20,000
Cis-tramadol
200
Phencyclidine
200,000
Procyclidine
200,000
d,l-O-Desmethyl venlafaxine
100,000
TRAMADOL (TML 300)
n-Desmethyl-cis-tramadol
600
o-Desmethyl-cis-tramadol
30,000
Cis-tramadol
300
Phencyclidine
300,000
Procyclidine
300,000
d,l-O-Desmethyl venlafaxine
150,000
KETAMINE (KET1, 000)
Ketamine
1,000
Benzphetamine
25,000
Dextromethorphan
2,000
(+) Chlorpheniramine
25,000
Methoxyphenamine
25,000
Clonidine
100,000
d-Norpropoxyphene
25,000
EDDP
50,000
Promazine
25,000
4-Hydroxyphencyclidine
50,000
Promethazine
25,000
Levorphanol
50,000
Pentazocine
25,000
MDE
50,000
Phencyclidine
25,000
Meperidine
25,000
Tetrahydrozoline
500
d-Methamphetamine
50,000
Mephentermine
25,000
l-Methamphetamine
50,000
(1R, 2S) - (-)-Ephedrine
100,000
3,4-Methylendioxymethamphetamine 100,000

(MDMA)
Thioridazine
KETAMINE (KET500)
Ketamine
500
Benzphetamine
Dextromethorphan
1,000
(+) Chlorpheniramine
Methoxyphenamine
12,500
Clonidine
d-Norpropoxyphene
12,500
EDDP
Promazine
12,500
4-Hydroxyphencyclidine
Promethazine
12,500
Levorphanol
Pentazocine
12,500
MDE
Phencyclidine
12,500
Meperidine
Tetrahydrozoline
250
d-Methamphetamine
Mephentermine
12,500
l-Methamphetamine
(1R, 2S) - (-)-Ephedrine
50,000
3,4-Methylendioxymethamphetamine
(MDMA)
Disopyramide
12,500
Thioridazine
KETAMINE (KET300)
Ketamine
300
Benzphetamine
Dextromethorphan
600
(+) Chlorpheniramine
Methoxyphenamine
6,250
Clonidine
d-Norpropoxyphene
6,250
EDDP
Promazine
6,250
4-Hydroxyphencyclidine
Promethazine
6,250
Levorphanol
Pentazocine
6,250
MDE
Phencyclidine
6,250
Meperidine
Tetrahydrozoline
150
d-Methamphetamine
Mephentermine
6,250
l-Methamphetamine
(1R, 2S) - (-)-Ephedrine
30,000
3,4-Methylendioxymethamphetamine
(MDMA)
Disopyramide
6,250
Thioridazine
KETAMINE (KET100)
Ketamine
100
Benzphetamine
Dextromethorphan
200
(+) Chlorpheniramine
Methoxyphenamine
2,000
Clonidine
d-Norpropoxyphene
2,000
EDDP
Promazine
2,000
4-Hydroxyphencyclidine
Promethazine
2,000
Levorphanol
Pentazocine
2,000
MDE
Phencyclidine
2,000
Meperidine
Tetrahydrozoline
50
d-Methamphetamine
Mephentermine
2,000
l-Methamphetamine
(1R, 2S) - (-)-Ephedrine
10,000
Thioridazine
Disopyramide
2,000
3,4-Methylendioxymethamphetamine
(MDMA)
Oxycodone (OXY100)
Oxycodone
100
Hydromorphone
Oxymorphone
300
Naloxone
Levorphanol
50,000
Naltrexone
Hydrocodone
25,000
Cotinine (COT 200)
(-)-Cotinine
200
(-)-Nicotine
Cotinine (COT 100)
(-)-Cotinine
100
(-)-Nicotine
2-Ethylidene-1,5-dimethyl-3,3-diphenylpyrrolidine (EDDP300)
2-Ethylidene-1,5-dimethyl-3,3-diphenylpyrrolidine (EDDP)
2-Ethylidene-1,5-dimethyl-3,3-diphenylpyrrolidine (EDDP100)
2-Ethylidene-1,5-dimethyl-3,3-diphenylpyrrolidine (EDDP)
Fentanyl (FYL20)
Alfentanyl
600,000
Buspirone
Fenfluramine
50,000
Fentanyl
Norfentanyl
20
Sufentanyl
Fentanyl (FYL10)
Alfentanyl
300,000
Buspirone
Fenfluramine
25,000
Fentanyl
Norfentanyl
10
Sufentanyl
Synthetic Marijuana (K2-50)
JWH-018 5-Pentanoic acid
50
JWH-073 4-butanoic acid
JWH-018 4-Hydroxypentyl
400
JWH-018 5-Hydroxypentyl
JWH-073 4-Hydroxybuty
500
Synthetic Marijuana (K2-30)
JWH-018 5-Pentanoic acid
30
JWH-073 4-butanoic acid
JWH-018 4-Hydroxypentyl
250
JWH-018 5-Hydroxypentyl
JWH-073 4-Hydroxybuty
300
Synthetic Marijuana (K2-25)
JWH-018 5-Pentanoic acid
25
JWH-073 4-butanoic acid
JWH-018 4-Hydroxypentyl
200
JWH-018 5-Hydroxypentyl
JWH-073 4-Hydroxybuty
250
6-mono-aceto-morphine (6-MAM)
6-Monoacethylmorphine
10
Morphine
(±) 3, 4-Methylenedioxyamphetamine (MDA 500)
Methoxyphenamine
(±) 3,4-Methylenedioxy
500
amphetamine
D-Amphetamine
D,L-Amphetamine sulfate
400
Phentermine
L-Amphetamine
30,000
Maprotiline
Ethyl- β-D-Glucuronide(ETG500)
Ethyl- β -D-Glucuronide
500
Propyl β-D-glucuronide
Disopyramide

25,000

50,000
12,500
12,500
50,000
25,000
25,000
25,000
25,000
12,500
25,000
25,000
50,000
25,000
6,250
6,250
30,000
15,000
15,000
15,000
15,000
6,250
15,000
15,000
30,000
15,000
2,000
2,000
10,000
5,000
5,000
5,000
5,000
2,000
5,000
5,000
5,000
10,000

50,000
25,000
25,000

5,000
2,500
300
100
15,000
100
50,000
8,000
50
25,000
50
500

30
300

25
250

100,000
5,000
2,000
2,000
100,000
50,000

Morphine 3β-glucuronide
Glucuronic Acid
Methanol

100,000
Morphine 6β-glucuronide
100,000
Ethanol
>100,000
Ethyl- β-D-Glucuronide(ETG1,000)
Ethyl- β -D-Glucuronide
1,000
Propyl β-D-glucuronide
Morphine 3β-glucuronide
>100,000
Morphine 6β-glucuronide
Glucuronic Acid
>100,000
Ethanol
Methanol
>100,000
CLONAZEPAM(CLO 400)
Clonazepam
400
Flunitrazepam
Alprazolam
200
() Lorazepam
a-hydroxyalprazolam
2,000
RS-Lorazepamglucuronide
Bromazepam
1,000
Midazolam
Chlordiazepoxide
1,000
Nitrazepam
Clobazam
250
Norchlordiazepoxide
Clorazepatedipotassium
600
Nordiazepam
Delorazepam
1,000
Oxazepam
Desalkylflurazepam
250
Temazepam
Diazepam
300
Triazolam
Estazolam
1,250
CLONAZEPAM(CLO 150)
Clonazepam
150
Flunitrazepam
Alprazolam
75
() Lorazepam
a-hydroxyalprazolam
750
RS-Lorazepamglucuronide
Bromazepam
400
Midazolam
Chlordiazepoxide
400
Nitrazepam
Clobazam
100
Norchlordiazepoxide
Clorazepatedipotassium
250
Nordiazepam
Delorazepam
400
Oxazepam
Desalkylflurazepam
100
Temazepam
Diazepam
120
Triazolam
Estazolam
500
LYSERGIC ACID DIETHYLAMIDE (LSD 20)
Lysergic Acid Diethylamide
20
LYSERGIC ACID DIETHYLAMIDE (LSD 50)
Lysergic Acid Diethylamide
50
METHYLPHENIDATE (RITALIN)
Methylphenidate (Ritalin)
300
Ritalinic Acid
ZOLPIDEM
Zolpidem
50
Mephedrone(MEP100)
R(+)-Methcathinone HCl
Mephedrone HCl
100
S(-)-Methcathinone HCl
500
3-Fluoromethcathinone HCl
4-Fluoromethcathinone HCl
300
Methoxyphenamine
3, 4-methylenedioxypyrovalerone (MDPV)
3, 4-methylenedioxypyrovalerone 1000
Diazepam (DIA 300)
Diazepam
300
Midazolam
Clobazam
200
Nitrazepam
Clonazepam
500
Norchlordiazepoxide
Clorazepate dipotassium
500
Nordiazepam
Alprazolam
100
Flunitrazepam
a-hydroxyalprazolam
1,500
() Lorazepam
Bromazepam
900
RS-Lorazepam glucuronide
Chlordiazepoxide
900
Triazolam
Estazolam
6,000
Temazepam
Delorazepam
900
Oxazepam
Desalkylflurazepam
200
Diazepam (DIA 200)
Diazepam
200
Midazolam
Clobazam
120
Nitrazepam
Clonazepam
300
Norchlordiazepoxide
Clorazepate dipotassium
300
Nordiazepam
Alprazolam
70
Flunitrazepam
a-hydroxyalprazolam
1000
() Lorazepam
Bromazepam
600
RS-Lorazepam glucuronide
Chlordiazepoxide
600
Triazolam
Estazolam
4000
Temazepam
Delorazepam
600
Oxazepam
Desalkylflurazepam
120
Zopiclone (ZOP 50)
Zopiclone-x-oxide
50
Zopiclone
Methcathinone (MCAT 500)
S(-)-Methcathinone HCl
500
R(+)-Methcathinone HCl
Methoxyphenamine
100000
3-Fluoromethcathinone HCl
7-AMINOCLONAZEPAM(7-ACL300)
a-hydroxyalprazolam
6,000
Flunitrazepam
Bromazepam
6,000
RS-Lorazepam glucuronide
Chlordiazepoxide
6,000
Norchlordiazepoxide
Clobazam
9,000
Nordiazepam
Clonazepam
2,400
Temazepam
Delorazepam
6,000
7-Aminoclonazepam
Desalkylflurazepam
6,000
7-AMINOCLONAZEPAM(7-ACL200)
a-hydroxyalprazolam
4,000
Flunitrazepam
Bromazepam
4,000
RS-Lorazepam glucuronide

100,000
>100,000

100,000
>100,000
>100,000

300
1,250
250
5,000
200
200
1,000
350
150
5,000

120
500
100
2,000
75
75
400
130
60
2,000

1,000

1500
1500
100,000

6,000
200
100
900
200
3,000
200
3,000
100
300

4000
120
70
600
120
2000
120
2000
70
200

50
1500
1500
3,000
2,700
4,500
15,000
9,000
300

2,000
1,800
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Chlordiazepoxide
Clobazam
Clonazepam
Delorazepam
Desalkylflurazepam

4,000
Norchlordiazepoxide
3,000
6,000
Nordiazepam
10,000
1,600
Temazepam
6,000
4,000
7-Aminoclonazepam
200
4,000
7-AMINOCLONAZEPAM(7-ACL100)
a-hydroxyalprazolam
2,000
Flunitrazepam
1,000
Bromazepam
2,000
RS-Lorazepam glucuronide
900
Chlordiazepoxide
2,000
Norchlordiazepoxide
1,500
Clobazam
3,000
Nordiazepam
5,000
Clonazepam
800
Temazepam
3,000
Delorazepam
2,000
7-Aminoclonazepam
100
Desalkylflurazepam
2,000
CARFENTANYL(CFYL500)
Carfentanyl
500
Fentanyl
100
Caffeine (CAF 1000)
Caffeine
1000
Cathine (CAT 150)
(+)-Norpseudoephedrine HCl
(+)3,4-Methylenedioxyamphetamine
150
100
(Cathine)
(MDA)
d/l-Amphetamine
100
p-Hydroxyamphetamine
100
Tryptamine
12,500
Methoxyphenamine
12,500
Tropicamide (TRO 350)
Tropicamide
350
Alprazolam(ALP 100)
Benzodiazepines
300
Flunitrazepam
200
a-hydroxyalprazolam
1,500
(±) Lorazepam
3,000
Bromazepam
900
RS-Lorazepamglucuronide
200
Chlordiazepoxide
900
Midazolam
6,000
Clobazam
200
Nitrazepam
200
Clonazepam
500
Norchlordiazepoxide
100
Clorazepatedipotassium
500
Nordiazepam
900
Delorazepam
900
Oxazepam
300
Desalkylflurazepam
200
Temazepam
100
Diazepam
300
Triazolam
3,000
Estazolam
6000
Effect of Urinary Specific Gravity
Fifteen (15) urine samples of normal, high, and low specific gravity ranges (1.005-1.045) were spiked
with drugs at 50% below and 50% above cut-off levels respectively. The Multi-Drug Rapid Test Panel
was tested in duplicate using fifteen drug-free urine and spiked urine samples. The results demonstrate
that varying ranges of urinary specific gravity do not affect the test results.
Effect of Urinary pH
The pH of an aliquoted negative urine pool was adjusted to a pH range of 5 to 9 in 1 pH unit increments
and spiked with drugs at 50% below and 50% above cut-off levels. The spiked, pH-adjusted urine was
tested with the Multi-Drug Rapid Test Panel. The results demonstrate that varying ranges of pH do not
interfere with the performance of the test.
Cross-Reactivity
A study was conducted to determine the cross-reactivity of the test with compounds in either drug-free
urine or drug positive urine containing, Amphetamine, Barbiturates, Benzodiazepines, Buprenorphine,
Cocaine, Marijuana, Methadone, Methamphetamine, Methylenedioxymethamphetamine, Morphine,
Tramadol ,Ketamine ,Phencyclidine, Propoxyphene or Tricyclic Antidepressants, Oxycodone, Cotinine,
EDDP, Fentanyl, Synthetic Marijuana,6-mono-aceto-morphine, 3, 4-Methylenedioxyamphetamine,
Ethyl- β-D-Glucuronide, Clonazepam, Lysergic Acid Diethylamide, Methylphenidate, Zolpidem,
7-Aminoclonazepam,Carfentanyl Caffeine, Cathine and Tropicamide . The following compounds show
no cross-reactivity when tested with the Multi-Drug Rapid Test Panel at a concentration of 100 µg/mL.
Non Cross-Reacting Compounds
Acetophenetidin
Cortisone
Zomepirac
d-Pseudoephedrine
N-Acetylprocainamide Creatinine
Ketoprofen
Quinidine
Acetylsalicylic acid
Deoxycorticosterone
Labetalol
Quinine
Aminopyrine
Dextromethorphan
Loperamide
Salicylic acid
Amoxicillin
Diclofenac
Meprobamate
Serotonin
Ampicillin
Diflunisal
Isoxsuprine
Sulfamethazine
l-Ascorbic acid
Digoxin
d,l-Propanolol
Sulindac
Apomorphine
Diphenhydramine
Nalidixic acid
Tetracycline
Aspartame
Ethyl-p-aminobenzoate Naproxen
Tetrahydrocortisone,
Atropine
-Estradiol
Niacinamide
3-acetate
Benzilic acid
Estrone-3-sulfate
Nifedipine
Tetrahydrocortisone
Benzoic acid
Erythromycin
Norethindrone
Tetrahydrozoline
Bilirubin
Fenoprofen
Noscapine
Thiamine
d,l-Brompheniramine
Furosemide
d,l-Octopamine
Thioridazine
Caffeine
Gentisic acid
Oxalic acid
d,l-Tyrosine
Cannabidiol
Hemoglobin
Oxolinic acid
Tolbutamide
Chloral hydrate
Hydralazine
Oxymetazoline
Triamterene
Chloramphenicol
Hydrochlorothiazide
Papaverine
Trifluoperazine
Chlorothiazide
Hydrocortisone
Penicillin-G
Trimethoprim
d,l-Chlorpheniramine
o-Hydroxyhippuric acid Perphenazine
d,l-Tryptophan
Chlorpromazine
3-Hydroxytyramine
Phenelzine
Uric acid
Cholesterol
d,l-Isoproterenol
Prednisone
Verapamil
Clonidine
【ALCOHOL PERFORMANCE CHARACTERISTICS】
The detection limit on the Urine Alcohol Rapid Test is from 0.02% to 0.30% for approximate relative
blood alcohol level. The cutoff level of the Urine Alcohol Rapid Test can vary based on local
regulations and laws. Test results can be compared to reference levels with color chart on the foil
package.
【ALCOHOL ASSAY SPECIFICITY】
The Urine Alcohol Rapid Test will react with methyl, ethyl and allyl alcohols.
【ALCOHOL INTERFERING SUBSTANCES】
The following substances may interfere with the Urine Alcohol Rapid Test when using samples other
than urine. The named substances do not normally appear in sufficient quantity in urine to interfere with
the test.
A. Agents which enhance color development

 Peroxidases
 Strong oxidizers
B. Agents which inhibit color development
 Reducing agents: Ascorbic acid, Tannic acid, Pyrogallol, Mercaptans and tosylates, Oxalic
acid, Uric Acid
 Bilirubin

L-dopa
 L-methyldopa

Methampyrone
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A rapid test for the qualitative detection of human chorionic gonadotropin (hCG) in plasma or
serum or urine. For professional in vitro diagnostic use only.
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【INTENDED USE】

T (Test Line)

The hCG Pregnancy Rapid Test Dipstick is a rapid chromatographic immunoassay for the
qualitative detection of human chorionic gonadotropin in urine or serum or plasma to aid in the
early detection of pregnancy.

【SUMMARY】

Human chorionic gonadotropin (hCG) is a glycoprotein hormone produced by the developing
placenta shortly after fertilization. In normal pregnancy, hCG can be detected in both urine and
serum or plasma as early as 7 to 10 days after conception. 1,2,3,4 hCG levels continue to rise
very rapidly, frequently exceeding 100mIU/ml by the first missed menstrual period,2,3,4 and
peaking in the 100,000-200,000 mIU/ml range about 10-12 weeks into pregnancy. The
appearance of hCG in both the urine and serum or plasma soon after conception, and its
subsequent rapid rise in concentration during early gestational growth, make it an excellent
marker for the early detection of pregnancy.
The hCG Pregnancy Rapid Test Dipstick is a rapid test that qualitatively detects the presence of
hCG in urine or serum or plasma specimen at the sensitivity of 25mIU/ml. The test utilizes a
combination of monoclonal and polyclonal antibodies to selectively detect elevated levels of
hCG in urine or serum or plasma. At the level of claimed sensitivity, the hCG Pregnancy Rapid
Test Dipstick shows no cross-reactivity interference from the structurally related glycoprotein
hormones hFSH, hLH and hTSH at high physiological levels.

【PRINCIPLE】

The hCG Pregnancy Rapid Test Dipstick is a rapid chromatographic immunoassay for the
qualitative detection of human chorionic gonadotropin in urine or serum or plasma to aid in the
early detection of pregnancy. The test uses two lines to indicate results. The test utilizes a
combination of antibodies including a monoclonal hCG antibody to selectively detect elevated
levels of hCG. The control line is composed of goat polyclonal antibodies and colloidal gold
particles. The assay is conducted by immersing the test dipstick in a urine or serum or plasma
specimen and observing the formation of colored lines. The specimen migrates via capillary
action along the membrane to react with the colored conjugate.
Positive specimens react with the specific antibody-hCG-colored conjugate to form a colored
line at the test line region of the membrane. Absence of this colored line suggests a negative
result. To serve as a procedural control, a colored line will always appear in the control line
region indicating that proper volume of specimen has been added and membrane wicking has
occurred.

【REAGENTS】

The test contains anti-hCG particles and anti-hCG coated on the membrane.

【PRECAUTIONS】

Please read all the information in this package insert before performing the test.
1. For professional in vitro diagnostic use only. Do not use after the expiration date.
2. The test should remain in the sealed pouch until ready to use.
3. All specimens should be considered potentially hazardous and handled in the same manner
as an infectious agent.
4. The used test should be discarded according to local regulations.

【STORAGE AND STABILITY】

Store as packaged at room temperature or refrigerated (2-30°C). The test is stable through the
expiration date printed on the sealed pouch or label of the closed canister. The test must remain
in the sealed pouch or closed canister until use. DO NOT FREEZE. Do not use beyond the
expiration date.

【SPECIMEN COLLECTION AND PREPARATION】
Urine Assay

A urine specimen must be collected in a clean and dry container. A first morning urine specimen
is preferred since it generally contains the highest concentration of hCG; however, urine
specimens collected at any time of the day may be used. Urine specimens exhibiting visible
precipitates should be centrifuged, filtered, or allowed to settle to obtain a clear specimen for
testing.

Serum or plasma Assay
Blood should be collected aseptically into a clean tube without anticoagulants (Serum) or with
anticoagulants (Plasma). Separate the serum or plasma from blood as soon as possible to avoid
hemolysis. Use clear non-hemolyzed specimens when possible.

Specimen Storage
Urine or serum or plasma specimens may be stored at 2-8°C for up to 48 hours prior to testing.
For prolonged storage, specimens may be frozen and stored below -20°C. Frozen specimens
should be thawed and mixed before testing.

【MATERIALS 】
•Test Dipsticks

Materials provided

•Package Insert

Materials required but not provided

•Specimen collection containers
【DIRECTIONS FOR USE】

•Timer

1. Bring the pouch or canister to room temperature before opening it. Remove the test dipstick
from the sealed pouch or closed canister and use it within one hour.
NOTE: For canister packaging, immediately close the canister tightly after removing the
required number of the test dipstick(s). Record the initial opening date on the canister. Once
the canister has been opened, the remaining test dipstick(s) are stable for 90 days only.
2. With arrows pointing toward the urine or serum or plasma specimen, immerse the test dipstick
vertically in the urine or serum or plasma specimen for at least 15 seconds. Do not pass the
maximum line (MAX) on the test dipstick when immersing the dipstick. See illustration below.
3. Place the test dipstick on a non-absorbent flat surface, start the timer and wait for the colored
line(s) to appear. Read the result at 3 minutes when testing a urine specimen, or at 5
minutes when testing a serum or plasma specimen.
NOTE: A low hCG concentration might result in a weak line appearing in the test line region (T)
after an extended period of time; therefore, do not interpret the result after 10 minutes.

Method
Other hCG Rapid Test
Total Results
Results
Positive
Negative
hCG Pregnancy
Rapid Test
Positive
68
0
68
Dipstick
Negative
0
240
240
Total Results
68
240
308
Sensitivity: ＞99.9% (95.7%~100%)*
Specificity: ＞99.9%(98.8%~100%)*
Accuracy: ＞99.9%(99.0%~100%) *
* 95% Confidence Intervals
Tests were performed with serum and found to be positive or negative as reported. Plasma
specimens from the same individuals were tested with The hCG Pregnancy Rapid Test Dipstick
to validate the efficacy with plasma specimens

Sensitivity and Cross-Reactivity

Positive

Negative

The hCG Pregnancy Rapid Test Dipstick detects hCG at a concentration of 25mIU/ml or greater.
The test has been standardized to the W.H.O. International Standard. The addition of LH
(300mIU/ml), FSH (1,000mIU/ml), and TSH (1,000μIU/ml) to negative (0mIU/ml hCG) and
positive (25mIU/ml hCG) specimens showed no cross-reactivity.

Invalid

Precision
Intra-Assay

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
POSITIVE: Two distinct colored lines appear. One line should be in the control line region (C)
and another line should be in the test line region (T). One line may be lighter than the other; they
do not have to match. This means that you are probably pregnant.
NEGATIVE: One colored line appears in the control line region (C). No line appears in the
test line region (T). This means that you are probably not pregnant.
INVALID: The result is invalid if no colored line appears in the control line region (C), even
if a line appears in the test line region (T). You should repeat the test with a new test dipstick.

Within-run precision has been determined by using 10 replicates of three specimens containing
25mIU/ml. 100mIU/ml.250mIU/ml and 0mIU/ml of HCG. The negative and positive values were
correctly identified 100% of the time.

A procedural control is included in the test. A colored line appearing in the control line region (C)
is considered an internal procedural control. It confirms sufficient specimen volume and correct
procedural technique. A clear background is an internal negative procedural control. If a
background color appears in the result window and interferes with the ability to read the test
result, the result may be invalid. It is recommended that a positive hCG control (containing
25-250mIU/ml hCG) and a negative hCG control (containing "0"mIU/ml hCG) be evaluated to
verify proper test performance when a new shipment of tests is received.

The following potentially interfering substances were added to hCG negative and positive
specimens.

【QUALITY CONTROL】

Inter-Assay
Between-run precision has been determined by using the same three specimens of 25mIU/ml.
100mIU/ml.250mIu/ml and 0mIU/ml of HCG in 10 independent assays. Three different lots of the
hCG Pregnancy Rapid Test Dipstick have been tested. The specimens were correctly identified
100% of the time.

Interfering Substance

【LIMITATIONS】

1. The hCG Pregnancy Rapid Test Dipstick is a preliminary qualitative test, therefore, neither the
quantitative value nor the rate of increase in hCG can be determined by this test.
2. Very dilute urine specimens, as indicated by a low specific gravity, may not contain
representative levels of hCG. If pregnancy is still suspected, a first morning urine specimen
should be collected 48 hours later and tested.
3. Very low levels of hCG (less than 50 mIU/ml) are present in urine and serum or plasma
specimen shortly after implantation. However, because a significant number of first trimester
5
pregnancies terminate for natural reasons, a test result that is weakly positive should be
confirmed by retesting with a first morning urine or serum or plasma specimen collected 48
hours later.
4. This test may produce false positive results. A number of conditions other than pregnancy,
including trophoblastic disease and certain non-trophoblastic neoplasms including testicular
tumors, prostate cancer, breast cancer, and lung cancer, cause elevated levels of hCG.6,7
Therefore, the presence of hCG in urine or serum or plasma specimens should not be used
to diagnose pregnancy unless these conditions have been ruled out.
5. This test may produce false negative results. False negative results may occur when the
levels of hCG are below the sensitivity level of the test. When pregnancy is still suspected, a
first morning urine specimen should be collected 48 hours later and tested. In case
pregnancy is suspected and the test continues to produce negative results, see a physician for
further diagnosis.
6. As with any assay employing mouse antibodies, the possibility exists for interference by
human anti-mouse antibodies (HAMA) in the specimen. Specimens from patients who have
received preparations of monoclonal antibodies for diagnosis or therapy may contain HAMA.
Such specimens may cause false positive or false negative results.
7. This test provides a presumptive diagnosis for pregnancy. A confirmed pregnancy diagnosis
should only be made by a physician after all clinical and laboratory findings have been
evaluated.

【EXPECT VALUE】

Negative results are expected in healthy non-pregnant women and healthy men. Healthy
pregnant women have hCG present in their urine and serum or plasma specimens. The amount
of hCG will vary greatly with gestational age and between individuals. The hCG Pregnancy Rapid
Test Dipstick (Urine/serum/plasma) has a sensitivity of 25mIU/ml, and is capable of detecting
pregnancy as early as 1 day after the first missed menses.

Acetaminophen
20 mg/dl
Caffeine
20 mg/dl
Acetylsalicylic Acid
20 mg/dl
Gentisic Acid
20 mg/dl
Ascorbic Acid
20 mg/dl
Glucose
2 g/dl
Atropine
20 mg/dl
Hemoglobin
1 mg/dl
Bilirubin
2 mg/dl
Bilirubin(serum or plasma ) 40mg/dl
Triglycerides(serum or plasma )
1,200 mg/dl
None of the substances at the concentration tested interfered in the assay.
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【PERFORMANCE CHARACTERISTICS】
Accuracy

A multi-center clinical evaluation was conducted comparing the results obtained using the hCG
Pregnancy Rapid Test Dipstick to another commercially available urine and serum or plasma
hCG Rapid test. The urine study included 608specimens, and both assays identified 377
negative and 231 positive results. The serum or plasma study included 308 specimens, and both
assays identified 240 negative and 68 positive results. The results demonstrated a >99% overall
accuracy of the hCG Pregnancy Rapid Test Dipstick when compared to the other urine and
serum or plasma hCG Rapid test.

hCG Reference Method (Urine)
Method
Results
hCG Pregnancy
Rapid Test
Positive
Dipstick
Negative
Total Results
Sensitivity: ＞99.9% (98.7%~100%)*
Specificity: ＞99.9%(99.2%~100%)*
Accuracy: ＞99.9 %( 99.5%~100%) *

Other hCG Rapid Test
Positive
Negative
231
0
0
377
231
377

* 95% Confidence Intervals

Total Results
231
377
608
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LH Ovulation Rapid Test Dipstick(Urine)
Package Insert
REF FLH-101/111 English
A rapid test for the qualitative detection of luteinizing hormone (LH) in urine.
For professional in vitro diagnostic use only.
【INTENDED USE】
The LH Ovulation Rapid Test Dipstick (Urine) is a rapid chromatographic immunoassay
for the qualitative detection of luteinizing hormone (LH) in urine to aid in the detection of
ovulation.
【SUMMARY】
Ovulation is the release of an egg from the ovary. The egg then passes into the fallopian
tube where it is ready to be fertilized. In order for pregnancy to occur, the egg must be
fertilized by sperm within 24 hours after its release. Immediately prior to ovulation, the
body produces a large amount of luteinizing hormone (LH) which triggers the release of
a ripened egg from the ovary. This “LH surge” usually takes place in the middle of the
menstrual cycle.1
The LH Ovulation Rapid Test Dipstick (Urine) is a complete system to help predict the
time of ovulation, and peak fertility. It is during this fertile time that pregnancy is most
likely to occur.
The LH Ovulation Rapid Test Dipstick (Urine) detects the LH surge in urine, signaling
that ovulation is likely to occur in the next 24-36 hours. The test utilizes a combination of
antibodies including a monoclonal LH antibody to selectively detect elevated levels of
LH.
Important: The LH surge and ovulation may not occur in all menstrual cycles.
【REAGENT】
The test contains anti-LH particles and anti-LH antibody coated on the membrane.
【PRECAUTIONS】
• For professional in vitro diagnostic use only. Do not use after the expiration date.
• Do not eat, drink or smoke in the area where the specimens or kits are handled.
• The test should remain in the sealed pouch or closed canister until ready to use.
• Handle all specimens as if they contain infectious agents. Observe established
precautions against microbiological hazards throughout the procedure and follow the
standard procedures for proper disposal of specimens.
• The used test should be discarded according to local regulations.
• Humidity and temperature can adversely affect results.
【STORAGE AND STABILITY】
Store as packaged at room temperature or refrigerated (2-30°C). The test is stable
through the expiration date printed on the sealed pouch or label of the closed canister.
The test must remain in the sealed pouch or closed canister until use. DO NOT FREEZE.
Do not use beyond the expiration date.
NOTE: Once the canister has been opened, the remaining test(s) are stable for 90 days
only.
【SPECIMEN COLLECTION AND PREPARATION】
• Determine the optimal time for urine collection. For best results, collect urine at about
the same time each day. Some women have found that their best specimen is after 12
noon. Do not collect the first urine specimen after waking up.
• Reduce liquid intake approximately 2 hours prior to urine collection.
• Record the date, cycle day and time of urine collection. See the TEST RESULTS
CHART at the end of this package insert.
• Urine can be stored at room temperature for up to 8 hours or at 2-8°C for up to 24
hours. Do not freeze. For best results, test urine on the same day that it is collected. If
refrigerated, let urine reach room temperature before testing. Do not shake the
container. If sediment forms at the bottom of the collection container, allow the
sediment to settle. Use only urine from the top of the container.
【MATERIALS】
Materials provided
Test Dipsticks
Package Insert
Materials required but not provided
Specimen collection containers
Timer
【WHEN TO START TESTING】
First, determine the subject’s Menstrual Cycle Length. The Menstrual Cycle Length is
the number of days from the first day of the subject’s period (menstrual bleeding) to the
last day before the next period starts.
Next, determine the Days to Count Ahead after the period to start testing. Find the
subject’s Menstrual Cycle Length on the first row of the chart below, and read the
corresponding Days to Count Ahead in the second row. This is the number of days after
the period to begin testing.
Menstrual Cycle Length
21
22
23
24
25
26
27
28
29
6
6
7
7
8
9
10
11
12
30
31
32
33
34
35
36
37
38
13
14
15
16
17
18
19
20
21
Days to Count Ahead
Finally, determine the day to start testing. Starting from and including the first day of the
last period, count ahead the number of days indicated in the previous step. This is the
day on which testing should begin. As a basic guideline, it is recommended to test once
a day for five days.
Note: If uncertain about the length of the subject’s menstrual cycle, use the shortest
menstrual cycle length (21 days) when reading the chart. In this case, it may be
necessary to test for more than 5 days.
Example: The subject’s usual menstrual cycle length is 28 days. The chart indicates to
count ahead 11 days from the subject’s last period. The subject’s last period started on
the 3rd. Starting from and including the 3rd, count ahead 11 days to arrive at the 13th.
Urine collection and testing should start on the 13th and proceed through the 17th. (See
the Example Specimen Calendar below).

Example Specimen Calendar
Monday Tuesday Wednesday Thursday Friday Saturday
1
2
(3)
4
5
6
7
8
9
10
11
12
<13>
14
15
16
17
18
19
20
21
22
23
24
25
26
27
28
29
30
31
()—First day of the period
<>--Being test with the LH Ovulation Rapid Test Dipstick (Urine)
【DIRECTIONS FOR USE】
Allow the test, urine specimen and/or controls to reach room temperature
(15-30°C) prior to testing.
1. Determine the day to begin testing. (See the above section: “WHEN TO START
TESTING”).
2. Bring the pouch or canister to room temperature before opening it. Remove the test
dipstick from the sealed pouch or closed canister and use it as soon as possible.
NOTE: For canister packaging, immediately close the canister tightly after removing
the required number of the test dipstick(s). Record the initial opening date on the
canister. Once the canister has been opened, the remaining test dipstick(s) are stable
for 90 days only.
3. With arrows pointing toward the urine specimen, immerse the test dipstick
vertically in the urine specimen for at least 10-15 seconds. Do not pass the
maximum line (MAX) on the test dipstick when immersing the dipstick. See illustration
below.
4. Place the test dipstick on a non-absorbent flat surface, start the timer and wait for the
colored line(s) to appear. Read results at 5 minutes. Do not interpret the result after
10 minutes.
Sunday

【INTERPRETATION OF RESULTS】
(Please refer to the illustration)
POSITIVE: Two lines are visible, but the line in test line region (T) is the same as or
darker than the one in the control line region (C). This indicates probable ovulation in
24-36 hours.
NEGATIVE: Two lines are visible, but the line in the test line region (T) is lighter
than the one in the control line region (C), or if there is no line in the test line region
(T). This indicates that no LH surge has been detected.
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect
procedural techniques are the most likely reasons for control line failure. Review the
procedure and repeat the test with a new test. If the problem persists, discontinue using
the test kit immediately and contact your local distributor.
【QUALITY CONTROL】
A procedural control is included in the test. A colored line appearing in the control line
region (C) is considered an internal procedural control. It confirms sufficient specimen
volume, adequate membrane wicking and correct procedural technique.
A positive result indicates that the urine specimen contains the level of LH that would
indicate the beginning of ovulation. Ovulation should begin in 24-36 hours.
A negative result indicates that no LH surge has been detected and daily testing should
continue. Not every woman ovulates mid-cycle, therefore, a positive result may not
appear during the selected days of testing. If you see no positive result, continue testing
with the LH Ovulation Rapid Test Dipstick (Urine) for several more days. If negative
results persist, test again during the next menstrual cycle.
【LIMITATIONS】
1. For professional in vitro diagnostic use only.
2. This test may not be used as a form of birth control.
3. The test results should not be affected by pain relievers, antibiotics and other common
drugs. Medication containing hCG or LH may affect the test and should not be taken
while using the LH Ovulation Rapid Test Dipstick (Urine). In addition, the test will not
work properly for subjects who are pregnant, in menopause, or taking birth control
pills.
4. Keep out of the reach of children.
【PERFORMANCE CHARACTERISTICS】
Laboratory studies show that the sensitivity of the LH Ovulation Rapid Test Dipstick
(Urine) is 40mIU/ml and the accuracy is 99.0%.
【INTERFERENCE SUBSTANCE】
The LH Ovulation Rapid Test Dipstick (Urine) has been tested with commonly known
drugs and hormones including FSH (1,000mIU/ml), TSH (1,000μIU/ml), and hCG
(100mIU/ml). At the levels tested, none of these substances interfered with the expected
test results.

【QUESTIONS AND ANSWERS】
1. Can the LH Ovulation Rapid Test Dipstick (Urine) be used to avoid pregnancy?
No, the test should not be used as a form of birth control.
2. Do alcohol or common medications affect the test?
No, but a physician should be consulted if taking any hormonal medication. Also,
recent oral contraceptive use, breastfeeding or pregnancy could affect the results.
3. How long will the line remain visible?
The test should be read at 5 minutes for best results. A positive (Surge) result will
never disappear. The colored line(s) may become darker and a tinted background
may appear after several hours. Some negative results may later display a faint
second color line because of evaporation from the test line region, which prevents
complete migration of the test chemicals. Therefore, do not read the result after 10
minutes and discard the test after reading the test.
4. Once a positive result is obtained, when is the best time to have intercourse?
Ovulation is likely to occur within 24-36 hours. This is the most fertile time. Sexual
intercourse within this time frame is advised.
5. Does this test replace the basal body temperature method (BBT)?
The shift in basal body temperature primarily indicates that ovulation has already
occurred. The LH Ovulation Rapid Test Dipstick (Urine) indicates that ovulation is
about to occur.
6. Does a positive result guarantee a pregnancy after intercourse within the fertile
days?
There are many factors that can affect the ability to become pregnant. Often it may be
necessary to use the test kit for 3-4 months before achieving pregnancy. A physician
should be consulted if pregnancy is not achieved after 3-4 months.
7. How soon can pregnancy be confirmed?
Rapid pregnancy tests can provide results as early as the first missed period.
8. What time of the day should I perform the test? Do I need to use first morning
urine?
First morning urine is not recommended, but any other time of day is suitable. For best
results, try to collect urine at approximately the same time each day.
9. Will heavy intake of liquids affect the result?
Heavy intake of fluids prior to testing will dilute the hormone in urine. Limiting fluid
intake for about two hours before collecting urine is suggested.
TEST RESULTS CHART
Test
Date
Collection Time
Result
Day 1
Day 2
Day 3
Day 4
Day 5
【BIBLIOGRAPHY】
1. Elkind-Hirsch, K; Goldzieher, JW; Gibbons, WE and Besch, PK. Obstetrics and
Gynecology, 67(3): 450-453,1986.
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FSH

FSH

FSH
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If the subject is no longer having regular periods, the first test should be taken at
any time during the month and the second test should be taken 1 week later.
【DIRECTIONS FOR USE】
Allow the test, urine specimen and/or controls to reach room temperature (1530°C) prior to testing.
1. Determine the day to begin testing. (See the above section: “WHEN TO START
TESTING”).
2. Bring the pouch to room temperature before opening it. Remove the test dipstick
from the sealed pouch or closed canister and use it as soon as possible.
NOTE: For canister packaging, immediately close the canister tightly after removing
the required number of the test dipstick(s). Record the initial opening date on the
canister. Once the canister has been opened, the remaining test dipstick(s) are stable
for 90 days only.
3. With arrows pointing toward the urine specimen, immerse the test dipstick vertically
in the urine specimen for at least 10-15 seconds. Do not pass the maximum line
(MAX) on the test dipstick when immersing the dipstick. See illustration below.
4. Place the test dipstick on a non-absorbent flat surface, start the timer and wait for
the colored line(s) to appear. Read results at 3 minutes. Do not interpret the result
after 10 minutes.

FSH

REF FFS-101
English
A rapid test for the qualitative detection of follicle stimulating hormone (FSH) in urine.
For professional in vitro diagnostic use only.
【INTENDED USE】
The FSH Rapid Test Dipstick (Urine) is a rapid chromatographic immunoassay for the
qualitative detection of follicle stimulating hormone (FSH) in urine to aid in the
detection of menopause.
【SUMMARY】
Menopause is the permanent cessation of menstruation but is usually not scientifically
diagnosed until one full year after a woman’s menstrual periods have stopped. The
period leading up to menopause, and the 12 months following, is known as
perimenopause. Many women experience symptoms during this time including hot
flashes, irregular menstrual cycles, sleep disorders, vaginal dryness, hair loss, anxiety
and mood swings, short-term memory loss and fatigue. The onset of perimenopause
is caused by changes in the levels of hormones in the female body that regulate the
menstrual cycle. As the body produces less and less estrogen, it increases its
production of FSH, which normally regulates the development of a female’s eggs.1-3
Therefore, testing for FSH can help determine whether a woman is in the
perimenopause stage. If a woman knows she is perimenopausal, she can take the
appropriate steps to keep her body healthy and avoid the health risks associated with
menopause, which include osteoporosis, increased blood pressure and cholesterol,
and increased risk of heart disease.4,5
The FSH Rapid Test Dipstick is a rapid test that qualitatively detects the FSH level in
urine specimen at the sensitivity of 25 mIU/mL. The test utilizes a combination of
antibodies including a monoclonal anti-FSH antibody to selectively detect elevated
levels of FSH.
【PRINCIPLE】
The FSH Rapid Test Dipstick is a qualitative, lateral flow immunoassay for the
qualitative detection of human Follicle Stimulating Hormone in urine to evaluate the
onset of menopause in women. The test utilizes a combination of antibodies including
a monoclonal anti-FSH antibody to selectively detect elevated levels of FSH. The
assay is conducted by immersing the test strip in a urine specimen and observing the
formation of colored lines. The specimen migrates via capillary action along the
membrane to react with the colored conjugate. Positive specimens react with the
specific antibody-FSH colored conjugate to form a colored line at the Test Line
Region of the membrane which is darker than or the same shade as the line in the
Reference Line Region. To serve as a procedural control, a colored line will always
appear in the Reference Line Region, indicating that the proper volume of specimen
has been added and membrane wicking has occurred.
【REAGENT】
The test contains anti-FSH particles and anti-FSH coated on the membrane.
【PRECAUTIONS】
For professional in vitro diagnostic use only. Do not use after expiration date.
• The test should remain in the sealed pouch until use. Do not use the test if pouch is
damaged.
• Do not eat, drink or smoke in the area where the specimens or kits are handled.
• Handle all specimens as if they contain infectious agents. Observe established
precautions against microbiological hazards throughout the procedure and follow
the standard procedures for proper disposal of specimens.
• Humidity and temperature can adversely affect results.
【STORAGE AND STABILITY】
Store as packaged at room temperature or refrigerated (2-30°C). The test is stable
through the expiration date printed on the sealed pouch or label of the closed canister.
The test must remain in the sealed pouch or closed canister until use. DO NOT
FREEZE. Do not use beyond the expiration date.
NOTE: Once the canister has been opened, the remaining test(s) are stable for 90
days only.
【SPECIMEN COLLECTION AND PREPARATION】
The urine specimen must be collected in a clean and dry container. A first morning
urine specimen is preferred since it generally contains the highest concentration of
FSH; however, urine specimens collected at any time of the day may be used. Urine
specimens exhibiting visible precipitates should be centrifuged, filtered or allowed to
settle to obtain a clear specimen for testing.
【SPECIMEN STORAGE】
Urine specimens may be stored at 2°-8°C for up to 48 hours prior to testing. For
prolonged storage, specimens may be frozen and stored below -20°C. Frozen
specimens should be thawed and mixed before testing.
【MATERIALS】
Materials provided
Test Dipstick
Package Insert
Materials required but not provided
Specimen collection containers
Timer
【WHEN TO START TESTING】
 If the subject is still having monthly periods, then the first test should be taken
during the first week of her menstrual cycle (Days 2-7, with Day 1 being the first
day of menstruation). Repeat with the second test 1 week later.



FSH

FSH Rapid Test Dipstick (Urine)
Package Insert

【INTERPRETATION OF RESULTS】
(Please refer to the illustration)
POSITIVE: Two lines are visible and the line in test line region (T) is the same as or
darker than the line in the control line region (C). A positive result means that the FSH
level is higher than normal. Record the results and see the chart below to interpret
results.
NEGATIVE: Two lines are visible, but the line in the test line region (T) is lighter than
the line in the control line region (C), or there is no line in the test line region (T). A
negative result means that the FSH level is not elevated at this time. Record the
results and see the chart below to interpret results.
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect
procedural techniques are the most likely reasons for control line failure. Review the
procedure and repeat the test with a new test. If the problem persists, discontinue
using the test kit immediately and contact your local distributor.
【TEST INTERPRETATION】
Review the results of both tests (if applicable) and interpret according to the
chart below.
For patients experiencing premenopausal symptoms plus irregular menstrual cycles:
1st Test
2nd Test
Interpretation
Most likely in perimenopause. Discuss
with patient methods and therapies to
Positive
Positive
promote good health after menopause.
Patient
should
NOT
immediately
discontinue contraception.
Positive
Negative
May be in early stages of perimenopause.
Patient
should
NOT
immediately
OR
discontinue contraception.
Negative
Positive
Most
likely
not
experiencing
perimenopause this cycle. If symptoms
Negative
Negative
persist, repeat patient testing in the
following month or review other possible
causes for symptoms.
For patients experiencing menopausal symptoms who have had NO menstrual cycle
for the past 12 months:
1st Test
Interpretation
Menopause has most likely occurred. Test may be repeated.
Positive
Discuss with patient methods and therapies to promote good
health after menopause.
【QUALITY CONTROL】
A procedural control is included in the test. A colored line appearing in the Reference
Line region (C) is an internal procedural control. It confirms sufficient specimen
volume, adequate membrane wicking and correct procedural technique.

It is recommended that external positive and negative controls be tested with each
new kit, lot or shipment of product, with each change in operator within the test kit,
weekly as a check on continued storage conditions, and as otherwise required by
your laboratory's internal quality system procedures.
【LIMITATIONS】
1. The test works only when the test procedures are precisely followed.
2. Do not reuse the test device.
3. For professional in vitro diagnostic use only.
4. Oral contraceptive and pregnancy may affect the test and produce inaccurate
results.
5. The test may not be used to determine fertility. It cannot be used to determine the
ability to become pregnant. Contraception decisions should not be made based
on the results of this test alone.
6. Keep out of the reach of children.
【PERFORMANCE CHARACTERISTICS】
Accuracy
A multi-center clinical evaluation was conducted comparing results obtained using the
FSH Rapid Test to another commercially available urine membrane FSH test. The
results of the study, which included 250 urine specimens, demonstrated 100.0%
accuracy of the FSH Rapid Test when compared to the other urine FSH test.
FSH Rapid Test vs. Other FSH Rapid Test
Other FSH Rapid Test
Total Results
Results
Positive
Negative
FSH Rapid Test
Positive
85
0
85
Negative
0
165
165
Total Results
85
165
250
Positive Agreement: 100.0% (96.6%-100.0%)*
Negative Agreement: 100% (95.7%-99.9%)*
Overall Agreement: 100% (97.1%-99.9%)*
*95% Confidence Interval
Sensitivity and Specificity
The FSH Rapid Test Dipstick can detect FSH at concentrations of 25 mIU/mL or
greater. The addition of LH (1,000 mIU/mL), hCG (100 IU/mL), and TSH (1,000
µIU/mL) to negative (0 mIU/mL FSH) and positive (25 mIU/mL FSH) specimens
showed no cross-reactivity.
Interfering Substances
The following potentially interfering substances were added to FSH negative and
positive specimens.
Acetaminophen
20 mg/dL
Caffeine
20 mg/dL
Acetylsalicylic Acid
20 mg/dL
Gentisic Acid
20 mg/dL
Ascorbic Acid
20 mg/dL
Glucose
2 g/dL
Acetoacetic Acid
2 g/dL
Hemoglobin
500 mg/dL
Bilirubin
100 mg/dL
None of the substances at the concentrations tested interfered in the assay.
【BIBLIOGRAPHY】
1. Turkington CA. The Perimenopause Sourcebook. Contemporary Books, New York,
NY. 1998.
2. Perry S, O'Hanlan K. Natural Menopause: The Complete Guide. Reading, MA,
Addison-Wesley, 1997.
3. Stanford, JL, Weiss NS, et al. Combined Estrogen and Progestin Hormone
Replacement Therapy in Relation to Risk of Breast Cancer, J. Am. Med. Assoc.
1995; 274(2): 137-142.
4. Speroff L, Glass RH, Kase NG, Clinical Gynecologic Endocrinology and Infertility
5th Ed, Williams and Wilkins, Baltimore, MD. 1994; 588.
5. Jacobs DS, Demott DR, Grady HJ, Horvat RT, Huestis DW, Kasten BL,
Laboratory Test Handbook 4th Ed, Lippincott Williams and Wilkins, Baltimore, MD.
1996.
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fFN Rapid Test Cassette (Vaginal secretion)
Package Insert
REF FFF-502

English

For professional in vitro diagnostic use only.

【INTENDED USE】
The fetal fibronectin (fFN) rapid test (vaginal secretion) is a visually interpreted, qualitative
immunochromatographic test device for detection of fFN in vaginal secretions during
pregnancy, which is a special protein that literally holds your baby in place in the womb.
The test is intended for professional use to help diagnose if the preterm delivery is likely to
occur in pregnant women. The test may be run on patients between 24 and 34 weeks
gestation.

【SUMMARY】
Fetal fibronectin (fFN), an isoform of fibronectin, is a complex adhesive glycoprotein with a
molecular weight of approximately 500,000 daltons.1, 2
Fetal fibronectin is elevated in cervicovaginal secretions during the first 24 weeks of
pregnancy but is diminished between 24 and 34 weeks in normal pregnancies.Detection of
fFN in cervicovaginal secretions between 24 and 34 completed weeks gestation is reported
to be associated with preterm delivery in symptomatic 3, 4, 5 and asymptomatic pregnant
women6, 7.






Perform the testing immediately after the specimen collection. Do not leave the
specimens at room temperature for prolonged periods. Specimens may be stored at 28°C for up to 72 hours.
Bring specimens to room temperature prior to testing.
Pack the specimens in compliance with applicable regulations for transportation of
etiological agents, in case they need to be shipped.

【PROCEDURE】
Bring tests, specimens, buffer and/or controls to room temperature (15-30°C) before
use.
 Remove the test from its sealed pouch, and place it on a clean, level surface. Label the
test with patient or control identification. To obtain a best result, the assay should be
performed within one hour.
 Add 2 drops (80μl) of the extracted buffer into the sample well. As the test begins to
work, you will see color move across the membrane.
 Wait for the colored band to appear. The result should be read at 10 minutes. Do not
interpret the result after 20 minutes.

【MATERIALS】
Materials Provided
 Test cassettes
 Specimens dilution tubes with buffer (0.1 M PBS)
 Specimens collection swabs
 Package insert
Materials Required But Not Provided
 Timer

【PRECAUTIONS】









For professional in vitro diagnostic use only. Do not use after the expiration date.
Do not eat, drink or smoke in the area where the specimens and kits are handled.
Handle all specimens as if they contain infectious agents. Observe established precautions
against microbiological hazards throughout the procedure and follow the standard procedures
for proper disposal of specimens.
Wear protective clothing such as laboratory coats, disposable gloves and eye protection when
specimens are assayed.
The used test should be discarded according to local regulations.
Humidity and temperature can adversely affect results.
Do not use test if pouch is damaged.

【STORAGE AND STABILITY】





The kit should be stored at 2-30°C until the expiry date printed on the sealed pouch.
The test must remain in the sealed pouch until use.
Do not freeze.
Cares should be taken to protect components in this kit from contamination. Do not use if there
is evidence of microbial contamination or precipitation. Biological contamination of dispensing
equipments, containers or reagents can lead to false results.

【SPECIMEN COLLECTION AND STORAGE】
 The Fetal fibronectin (fFN) Rapid Test Cassette (vaginal secretion) is intended only for use
with cervicovaginal secretions.
 The specimen is cervicovaginal secretion that is extracted into the Specimen Extraction
Solution provided. A cervicovaginal secretion is obtained using a sterile polyester swab
from the posterior fomix of the vagina during a sterile speculum examination or, if no
vaginal fluid is visible, the sample may be taken from the cervix. Take care not to touch
anything with the swab before taking the sample. The swab should be in the vagina or
cervix for approximately 10~15 seconds to allow it to absorb the secretion samples.
 Open the Specimen Extraction Solution tube and put it in a vertical position. The
specimen is extracted immediately from the swab by swirling the swab vigorously in the
extraction solution for approximately 10 seconds. Specimens should be tested as soon
as possible after extraction but in any case no more than 4 hours after specimen
collection and extraction. If a specimen can not be tested within this time it should be
frozen. After thawing, the specimens should immediately be tested as fresh sample,
bringing it to room temperature as with a fresh sample.

The fFN Rapid Test Cassette (Vaginal secretion) has been compared with a leading
commercial fFN test. The correlation between these two systems is 98.4%.

【PERFORMANCE CHRACTERISTICS】
Sensitivity and Specificity
The fFN Rapid Test Cassette (vaginal secretion) has been tested with a leading
commercial fFN Rapid Test using clinical specimens.
Method
Other fFN Rapid Test
Total Results
Results
Positive
Negative
fFN Rapid Test
Positive
101
2
103
Cassette
Negative
2
148
150
Total Results
103
150
253
Relative Sensitivity: 98.1% (95%CI:*93.2%-99.8%)
Relative Specificity: 98.7% (95%CI:*95.3%-99.8%)
Overall Accuracy: 98.4% (95%CI:*96.0%-99.6%)
*Confidence Intervals
Precision
Intra-Assay
Within-run precisions has been determined by using 10 replicates tests for each of three
lots using three fFN antigen levels at 0 ng/mL, 25 ng/mL, 50 ng/mL. The specimens were
correctly identified >99% of the time.
Inter-Assay

【PRINCIPLE】
The fFN (vaginal secretion) has been designed to detect fFN through visual interpretation
of color development. Anti-fFN antibodies are immobilized on the test region of the
membrane in the test unit. During the test, the specimen is allowed to react with colored
anti-fFN antibodies conjugated colloidal gold, which were impregnated on the sample pad
of the test. The mixture then moves on the membrane by a capillary action and interacts
with reagents on the membrane. If fFN is available above detectable limits in specimens, a
colored band will form at the T region of the membrane. Presence of colored band indicates
a positive result, while its absence indicates a negative result. Appearance of a colored
band at the control region serves as a procedural control. This indicates that proper volume
of specimen has been added and membrane wicking has occurred.

【EXPECTED VALUES】

Between-run precision has been determined by using the same fFN antigen levels at 0
ng/mL, 25 ng/mL and 50 ng/mL of fFN in 10 independent assays. Three different lots of the
fFN Rapid Test Device (vaginal secretion) have been tested using these specimens. The
specimens were correctly identified >99% of the time.

【REFERENCES】
【INTERPRETATION OF RESULTS】
POSITIVE RESULT:

C

* A colored band appears in the control band region (C) and
another colored band appears in the T band region.

T
NEGATIVE RESULT:

C

One colored band appears in the control band region (C). No
band appears in the test band region (T).

T
INVALID RESULT:

C
T

Control band fails to appear. Results from any test which has
not produced a control band at the specified reading 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:
1. The intensity of the color in test region (T) may vary depending on the concentration of
aimed substances present in the specimen. Therefore, any shade of color in the test
region should be considered positive. Besides, the substances level can not be
determined by this qualitative test.
2. Insufficient specimen volume, incorrect operation procedure, or performing expired
tests are the most likely reasons for control band failure.

【QUALITY CONTROL】
A procedural control is included in the test. A colored line appearing in the control line
region (C) is considered an internal procedural control. It confirms sufficient specimen
volume, adequate membrane wicking and correct procedural technique.
Control standards are not supplied with this kit; however, it is recommended that positive
and negative controls be tested as good laboratory practice to confirm the test procedure
and to verify proper test performance.

【LIMITATIONS OF THE TEST】
1. The Fetal fibronectin (fFN) Rapid Test Cassette (vaginal secretion) is for in vitro
diagnostic use only. This test should be used for the qualitative detection of fFN only.
Neither the quantitative value nor the rate of increase in fFN concentration can be
determined by this qualitative test.
2. This test will only indicate the presence of fFN in specimens Performance with
specimens other than female cervical swabs has not been assessed.
3. As with all diagnostic tests, all results must be interpreted together with other clinical
information available to the physician.
4. Some specimens containing unusually high titers of heterophile antibodies or
rheumatoid factor (RF) may affect expected results. Even if the test results are positive,
further clinical evaluation should be considered with other clinical information available
to the physician.
5. Excessive blood on the swab may cause false positive results.

1. Matsuura H, Hakomori SI. The oncofetal domain of fibronectin defined by the
monoclonal antibody FDC-6: its presence in fibronectins from fetal and tumor tissues
and its absence in those from normal adult tissues and plasma. Proc Natl Acad Sci
USA 1985;82:6517–21.
2. Matsuura H, Takio K, Titani K, Greene T, et al. The oncofetal structure of human
fibronectin defined by monoclonal antibody FDC-6. Unique structural requirement for
the antigen specificity provided by a glycosylhexapeptide. J Biol Chem 1988;263:3314–
22
3. Lockwood CJ, Senyei AE, Dische MR, Casal DC, et al. Fetal fibronectin in cervical and
vaginal secretions as a predictor of preterm delivery. New Engl J Med 1991;325:669–
74.
4. Morrison JC, Allbert JR, McLaughlin BN, Whitworth NS, et al. Oncofetal fibronectin in
patients with false labor as a predictor of preterm delivery. Am J Obstet Gynecol
1993;168:538–42.
5. Bartnicki J, Casal DC, Kreaden US, Saling E, Vetter K. Fetal fibronectin in vaginal
specimens predicts preterm delivery and very low birth weight infants. Am J Obstet
Gynecol 1996;174:971–4.
6. Lockwood CJ, Wein R, Lapinski R, Casal D, et al. The presence of cervical and vaginal
fetal fibronectin predicts preterm delivery in an inner-city obstetric population. Am J
Obstet Gynecol 1993;169:798–804.
7. Morrison JC, Naef RW, Botti JJ, Katz M, et al. Prediction of spontaneous preterm birth
by fetal fibronectin and uterine activity. Obstet Gynecol 1996;87:649–55.
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For professional in vitro diagnostic use only.

【INTENDED USE】
The Insulin-like growth factor-binding protein 1 (iGFBP-1) rapid test cassette (vaginal secretion)
is a visually interpreted, qualitative immunochromatographic test for detection of iGFBP-1 in
vaginal secretions during pregnancy, which is a major protein marker of the amniotic fluid in a
vaginal sample. The test is intended for professional use to help diagnose the rupture of fetal
membranes (ROM) in pregnant women.

【SUMMARY】
Insulin-like growth factor-binding protein 1 (iGFBP-1) known as placental protein 12 (PP12) is a
protein that in humans is encoded by the IGFBP-1 gene. IGF-binding proteins (IGFBPs) is
believed to be important in the regulation of fetal and neonatal growth. We previously reported
that the profiles of IGFBPs in fetal cord serum (FCS) were dependent on the growth/metabolic
status of the fetus. It can be detected in cervical secretions of pregnant women, and whether
their presence predicts an increased risk of preterm delivery. The abundance of insulin-like
growth factor binding protein-1 at the maternal-fetal interface in severely preeclamptic
pregnancies suggests that the binding protein may participate in the pathogenesis of the shallow
placental invasion observed in this disorder. Low circulating insulin-like growth factor-I and
elevated insulin-like growth factor binding protein-1 levels may contribute to restricted placental
and therefore fetal growth.
The iGFBP-1 Rapid Test Cassette is a rapid test that qualitatively detects the presence of
iGFBP-1 in vaginal secretion specimen at the sensitivity of 25ng/ml.

【PRINCIPLE】
The iGFBP-1 (vaginal secretion) has been designed to detect iGFBP-1 through visual
interpretation of color development in the internal strip. The membrane was immobilized with
anti-iGFBP-1 antibodies on the test region. During the test, the specimen is allowed to react with
colored anti-iGFBP-1 antibodies colloidal gold conjugates, which were precoated on the sample
pad of the test. The mixture then moves on the membrane by a capillary action, and interacts
with reagents on the membrane. If there was enough iGFBP-1 in specimens, a colored band will
form in the T region of the membrane. Presence of colored band indicates a positive result, while
its absence indicates a negative result. Appearance of a colored band in the control region
serves as a procedural control. This indicates that proper volume of specimen has been added
and membrane wicking has occurred.





Solution provided. A vaginal secretion sample is obtained using a sterile polyester swab from
the posterior fomix of the vagina during a sterile speculum examination or, if no vaginal fluid
is visible, the sample may be taken from the cervix. Take not to touch anything with the swab
before taking the sample. The swab should be left in the vagina or cervix for approximately
10~15 seconds to allow it to absorb the secretion samples.
Open the Specimen Extraction Solution tube and put it in a vertical position. The specimen is
extracted immediately from the swab by swirling the swab vigorously in the extraction
solution for approximately 10 seconds. Specimens should be tested as soon as possible
after extraction but in any case no more than 4 hours after specimen collection and
extraction. If a specimen can not be tested within this time it should be frozen. After thawing,
the specimens can be tested as described below.
Perform the testing immediately after the specimen collection. Do not leave the specimens at
room temperature for prolonged periods. Specimens may be stored at 2-8°C for up to 72
hours.
Bring specimens to room temperature prior to testing.
Pack the specimens in compliance with applicable regulations for transportation of etiological
agents, in case they need to be shipped.

【DIRECTIONS FOR USE】
Bring tests, specimens, buffer and/or controls to room temperature (15-30°C) before use.
1.
Remove the test from its sealed pouch, and place it on a clean, level surface. Label the test
cassette with patient or control identification. To obtain a best result, the assay should be
performed within one hour.
2.
Insert the swab into the dilution tube, rotate for 20 times. Then press the swab against the
side of the tube and squeeze the bottom of the tube as the swab is withdrawn. Discard the
swab.
3.
Fit the cap onto the tube. Remove the top part of the cap. Place the test cassette on a
clean and level surface. Add 3 full drops of solution (approx. 100 µL) to the specimen
well (S), and then start the timer.
4.
Wait for the colored band to appear. The result should be read at 5 minutes. Do not
interpret the result after 20 minutes.

【MATERIALS】
Materials provided
 Individually packed test cassettes
 Package insert

 Specimens collection swabs
 Specimens dilution tubes with buffer

【EXPECTED VALUES】
The iGFBP-1 Rapid Test Cassette (Vaginal secretion) has been compared with a leading
commercial iGFBP-1 test. The correlation between these two systems is 98.0%.

【PERFORMANCE CHRACTERISTICS】
Sensitivity and Specificity
The iGFBP-1 Rapid Test Cassette (vaginal secretion) has been tested with a leading
commercial iGFBP-1 Rapid Test using clinical specimens.
Method
Other iGFBP-1 Rapid Test
Total Results
Results
Positive
Negative
iGFBP-1 Rapid
Positive
102
3
105
Test Cassette
Negative
2
147
149
Total Results
104
150
254
Relative Sensitivity: 98.1% (95%CI:*93.2%-99.8%)
Relative Specificity: 98.0% (95%CI:*94.3%-99.6%)
Overall Accuracy: 98.0% (95%CI:*95.5%-99.4%)
*Confidence Intervals
Precision
Intra-Assay
Assays were carried out to determine assay reproducibility using replicates of 10 tests in three
different runs for each of three lots using iGFPB-1 antigen levels at 0 ng/mL, 25 ng/mL,
50ng/mL. The specimens were correctly identified >99% of the time.
Inter-Assay
Between-run precision has been determined by using the three iGFBP-1 antigen levels at
0ng/mL, 25ng/mL and 50ng/mL of iGFBP-1 in 3 independent assays. Three different lots of the
iGFBP-1 Rapid Test Cassette (vaginal secretion) have been tested using these specimens. The
specimens were correctly identified >99% of the time.

【BIBLIOGRAPHY】
1. Erdemoglu and Mungan T. Significance of detecting insulin-like growth factor binding
protein-1 in cervicovaginal secretions: Comparison with nitrazine test and amoniotic fluid
volume assessment. Acta Obstet Gynecol Scand (2004) 83: 622-626
2. Vogel Ida, Grønbaek Henning, Thorsen Poul, Flyvbjerg Allan. Insulin-like growth factor
binding protein 1 (IGFBP-1) in vaginal fluid in pregnancy. In Vivo, 2004, Vol.18 (1), pp.37-41
3. Woytoń J, Kłósek A, Zimmer M, Fuchs T. Insulin-like growth factor binding protein 1 (IGFBP1) in vaginal secretion as a marker of premature rupture of amniotic membranes.
Ginekologia polska, 2000, Vol.70 (11), pp.809-14
4. Rutanen E M, Pekonen F, Kärkkäinen T. Measurement of insulin-like growth factor binding
protein-1 in cervical/vaginal secretions: comparison with the ROM-check Membrane
Immunoassay in the diagnosis of ruptured fetal membranes Clinica chimica acta;
international journal of clinical chemistry, 1993, Vol.214 (1), pp.73-81.

Materials Required But Not Provided
 Timer

【PRECAUTIONS】













For professional in vitro diagnostic use only.
Do not use after expiration date indicated on the package. Do not use the test if its foil pouch
is damaged. Do not reuse tests.
This kit contains products of animal origin. Certified knowledge of the origin and/or sanitary
state of the animals does not totally guarantee the absence of transmissible pathogenic
agents. It is therefore, recommended that these products be treated as potentially infectious,
and handled observing the usual safety precautions (do not ingest or inhale).
Avoid cross-contamination of specimens by using a new specimen collection container for
each specimen obtained.
Read the entire procedure carefully prior to performing any tests.
Do not eat, drink or smoke in the area where the specimens and kits are handled. Handle all
specimens as if they contain infectious agents. Observe established precautions against
microbiological hazards throughout the procedure and follow the standard procedures for
proper disposal of specimens. Wear protective clothing such as laboratory coats, disposable
gloves and eye protection when specimens are assayed.
Buffered Saline contains sodium azide which may react with lead or copper plumbing to form
potentially explosive metal azides. When disposing of buffered saline or extracted samples,
always flush with copious quantities of water to prevent azide build up.
Do not interchange or mix reagents from different lots.
Humidity and temperature can adversely affect results.
The used testing materials should be discarded in accordance with local, state and/or federal
regulations.

【INTERPRETATION OF RESULTS】
POSITIVE: * A colored band appears in the control band region (C) and another colored
band appears in the T band region (T).
NEGATIVE: One colored band appears in the control band region (C). No band appears in
the test band region (T).
INVALID: Control band fails to appear. Results from any test which has not produced a control
band at the specified reading 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:
1. The intensity of the color in test region (T) may vary depending on the concentration of
aimed substances present in the specimen. Therefore, any shade of color in the test region
should be considered positive. Besides, the substances level can not be determined by this
qualitative test.
2. Insufficient specimen volume, incorrect operation procedure, or performing expired tests are
the most likely reasons for control band failure.

【QUALITY CONTROL】
1. Internal procedural controls are included in the test. A colored band appearing in the control
region (C) is considered an internal positive procedural control. It confirms sufficient
specimen volume and correct procedural technique.
2. 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.

【STORAGE AND STABILITY】

【LIMITATIONS】






1. The Insulin-like growth factor-binding protein 1 (iGFBP-1) rapid test (vaginal secretion) is for
professional in vitro diagnostic use, and should be used for the qualitative detection of
iGFBP-1 only.
2. As with all diagnostic tests, a definitive clinical diagnosis should not be based on the results
of a single test, but should only be made by the physician after all clinical and laboratory
findings have been evaluated.
3. If the test result is negative and clinical symptoms persist, additional testing using other
clinical methods is recommended. A negative result does not at any time preclude the
possibility

The kit should be stored at 2-30°C until the expiry date printed on the sealed pouch.
The test must remain in the sealed pouch until use.
Do not freeze.
Cares should be taken to protect components in this kit from contamination. Do not use if
there is evidence of microbial contamination or precipitation. Biological contamination of
dispensing equipments, containers or reagents can lead to false results.

【SPECIMEN COLLECTION AND STORAGE】



The Insulin-like growth factor-binding protein 1 (iGFBP-1) rapid test cassette (vaginal
secretion) is intended only for use with women vaginal secretion specimens.
The specimen is cervicovaginal secretion that is extracted into the Specimen Extraction
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HAV IgG/IgM Combo Rapid Test Cassette
(Serum/Plasma)
Package Insert

Testing Procedures
1. Remove the test cassette from sealed pouch and used it within one hour. Best results
will be obtained if the assay is performed immediately after opening foil pouch.
2. Absorb the sample from sample dilution bottle with 5ul droppers, then transfer 1
drop of the dilution sample (5ul) to the sample port (S) which part have been
marked respectively. Or using micropipette add 5ul dilution sample into the sample
port (S) which part have been marked.
3. Add 2 drops of buffer (approx. 80ul) into the buffer well (B) of the test cassette, start
the time.
4. Wait for the colored line(s) to appear. Read the result at 20 minutes, do not interpret
the result after 30 minutes.
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English
A rapid test for the qualitative detection of IgG and IgM antibodies to Hepatitis A virus in
serum or plasma.
For professional in vitro diagnostic use only.
【INTENDED USE】
The HAV IgG/IgM Combo Rapid Test Cassette is a rapid chromatographic
immunoassay for the qualitative detection of IgG and IgM antibodies to Hepatitis A virus
(HAV) in serum or plasma specimen.
【SUMMARY】
HAV is a positive RNA virus, a unique member of picornavirdae1.Its transmission
depends primarily on serial transmission from person to person by the fecal-oral route.
Although hepatitis A is not ordinarily a sexually transmitted disease, the infection rate is
high among male homosexuals, as result of oral-anal contact2,3.
The HAV IgG/IgM Combo Rapid Test Cassette is to be used to detect IgG and IgM
antibodies to HAV in less than 20 minutes by untrained or minimally skilled personnel,
without cumbersome laboratory equipment.
【PRINCIPLE】
The test is base on a proprietary technology that combines the principles of
immune-chromatography and fluid dynamics. The HAV IgG test has the recombinant
mouse anti-human IgG immobilized on the membrane within the test zone. During the
test the serum or plasma add on the sample port(S) reacts with mouse anti-human IgG
on the membrane first. The HAV IgM test has the recombinant mouse anti-human IgM
immobilized on the membrane within the test zone. During the test the serum or plasma
add on the sample port(S) reacts with mouse anti-human IgM on the membrane first.
The buffer run upward from buffer well (B), HAV antigen reacts to particle coated with
mouse anti-HAV migrates through the test zone, the HAV antigens are captured by the
HAV antibody in the first step. It indicates positive result when the test zone form of a
colored line, no colored line in the test zone indicates a negative result. To serve as a
procedural control, a colored line will always appear in the control line region indicating
that proper volume of specimen has been added and membrane wicking has occurred.
【REAGENTS】
The test cassette contains anti-HAV antibody particles and mouse anti-human IgG on
the membrane of HAV IgG rapid test.
The test cassette contains anti-HAV antibody particles and mouse anti-human IgM on
the membrane of HAV IgM rapid test.
【PRECAUTIONS】
Please read all the information in this package insert before performing the test.
1. For professional in vitro diagnostic use only. Do not use after the expiration date.
2. The test should remain in the sealed pouch until ready to use.
3. All specimens should be considered potentially hazardous and handled in the same
manner as an infectious agent.
4. The used test should be discarded according to local regulations.
【STORAGE AND STABILITY】
Store as packaged at room temperature or refrigerated (2-30°C). The test is stable
through the expiration date printed on the sealed pouch. The test must remain in the
sealed pouch until use. DO NOT FREEZE. Do not use beyond the expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
1. The HAV IgG/IgM Combo Rapid Test Cassette can be performed using serum or
plasma.
2. Separate serum or plasma from blood as soon as possible to avoid hemolysis. Use
only clear, non hemolyzed specimens.
3. Testing should be performed immediately after specimen collection. Do not leave the
specimens at room temperature for prolonged periods. Serum and plasma
specimens may be stored at 2-8°C for up to 3 days. For long term storage,
specimens should be kept below -20°C.
4. Bring specimens to room temperature prior to testing. Frozen specimens must be
completely thawed and mixed well prior to testing. Specimens should not be frozen
and thawed repeatedly.
5. If specimens are to be shipped, they should be packed in compliance with federal
regulations covering the transportation of etiologic agents.
【MATERIALS】
Materials provided
• Test cassettes
• Droppers
• Buffer
• Sample dilution tubes
• Procedure card
• Package insert
Materials required but not provided
• Specimen collection containers
• Centrifuge
• Micropipette
• Timer
【DIRECTIONS FOR USE】
Sample dilution: Use micropipette to add 50ul specimen into the sample dilution tube.
Screw the lid tightly and turn it upside down mildly for 10 seconds to ensure the solution
mixed well. Use the diluted sample as specimen for testing. See instruction below.

5. Some specimens containing unusually high titer of heterophile antibodies or
rheumatoid factor may affect expected results.
6. The results obtained with this test should only be interpreted in conjunction with other
diagnostic procedures and clinical findings.
【EXPECTED VALUES】
The HAV IgG/IgM Combo Rapid Test Cassette (Serum/Plasma) has been compared
with a leading commercial HAV ELISA test. The correlation between these two systems
is over 98%.
【PERFORMANCE CHARACTERISTICS】
Sensitivity and Specificity
The HAV IgG/IgM Combo Rapid Test Cassette (Serum/Plasma) was compared with a
leading commercial ELISA HAV test; the results show that the HAV IgG/IgM Combo
Rapid Test Cassette (Serum/Plasma) has a high sensitivity and specificity.
IgG Results
Method
ELISA
Total Results
Results
Positive
Negative
HAV IgG/IgM Combo Rapid
Test Cassette
Positive
80
5
85
(Serum/Plasma)
Negative
5
519
524
Total Results
85
524
609
Relative Sensitivity: 94.1% (95%CI*: 86.8%-98.1%)
*Confidence Intervals
Relative Specificity: 99.0% (95%CI*: 97.8%-99.7%)
Overall Accuracy: 98.4% (95%CI*: 97.0%-99.2%)
IgM Results
Method
ELISA
Total Results
Results
Positive
Negative
HAV IgG/IgM Combo Rapid
Test Cassette
Positive
118
4
122
(Serum/Plasma)
Negative
6
466
472
Total Results
124
470
594
Relative Sensitivity: 95.2% (95%CI*: 89.8%-98.2%)
*Confidence Intervals
Relative Specificity: 99.1% (95%CI*: 97.8%-99.8%)
Overall Accuracy: 98.3% (95%CI*: 96.9%-99.2%)
【BIBLIOGRAPHY】
1. Minor P. Picornaviridae. In: Francki RIB, Fauquet CM, Knudson DL, et al., eds.
Classification and nomenclature of viruses (Arch Virol Supp 2). Wien:
Springer-Verlag,1991: 320-326.
2. Keeffe EB. Clinical approach to viral hepatitis in homosexual men. Med Clin North
Am. 1986;70(3):567-86.
3. Ballesteros J, Dal-Re R, Gonzalez A, del Romero J. Are homosexual males a risk
group for hepatitis A infection in intermediate endemicity areas? Epidemiol Infect.
1996; 117(1):145-8.
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【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
POSITIVE:* Two distinct colored lines appear. One colored line should be in the
control region (C) and another colored line should be in the test region (T).
*NOTE: The intensity of the color in the test line region (T) will vary depending on the
concentration of HAV IgG or HAV IgM present in the specimen. Therefore, any shade of
color in the test region (T) should be considered positive.
NEGATIVE: One colored line appears in the control region (C). No apparent colored
line appears in the test region (T).
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect
procedural techniques are the most likely reasons for control line failure. Review the
procedure and repeat the test with a new test cassette. If the problem persists,
discontinue using the test kit immediately and contact your local distributor.
【QUALITY CONTROL】
A procedural control is included in the test. A colored line appearing in the control region
(C) is the internal procedural control. It confirms sufficient specimen volume and correct
procedural technique. Control standards are not supplied with this kit.
【LIMITATIONS】
1. The Assay Procedure and the Assay Result Interpretation must be followed closely
when testing the presence of anti-HAV IgG or anti-HAV IgM in serum or plasma from
individual subjects. Failure to follow the procedure may give inaccurate results.
2. The HAV IgG/IgM Combo Rapid Test Cassette is limited to the qualitative detection
of anti-HAV IgG and IgM antibodies in human serum or plasma. The intensity of the
test band does not have linear correlation with the antibody titer in the specimen.
3. A negative result for an individual subject indicates absence of detectable anti-HAV
IgG and HAV IgM antibodies. However, a negative test result does not preclude the
possibility of exposure to or infection with HAV.
4. A negative result can occur if the quantity of the anti-HAV IgG or anti-HAV IgM
present in the specimen is below the detection limits of the assay, or the antibodies
that are detected are not present during the stage of disease in which a sample is
collected.
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A rapid test for the qualitative detection of antibodies (IgG and IgM) to Hepatitis E Virus
in human serum or plasma.
For professional in vitro diagnostic use only.
【INTENDED USE】
The HEV Rapid Test Cassette is a rapid chromatographic immunoassay for the
qualitative detection of antibodies (IgG/IgM) to Hepatitis E virus (HEV) in serum or
plasma.
【SUMMARY】
Hepatitis E Virus (HEV) is a non-enveloped, single- stranded RNA virus identified in
1990. Infection with HEV induces acute or sub-clinical liver diseases similar to hepatitis
A. HEV infections, endemic and frequently epidemic in developing countries, is seen
also in developed countries in a sporadic form with or without a history of traveling to
endemic area. The overall case-fatality is 0.5~3 %, and much higher (15~25 %) among
pregnant women. A hypothesis that HEV infection is a zoonosis was presented in 1995.
Then a swine HEV and later an avian HEV were identified and sequenced separately
in 1997 and 2001. Since then, HEV infection include anti-HEV, viremia and feces
excretion of HEV was seen in a wide variety of animals, i.e., swine, rodents, wild
monkeys, deer, cow, goats, dogs and chicken in both the developing and developed
countries. A direct testimony was reported that the consumption of uncooked dear
meat infected with HEV led to acute hepatitis E in human. And HEV genome
sequences can be detected in pork livers available in the supermarkets in Japan. With
the discovery of conformational epitopes in HEV, HEV serology was further explored
and understood. The phenomenon of long-lasting and protective antibodies to HEV
was observed which greatly enhance the understanding to the diagnosis, epidemiology,
zoonosis-related studies and vaccine development.
【PRINCIPLE】
The HEV Rapid Test Cassette (Serum/Plasma) is a qualitative membrane-based
immunoassay for the detection of HEV antibodies in serum or plasma. This test
consists of two components, an IgG component and an IgM component. In the IgG
component, anti-human IgG is coated in IgG test line region. During testing, the
specimen reacts with HEV antigen-coated particles in the test cassette. The mixture
then migrates upward on the membrane chromatographically by capillary action and
reacts with the anti-human IgG in IgG test line region. If the specimen contains IgG
antibodies to HEV, a colored line will appear in IgG test line region. In the IgM
component, anti-human IgM is coated in IgM test line region. During testing, the
specimen reacts with anti-human IgM. HEV IgM antibodies, if present in the specimen,
reacts with the anti-human IgM and the HEV antigen-coated particles in the test
cassette, and this complex is captured by the anti-human IgM, forming a colored line in
IgM test line region. Therefore, if the specimen contains HEV IgG antibodies, a colored
line will appear in IgG test line region. If the specimen contains HEV IgM antibodies, a
colored line will appear in IgM test line region. If the specimen does not contain HEV
antibodies, no colored line will appear in either of the test line regions, indicating a
negative result. To serve as a procedural control, a colored line will always appear in
the control line region, indicating that the proper volume of specimen has been added
and membrane wicking has occurred.
【REAGENTS】
The test cassette contains HEV antigen particles, mouse anti-human IgM and mouse
anti-human IgG on the membrane.
【PRECAUTIONS】
Please read all the information in this package insert before performing the test.
1. For professional in vitro diagnostic use only. Do not use after the expiration date.
2. The test should remain in the sealed pouch until ready to use.
3. All specimens should be considered potentially hazardous and handled in the same
manner as an infectious agent.
4. The used test should be discarded according to local regulations.
【STORAGE AND STABILITY】
Store as packaged at room temperature or refrigerated (2-30°C). The test is stable
through the expiration date printed on the sealed pouch. The test must remain in the
sealed pouch until use. DO NOT FREEZE. Do not use beyond the expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
1. The HEV Rapid Test Cassette can be performed using serum or plasma.
2. Separate serum or plasma from blood as soon as possible to avoid hemolysis. Use
only clear, non hemolyzed specimens.
3. Testing should be performed immediately after specimen collection. Do not leave the
specimens at room temperature for prolonged periods. Serum and plasma
specimens may be stored at 2-8°C for up to 3 days. For long term storage,
specimens should be kept below -20°C.
4. Bring specimens to room temperature prior to testing. Frozen specimens must be
completely thawed and mixed well prior to testing. Specimens should not be frozen
and thawed repeatedly.
5. If specimens are to be shipped, they should be packed in compliance with federal
regulations covering the transportation of etiologic agents.

【MATERIALS】
Materials provided
• Test Cassettes
• Droppers
• Package Insert
Materials required but not provided
• Specimen Collection Containers • Centrifuge
• Timer
【DIRECTIONS FOR USE】

•Buffer

Allow the test cassette, specimen, buffer and/or controls to reach room temperature
(15-30°C) prior to testing.

1. Remove the test cassette from sealed pouch and used it as soon as possible. Best
results will be obtained if the assay is performed immediately after opening foil
pouch.
2. Absorb the sample with 25 μL dropper, then transfer 1 drop of serum/plasma
(approx. 25 μL) to the sample well (S) of the test cassette.
3. Add 1 drop of buffer (approx. 40 μL) into the sample well (S) of the test cassette,
start the time.
4. Read the results at 15 minutes; do not interpret after 20 minutes.

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
IgG and IgM POSITIVE:* Three lines appear. One colored line should be in the
control region (C) and another two colored lines should be in IgG test line region and
IgM test line region. The color intensities of the lines do not have to match.
IgG POSITIVE:* Two lines appear. One colored line should be in the control line
region (C), and a colored line appears in IgG test line region.
IgM POSITIVE:* Two lines appear. One colored line should be in the control line
region (C), and a colored line appears in IgM test line region.
*NOTE: The intensity of the color in the IgG and/or IgM test line region (T) will vary
depending on the concentration of HEV antibodies present in the specimen. Therefore,
any shade of color in the test region (T) should be considered positive.
NEGATIVE: One colored line appears in the control region (C). No apparent
colored line appears in the IgG and IgM test regions.
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect
procedural techniques are the most likely reasons for control line failure. Review the
procedure and repeat the test with a new test cassette. If the problem persists,
discontinue using the test kit immediately and contact your local distributor.
【QUALITY CONTROL】
A procedural control is included in the test. A colored line appearing in the control
region (C) is the internal procedural control. It confirms sufficient specimen volume and
correct procedural technique. Control standards are not supplied with this kit.
【LIMITATIONS】
1. Negative results do not exclude the possibility of HEV exposure or infection.
Infection through recent exposure (seroconversion) to HEV may not be detectable.
For positive results, line intensity cannot be used to evaluate the HEV IgG and IgM
antibody levels. A test giving an invalid result should be repeated.
2. If, after retesting of the initially reactive samples, the test results are negative, these
samples should be considered as non-repeatable (false positive) and interpreted as
negative. As with many very sensitive rapid diagnostic tests, false positive results
can occur due to the several reasons, most of which are related but not limited to the
quality of the sample and exposition of the test to humidity.
3. This kit is intended ONLY for testing of individual sample. Do not use it for testing of
cadaver samples, saliva, urine or other body fluids, or pooled (mixed) blood.
4. This is a qualitative assay and the results cannot be use to measure antibodies
concentrations.
【EXPECTED VALUES】
The HEV Rapid Test Cassette (Serum/Plasma) has been compared with a leading
commercial HEV EIA test. The correlation between these two systems is over 97%.

【PERFORMANCE CHARACTERISTICS】
Sensitivity and Specificity
The HEV Rapid Test Cassette (Serum/Plasma) was compared with a leading
commercial ELISA HEV IgG/IgM test; the results show that the HEV Rapid Test
Cassette (Serum/Plasma) has a high sensitivity and specificity.
IgG Result
Method
EIA
Total
Results
Results
Positive
Negative
HEV Rapid Test
Cassette
Positive
18
2
20
(Serum/Plasma)
Negative
2
150
152
Total Results
20
152
172
Relative Sensitivity: 90.0% (95%CI*: 68.3%-98.8%)
Relative Specificity: 98.7% (95%CI*: 95.3%-99.8%)
Accuracy: 97.7% (95%CI*: 94.2%-99.4%)
*95% Confidence Intervals
IgM Result
Method
EIA
Total
Results
Results
Positive
Negative
HEV Rapid Test
Cassette
Positive
28
3
31
(Serum/Plasma)
Negative
2
204
206
Total Results
30
207
237
Relative Sensitivity: 93.3% (95%CI*: 77.9%-99.2%)
Relative Specificity: 98.6% (95%CI*: 95.8%-99.7%)
Accuracy: 97.9% (95%CI*: 95.1%-99.3%)
*95% Confidence Intervals
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Vaginal pH Rapid Test Panel
(Vaginal Swab)
Package Insert
REF IVPH-504

English

A rapid test for the semi-quantitative determination of pH in female vaginal
swab specimens.
For professional in vitro diagnostic use only.
【INTENDED USE】
The Vaginal pH Rapid Test Panel (Vaginal Swab) is a rapid dry chemical
method for the semi-quantitative detection of pH in female vaginal swab
specimens to aid in the diagnosis of bacterial vaginosis.
【SUMMARY】
Vaginal infections are quite common and often a recurring problem among
women of all age groups. An indication of abnormal acidity of the vaginal
discharge can help evaluate whether the vaginal symptoms are likely caused
by an infection that may require follow-up with a healthcare professional.
An acidic vaginal pH value of 3.8 to 4.5 is a basic requirement for the optimal
functioning of the body’s own system of protecting the vagina. This system can
effectively avoid colonization by pathogenic germs and the occurrence of
vaginal infections.
Under the influence of lacto bacteria, the glycogen released from the upper
vaginal epithelium degrades to form the sugar glucose and then lactic acid.
This results in an acid environment forming in the vagina, with a pH value that
is usually 3.8 to 4.5. This acidic vaginal environment forms effective protection
against infections, because the vast majority of bacteria that cause disease
cannot thrive under such conditions.
Some vaginal infections known to be associated with abnormal vaginal acidity
have no non-prescription treatments, and must be treated by a healthcare
professional. Some cases of abnormal discharge with abnormal acidity may be
caused by a combination of infections.
Vaginal infections may be very risky for pregnant women and dangerous for
the mother and her fetus, thus symptoms and results should always be
discussed with a healthcare professional.
【PRINCIPLE】
A pH paper is used to determine pH levels in specimen obtained through a
vaginal swab. As soon as the swab containing the specimen from vagina
comes in contact with the pH paper encased in the test panel, a color change
occurs. Different pH levels can result in different grades and shades of color
with each color grade/ shade specifying a particular pH level on the color scale.
The color obtained on the pH paper after application of the vaginal swab is
then compared with the color scale provided with the test unit. The result is
considered to be approximately equivalent to the numerical value of the color
on the color scale closest in appearance to the color obtained on pH paper.
【PRECAUTIONS】
1.
For professional in vitro diagnostic use only. Do not use after the
expiration date.
2.
Do not eat, drink or smoke in the area where the specimens and kits are
handled.
3.
The used test should be discarded according to local regulations.
4.
Humidity and temperature can adversely affect results.
5.
Do not use test if pouch is damaged.
6.
Use each test panel only once.
7.
DO NOT use this test until 72 hours after the application of vaginal
preparations like contraceptive creams and antifungal agents.
8.
DO NOT use this test until 48 hours after sexual intercourse or douching.
9.
DO NOT use this test until 5 days after the period is over.
【STORAGE AND STABILITY】
Store as packaged in the sealed pouch at room temperature or refrigerated (230°C). The test is stable through the expiration date printed on the sealed
pouch. The test must remain in the sealed pouch until use. DO NOT FREEZE.
Do not use beyond the expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
The Vaginal pH Rapid Test Panel (Vaginal Swab) can be performed using
female vaginal swab specimen.
1. Wash hands before starting the test.
2. Open the package, remove the swab from pouch, do not touch the head
of the swab (polyester head).
3. Separate the labia so the vagina is exposed.
4. Insert the head of swab gently into the vagina and gently press the swab
to a point, when approximately 2 inches of swab (approximately length of

an AA size battery is into the vagina for approx. 10 seconds. A time of
approximately 10 seconds is important to ensure that the head of swab
becomes well moistened with vaginal secretions. Sufficient moisture is
very important for the test evaluation.
5. Withdraw the swab from the vagina for testing.
【MATERIALS】
Materials Provided
Test Panel
Swab
Package insert
Materials Required But Not Provided
Toilet paper
【DIRECTIONS FOR USE】
Allow the test, reagents, swab specimen, and/or controls to reach room
temperature (15-30℃) prior to testing.
1 Remove the test panel from the seal pouch and use it within one hour.
Best result will be obtained if the test is performed immediately after
opening the foil pouch.
2 Place the test panel on a clean and balance desk or take it by your free
hand.
3 Apply the head of swab onto PH area of the test panel for at least 5 times,
make sure enough secretion is applied on the pH area of the test panel.
4 Read. the result immediately while the measurement zone is still wet.
Compare the color in the pH measurement zone with the color scale on
the foil pouch and note the value on the color scale that is closest to the
color on the test unit. After evaluation, dispose of the used panel and
swab.

【BIBLIOGRAPHY】
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A marker for menopause. Journal of mid-life health, 2014, Vol.5 (1), pp.34-7.
2. Roy Subir, Caillouette James C, Faden Joel S, Roy Tapon, Ramos Diana E.
Improving appropriate use of antifungal medications: the role of an overthe-counter vaginal pH self-test device. Infectious Diseases in Obstetrics
and Gynecology, 2004, Vol.11 (4), pp.209-16
3. Maloney C, Oliver M L. Effect of local conjugated estrogens on vaginal pH
in elderly women. American Medical Directors Association. Journal, 2003,
Vol.2 (2), pp.51-5
4. Hanna N F, Taylor-Robinson D, Kalodiki-Karamanoli M, Harris J r,
McFadyen I R The relation between vaginal pH and the microbiological
status in vaginitis. British Journal of Obstetrics and Gynaecology, 1985,
Vol.92 (12), pp.1267-71
5. Nakra Natasha A, Madan Pellett, Buckley Niall etc. Loss of Innate Host
Defense Following Unprotected Vaginal Sex. The Journal of infectious
diseases, 2016, Vol.213 (5), pp.840-7
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Interpretation
pH <3.8

3.8

4.1
NORMAL

4.4

4.6

4.8

5.1

5.4

7.0

【INTERPRETATION OF RESULTS】
Results are obtained by visually comparing the PH measurement zone with
the color scale on the foil pouch.
NORMAL RANGE: Vaginal pH levels in the range 3.8-4.4 are within the
normal range. The color of indicator is Yellow-Green.
ABNORMAL RANGE: Vaginal pH levels over 4.4 or under 3.8 are outside
of the normal/healthy range. When pH level is over 4.4, color of the indicator
is Green-Blue, when pH levels is under 3.8, it is bright Yellow.
【LIMITATIONS】
1.
Some menopausal women may have an elevated vaginal pH, and
therefore may receive anabnormalresult with Vaginal pH Rapid Test
Panel even though they are not suffering from a bacterial or parasitic
infection.
2.
Certain circumstances(menstrual period, sex intercourse,use of vaginal
medical products) can temporarily alter the pH level of vagina and may
lead to false results. Therefore, please note the precautions when
performing the test:
3.
Do not wash or shower the area immediately before taking the
measurement.
4.
Be aware that urine may cause a false test result.
5.
Never begin any treatment before you have discussed the result of the
test with a doctor.
6.
In cases of improper use, rupture of hymenmay occur as it occurs when
using tampons.
7.
This is NOT a test for sexually transmitted diseases, such asHIV,
chlamydia, herpes, gonorrhea or syphilis.

Candida albicans Rapid Test Cassette
(Vaginal Swab)
Package Insert
REF ICA-502

English

A rapid test for the qualitative detection of Candida albicans antigen from vaginal swabs.
For professional in vitro diagnostic use only.
【INTENDED USE】
The Candida albicans Rapid Test Cassette (Vaginal Swab) is a rapid chromatographic
immunoassay for the qualitative detection of Candida albicans antigens from vaginal swabs.
This test is intended to be used as an aid in the diagnosis of Candida infection.
【SUMMARY】
Candida albicans is an opportunistic pathogenic yeast 1 that is a common member of the
human gut flora. It does not proliferate outside the human body.2 It is detected in the
gastrointestinal tract and mouth in 40-60% of healthy adults.3,4 It is usually a commensal
organism, but can become pathogenic in immune compromised individuals under a variety of
conditions.4,5 It is one of the few species of the Candida genus that causes the human infection
candidiasis, which results from an overgrowth of the fungus. 4,5 Candidiasis is for example often
observed in HIV-infected patients.6 C. albicans is the most common fungal species isolated
from biofilms either formed on (permanent) implanted medical devices or on human tissue.7,8
C. albicans, together with C. tropicalis, C. parapsilosis and C. glabrata, is responsible for 50–90% of
all cases of candidiasis in humans.5,9,10 A mortality rate of 40% has been reported for patients
11
with systemic candidiasis due to C. albicans. Estimates range from 2800 to 11200 deaths
caused annually in the USA due to C. albicans causes candidiasis.
【PRINCIPLE】
The Candida albicans Rapid Test Cassette (Vaginal Swab) is a qualitative, membrane based
immunoassay for the detection of Candida albicans antigens through visual interpretation of
color development on the internal strip. Anti-Candida albicans antibodies are immobilized on
the test region of the membrane. During testing, the specimen reacts with anti-Candida albicans
antibodies conjugated to colored particles impregnated onto the label pad of the test unit. The
mixture then migrates through the membrane by capillary action, and interacts with reagents on
the membrane. If there is sufficient Candida albicans antigens in the specimen, a colored line
will form at the test region of the membrane. The presence of this colored line indicates a
positive result, while its absence indicates a negative result. The appearance of a colored line at
the control region serves as a procedural control, indicating that proper volume of specimen has
been added and membrane wicking has occurred.
【REAGENTS】
The Candida albicans Rapid Test Cassette (Vaginal Swab) contains anti- Candida albicans
antibody conjugated gold particles and anti- Candida albicans antibodies coated on the membrane.
【PRECAUTIONS】
1. For professional in vitro diagnostic use only. Do not use after expiration date.
2. Do not eat, drink or smoke in the area where the specimens or kits are handled.
3. Handle all specimens as if they contain infectious agents. Observe established precautions
against microbiological hazards throughout all procedures and follow the standard
procedures for proper disposal of specimens.
4. Wear protective clothing such as laboratory coats, disposable gloves and eye protection
when specimens are assayed.
5. The used test should be discarded according to local regulations.
6. Humidity and temperature can adversely affect results.
7. Do not exchange or mix buffer and test cassettes from kits of different lots.
8. Be sure to add sufficient extracted specimen to the cassette’s specimen well. Invalid result
may occur if inadequate extracted specimen is added.
【STORAGE AND STABILITY】
The kit can be stored at room temperature or refrigerated (2-30°C). The test cassette is stable
through the expiration date printed on the sealed pouch. The test cassette must remain in the
sealed pouch until use. DO NOT FREEZE. Do not use beyond the expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
It is recommended to use the swab supplied by the kits manufacture.
 Insert the swab into the inside of the vagina, and rotate for 10 seconds. Pull the swab out carefully.
 Do not place the swab in any transport device containing medium since transport medium
interferes with the assay and viability of the organisms is not required for the assay. Put the
swab to the extraction tube, if the test is to be performed immediately. If immediate testing is
not possible, the patient specimen should be placed in a dry transport tube for storage or
transport. The swabs may be stored for 24 hours at room temperature (15-30℃) or 1 week at
4℃ or no more than 6 months at -20℃. All specimens should be allowed to reach a room
temperature of 15-30℃before testing.
 Do not use 0.9% sodium chloride to treat swab before collecting specimen.
 The solution remaining in the test tube used for the wet mount may also be used as the specimen
for the Candida albicans test. To use this specimen type, add 3 drops of the solution to the
specimen well directly. These saline specimens may be held at room temperature for on longer
than 24 hours. These specimens may also be stored at 4℃ for up to 1 week or -20℃ for 6 months.
 To run a culture as well as the Candida albicans Rapid Test. Separate swabs must be used,
because the buffer will influence Candida organisms.
【MATERIALS】
Materials Provided
• Test Cassettes
• Extraction Buffer
• Package Insert
• Extraction Tubes
• Extraction Tube Tips
• Workstation
• Sterile Swabs
Materials Required But Not Provided
• Timer

【DIRECTIONS FOR USE】
Allow the test, specimen swab, buffer and/or controls to reach room temperature
(15-30°C) prior to testing.
1. Place a clean extraction tube in the designated area of the workstation. Add 8 drops
(approx. 450μl) extraction buffer into the tube.
2. Put the specimen swab into the tube, vigorously mix the solution by rotating the swab
forcefully against the side of the tube for least ten times (while submerged). Best results are
obtained when the specimen is vigorously mixed in the solution.
3. Allow the swab to soak in the extraction buffer for 1 minute prior to the next step. Squeeze
out as much liquid as possible from the swab by pinching the slide of the flexible extraction
tube as the swab is removed. At least 1/2 of the extraction buffer solution must remain in the
tube for adequate capillary migration to occur.
4. Discard the swab in a suitable bio-hazardous waste container, then fit on the extraction tube
tip onto the extraction tube.
5. Remove the test cassette from its sealed pouch, and place it on a clean and level surface. To
obtain a best result, the assay should be performed within one hour.
6. Add 3 drops (approx. 100μl) of extracted specimen from the extraction tube to the
specimen well on the test cassette. Please avoid trapping air bubbles in the specimen well
and do not drop any solution in observation window.
7. Wait for the colored line(s) to appear. The result should be read at 15 minutes, do not
interpret the results after 20 minutes.
Note: It is suggested not to use the buffer, beyond 6 months after opening the vial.

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
POSITIVE: * Two lines appear. One colored line should be in the control line region (C) and
another apparent colored line should be in the test line region (T). A positive result indicates
that Candida albicans antigen was detected in the specimen.
*NOTE: The intensity of the color in the test line region (T) will vary depending on the
concentration of Candida albicans antigens present in the specimen. Therefore, any shade of
color in the test line region (T) should be considered positive.
NEGATIVE: One colored line appears in the control line region (C). No line appears in the
test line region (T). A negative result indicates that Candida albicans antigen is not present in
the specimen, or is present below the detectable limit of the test.
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural
techniques are the most likely reasons for control line failure. Review the procedure and repeat
the test with a new test. If the problem persists, discontinue using the test kit immediately and
contact your local distributor.
【QUALITY CONTROL】
An internal procedural control is included in the test. A colored line appearing in the control
region (C) is an internal procedural control. It confirms sufficient specimen volume and correct
procedural technique.
Control standards are not supplied with this kit; however, 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.
【LIMITATIONS】
1. The Candida albicans Rapid Test is for in vitro diagnostic use only. The test should be used
for the detection of Candida albicans antigen in vaginal swab specimens only. Neither the
quantitative value nor the rate of increase in Candida albicans antigen concentration can be
determined by this qualitative test.
2. A negative result should be confirmed by culture. A negative result may be obtained if the
concentration of the Candida albicans antigen present is not adequate or is below the
detectable limit of the test.
3. As with all diagnostic tests, all results must be interpreted together with other clinical
information available to the physician.

【EXPECTED VALUES】
The Candida albicans Rapid Test Cassette (Vaginal Swab) has been compared with other rapid
test, demonstrating an overall accuracy of 97.6%.
【PERFORMANCE CHARACTERISTICS】
Detection Limitation
The Candida albicans Rapid Test Cassette (Vaginal Swab) can detect Candida albicans antigen
as low as 1E+06org/ml.
Clinical Sensitivity, Specificity and Accuracy
The performance of the Candida albicans Rapid Test Cassette (Vaginal Swab) has been evaluated
with 83 clinical specimens collected from the patient symptomatic and asymptomatic in comparison
with other rapid test method. The results show that the relative sensitivity of the Candida albicans
Rapid Test Cassette (Vaginal Swab) is 92.3% and the relative specificity is 98.6%.
Candida albicans Rapid Test Cassette vs. Other Rapid Test
Method
Candida albicans Rapid
Test Cassette (Vaginal
Swab)

Other Rapid Test
Results
Positive
Negative

Positive
12
1

Negative
1
69
70

Total Results
13
70
83

Total Results
13
Relative Sensitivity: 92.3% (95%CI*: 64%~99.8%);
Relative Specificity: 98.6% (95%CI*: 92.3%~＞99.9%);
Overall Accuracy: 97.6% (95%CI*: 91.6%~99.7%).
*Confidence Intervals
Precision
Intra-Assay
Within-run precision has been determined by using 3 replicates of four specimens: a negative,
1E+06org/ml, 1E+07org/ml and 1E+08org/ml. The negative, 1E+06org/ml, 1E+07org/ml and
1E+08org/ml values were correctly identified >99% of the time.
Inter-Assay
Between-run precision has been determined by 3 independent assays on the same four
specimens: a negative, 1E+06org/ml, 1E+07org/ml and 1E+08org/ml. Three different lots of the
Candida albicans Rapid Test cassette (Vaginal Swab) have been tested over a 3-days period
using negative, 1E+06org/ml, 1E+07org/ml and 1E+08org/ml specimens. The specimens were
correctly identified >99% of the time.
Cross-reactivity
Cross reactivity with other organisms has been studied using suspensions of 10 7 Colony
Forming Units (CFU)/test. The following organisms were found negative when tested with the
Candida albicans Rapid Test Cassette (Vaginal Swab).
Acinetobactercalcoaceticus
Proteus vulgaris
Salmonella typhi
Trichomanasvaginalis
Staphylococcus aureus
Acinetobacter spp.
Neisseria catarrhalis
Neisseria gonorrhea
Neisseria meningitides
Escherichla coli
Gardenerella vaginalis
Streptococcus faecalis
Streptococcus faecium
Pseudomonas aeruginosa
Chlamydia trachomatis
Ureaplasma urealyticum
Mycoplasma hominis
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Adenovirus Rapid Test Cassette
(Feces)
Package Insert
REF IAD-602 English
A rapid, one step test for the qualitative detection of Adenovirus in human feces.
For professional in vitro diagnostic use only.
【INTENDED USE】
The Adenovirus Rapid Test Cassette (Feces) is a rapid chromatographic immunoassay for the
qualitative detection of Adenovirus in human feces specimens to aid in the diagnosis of
adenovirus infection.
【SUMMARY】
Acute diarrheal disease in young children is a major cause of morbidity worldwide and is a
leading cause of mortality in developing countries. 1 Research has shown that enteric
adenoviruses, primarily Ad40 and Ad41, are a leading cause of diarrhea in many of these
children, second only to the rotaviruses.2,3,4,5 These viral pathogens have been isolated
throughout the world, and can cause diarrhea in children year round. Infections are most
frequently seen in children less than two years of age, but have been found in patients of all
ages. Further studies indicate that adenoviruses are associated with 4-15% of all hospitalized
cases of viral gastroenteritis.1,2,3,4,5
Rapid and accurate diagnosis of gastroenteritis due to adenovirus is helpful in establishing the
etiology of gastroenteritis and related patient management. Other diagnostic techniques such
as electron microscopy (EM) and nucleic acid hybridization are expensive and labor-intensive.
With the self-limiting nature of adenovirus infection, such expensive and labor-intensive tests
may not be necessary.
The Adenovirus Rapid Test Cassette (Feces) is a rapid chromatographic immunoassay for the
qualitative detection of adenovirus in human feces specimen, providing results in 10 minutes.
The test utilizes antibody specific for adenovirus to selectively detect adenovirus from human
feces specimens.
【PRINCIPLE】
The Adenovirus Rapid Test Cassette (Feces) is a qualitative, lateral flow immunoassay for the
detection of adenovirus in human feces specimens. In this test, the membrane is pre-coated
with anti-adenovirus antibody on the test line region of the test. During testing, the specimen
reacts with the particle coated with anti-adenovirus antibody. The mixture migrates upward on
the membrane chromatographically by capillary action to react with anti-adenovirus antibody
on the membrane and generate a colored line in the test line region. The presence of this
colored line in the test region indicates a positive result, while its absence indicates a negative
result. To serve as a procedural control, a colored line will always appear in the control line
region indicating that proper volume of specimen has been added and membrane wicking has
occurred.
【REAGENTS】
The test contains anti-adenovirus antibody coated particles and anti-adenovirus antibody
coated on the membrane.
【PRECAUTIONS】
 For professional in vitro diagnostic use only. Do not use after expiration date.
 The Rapid Test Cassette should remain in the sealed pouch until use.
 Do not eat, drink or smoke in the area where the specimens or kits are handled.
 Do not use test if pouch is damaged.
 Handle all specimens as if they contain infectious agents. Observe established precautions
against microbiological hazards throughout testing and follow standard procedures for
proper disposal of specimens.
 Wear protective clothing such as laboratory coats, disposable gloves and eye protection
when specimens are being tested.
 The used test should be discarded according to local regulations.
 Humidity and temperature can adversely affect results.
【STORAGE AND STABILITY】
Store as packaged in the sealed pouch either at room temperature or refrigerated (2-30°C).
The test is stable through the expiration date printed on the sealed pouch. The test must
remain in the sealed pouch containing desiccant until use. DO NOT FREEZE. Do not use
beyond the expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
1. Viral detection is improved by collecting the specimens at the onset of the symptoms. It has
been reported that the maximum excretion of adenovirus in the feces of patients with
gastroenteritis occurs 3-13 days after onset of symptoms. If the specimens are collected
long after the onset of diarrheic symptoms, the quantity of antigen may not be sufficient to
obtain a positive reaction or the antigens detected may not be linked to the diarrheic
episode.
2. The feces specimen must be collected in a clean, dry, waterproof container containing no
detergents, preservatives or transport media.
3. Bring the necessary reagents to room temperature before use.
【MATERIALS】
Materials Provided
 Test cassettes
 Package insert
 Specimen collection tubes with extraction buffer
 Droppers
Materials Required But Not Provided
 Specimen collection containers
 Timer
 Centrifuge and pipette to dispense 80 µL if required
【DIRECTIONS FOR USE】
Allow the test, specimen, buffer, and/or controls to reach room temperature (15-30°C)
prior to testing.
1. To collect fecal specimens:
Collect sufficient quantity of feces (1-2mL or 1-2g) in a clean, dry specimen collection
container to obtain enough virus particles. Best results will be obtained if the assay is
performed within 6 hours after collection. Specimen collected may be stored for 3 days at
2-8°C if not tested within 6 hours. For long term storage, specimens should be kept
below -20°C.

2. To process fecal specimens:
 For Solid Specimens:
Unscrew the cap of the specimen collection tube, then randomly stab the specimen
collection applicator into the fecal specimen in at least 3 different sites to collect
approximately 50 mg of feces (equivalent to 1/4 of a pea). Do not scoop the fecal
specimen.
 For Liquid Specimens:
Hold the dropper vertically, aspirate fecal specimens, and then transfer 2 drops of the
liquid specimen (approximately 50 µL) into the specimen collection tube containing the
extraction buffer.
Tighten the cap onto the specimen collection tube, then shake the specimen collection
tube vigorously to mix the specimen and the extraction buffer. Leave the collection tube
for reaction for 2 minutes.
3. Bring the pouch to room temperature before opening it. Remove the test cassette from the
foil pouch and use it as soon as possible. Best results will be obtained if the test is
performed immediately after opening the foil pouch.
4. Hold the specimen collection tube upright and unscrew the tip of the specimen collection
tube. Invert the specimen collection tube and transfer 2 full drops of the extracted
specimen (approximately 80 L) to the specimen well (S) of the test cassette, then start
the timer. Avoid trapping air bubbles in the specimen well (S). See illustration below.
5. Read the results at 10 minutes after dispensing the specimen. Do not read results after
20 minutes.
Note: If the specimen does not migrate (presence of particles), centrifuge the diluted sample
contained in the extraction buffer vial. Collect 80 µL of supernatant, dispense into the
specimen well (S). Start the timer and continue from step 5 onwards in the above instructions
for use.

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
POSITIVE:* Two distinct colored lines appear. One colored line should be in the control line
region (C) and another apparent colored line should be in the test line region (T).
*NOTE: The intensity of the color in the test line region (T) will vary depending on the
concentration of Adenovirus antigen present in the specimen. Therefore, any shade of color in
the test line region (T) should be considered positive.
NEGATIVE: One colored line appears in the control line region (C). No apparent line
appears in the test line region (T).
INVALID: Control line (C) fails to appear. Insufficient specimen volume or incorrect
procedural techniques are the most likely reasons for control line failure. Review the
procedure and repeat the test with a new test cassette. If the problem persists, discontinue
using the test kit immediately and contact your local distributor.
【QUALITY CONTROL】
An internal procedural control is included in the test. A colored line appearing in the control
line region (C) is an internal positive procedural control. It confirms sufficient specimen volume,
adequate membrane wicking and correct procedural technique.
Control standards are not supplied with this kit; however, 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.
【LIMITATIONS】
1. The Adenovirus Rapid Test Cassette (Feces) is for in vitro diagnostic use only. The test
should be used for the detection of Adenovirus in human feces specimens only. Neither the
quantitative value nor the rate of increase in adenovirus concentration can be determined
by this qualitative test.
2. The Adenovirus Rapid Test Cassette (Feces) will only indicate the presence of adenovirus
in the specimen and should not be used as the sole criteria for the conforming adenovirus
to be etiological agent for diarrhea.

3. As with all diagnostic tests, all results must be interpreted together with other clinical
information available to the physician.
4. If the test result is negative and clinical symptoms persist, additional testing using other
clinical methods is recommended. A negative result does not at any time preclude the
possibility of adenovirus infection with low concentration of virus particles.
【EXPECTED VALUES】
The Adenovirus Rapid Test Cassette (Feces) has been compared with latex agglutination
method, demonstrating an overall accuracy of 96.8%.
【PERFORMANCE CHARACTERISTICS】
Clinical Sensitivity, Specificity and Accuracy
The performance of the Adenovirus Rapid Test Cassette has been evaluated with 381 clinical
specimens collected from children and young adults in comparison with latex agglutination
method. The results show that the relative sensitivity of the Adenovirus Rapid Test Cassette
(Feces) is 95.2% and the relative specificity is 97.7%.
Adenovirus Rapid Test Cassette vs. Latex Agglutination
Method
Latex Agglutination
Total Results
Results
Positive
Negative
Adenovirus
118
Positive
6
124
Rapid Test Cassette
6
Negative
251
257
Total Results
124
257
381
Relative Sensitivity: 95.2% (95%CI:*89.8%-98.2%)
Relative Specificity: 97.7% (95%CI:*95.0%-99.1%)
Overall Accuracy: 96.8% (95%CI:*94.6%-98.4%)
*Confidence Intervals
Precision
Intra-Assay
Within-run precision has been determined by using 10 replicates of four specimens: a negative,
a low positive, a medium positive and a high positive. The specimens were correctly
identified >99% of the time.
Inter-Assay
Between-run precision has been determined by 10 independent assays on the same four
specimens: a negative, a low positive, a medium positive and a high positive. The specimens
were correctly identified >99% of the time.
Cross-Reactivity
Cross reactivity with following organisms has been studied at 10 x 109 organisms/ml. The
following organisms were found negative when tested with the Adenovirus Rapid Test
Cassette (Feces).
Staphylococcus aureus
Neisseria gonorrhea
Acinetobacter spp
Pseudomonas aeruginosa
Group B Streptococcus
Salmonella choleraesius
Enterococcus faecalis
Proteus vulgaris
Gardnerella vaginalis
Group C Streptococcus
Enterococcus faecium
Acinetobacter calcoaceticus
Klebsiella pneumoniae
Proteus mirabilis
E.coli
Branhamella catarrhalis
Candida albicans
Chlamydia trachomatis
Hemophilus influenzae
Neisseria meningitides
Interfering Substances
The following potentially Interfering Substances were added to Adenovirus negative and
positive specimens.
Ascoribic acid: 20mg/dl
Oxalic acid: 60mg/dl
Bilirubin: 100mg/dl
Uric acid: 60mg/d
Aspirin: 20mg/dl
Urea: 2000mg/dl
Glucose: 2000mg/dl
Caffeine: 40mg/dl
Albumin: 2000mg/dl
【BIBLIOGRAPHY】
1. Wadell, G. Laboratory Diagnosis of Infectious Diseases: Principles and Practices. New
York: Springer-Verlag, Volume II, 1988: 284-300.
2. Wood, D. J. and A. S. Bailey. Detection of Adenovirus Types 40 and 41 in Stool
Specimens by Immune Electron Microscopy. Journal of Medical Virology, 1987; 21: 191199.
3. Nishio, Osamu, M. Ooseto, K. Takagi, Y. Yamasita, Y. Ishihara, and S. Isomura. EnzymeLinked Immunosorbent Assay Employing Monoclonal Antibodies for Direct Identification of
Enteric Adenoviruses (Ad40, 41) in Feces. Microbiol. Immunol. 1990; 34(10): 871-877.
4. Wood, D. J., K. Bijlsma, J. C. de Jong, and C. Tonkin. Evaluation of a Commercial
Monoclonal Antibody-Based Enzyme Immunoassay for Detection of Adenovirus Types 40
and 41 in Stool Specimens. Journal of Clinical Microbiology, June 1989; 27(6): 1155-1158.
5. Thomas, Eva. E., D. Roscoe, L. Book, B. Bone, L. Browne, and V. Mah. “The Utility of
Latex Agglutination Assays in the Diagnosis of Pediatric Viral Gastroenteritis.” Am. J. Clin.
Pathol. 1994; 101:742-746.
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In vitro rapid diagnostic test for the detection of Clostridium difficile GDH antigen in
human feces samples.
For in vitro use. For professional use only.
【INTENDED USE】
The Clostridium difficile GDH Rapid Test Cassette is a rapid chromatographic
immunoassay for the qualitative detection of Clostridium difficile GDH antigen in the
human feces specimen.
【SUMMARY】
Clostridium difficile is an anaerobic bacteria acting as an opportunistic pathogen: it
grows in the intestine when the normal flora has been altered by treatment with
antibiotics.1,2,3 Toxinogenic strains of Clostridium difficile cause infections from
mild-diarrhea to pseudomembranous colitis, potentially leading to death. 4
Disease is caused by two toxins produced by toxinogenic strains of C.difficile: Toxin
A (tissue-damaging enterotoxin) and Toxin B (cytotoxin). Some strains produce both
toxins A and B, some others produce Toxin B only. The potential role of a third
(binary) toxin in pathogenicity is still debated.4
The use of Glutamate Dehydrogenase (GDH) as an antigen marker of C.difficile
proliferation has been shown to be very effective because all strains produce high
amount of this enzyme.5,6
Clostridium difficile GDH Rapid Test Cassette allows the specific detection of C.
difficile's GDH in stool specimen. Samples with a positive result should be
investigated further to test for toxigenicity of the bacteria.
【PRINCIPLE】
This is a ready-to-use test that is based on the use of a membrane technology with
colloidal gold. A nitrocellulose membrane is sensitized with antibody directed against
Clostridium difficile antigen (GDH). The test’s specificity is ensured by an antibody
specific to the Clostridium difficile GDH that is conjugated to the colloidal gold. This
conjugate is dried on polyester.
The fecal sample must be diluted into the extraction buffer that is supplied with the
test. When the fecal suspension come into contact with the strip, the solubilized
conjugate migrates with the sample by passive diffusion and the conjugate and
sample material come into contact with the anti-Clostridium antibody adsorbed on to
the nitrocellulose. If the sample contains C. difficile GDH, the conjugate-antigen
complex will remain bound to the anti-C. difficile GDH reagent and a red line will
develop. Solution continues to migrate to encounter a second reagent that binds the
migration control conjugate, thereby producing a red control line that confirms that
the test is working properly. The result is visible within 10 minutes.
【REAGENTS】
The test cassette contains anti-Clostridium difficile GDH particles and
anti-Clostridium difficile GDH coated on the membrane.
【PRECAUTIONS】
 All operations linked to the use of the test must be performed in accordance with
Good Laboratory Practices (GLP).
 All reagents are for in vitro diagnostic use only.
 Avoid touching nitrocellulose with your fingers.
 Wear gloves when handling samples.
 Never use reagents from another kit.
 Reagents’ quality cannot be guaranteed beyond their shelf-life dates or if
reagentsare not stored under required conditions as indicated in the insert.
 Dispose of gloves, swabs, test tubes and used devices in accordance with GLP.
 Each user is responsible for the management of any waste produced, and
mustensure that it is disposed of in accordance with the applicable legislation.
【STORAGE AND STABILITY】
Store as packaged at room temperature or refrigerated (2-30°C). The test is stable
through the expiration date printed on the sealed pouch. The test must remain in the
sealed pouch until use. DO NOT FREEZE. Do not use beyond the expiration date
【SPECIMEN COLLECTION AND PREPARATION】
The stool specimens must be tested as soon as possible after collection. If
necessary, original feces specimen could be stored at 2-8°C for 3 days or -20°C for
longer periods of time; extracted specimen in buffer could be stored at 2-8°C for 1
week or -20°C for longer periods of time.
Make sure that the specimens are not treated with solutions containing
formaldehyde or its derivatives.
【MATERIALS】
Materials provided
• Test cassettes
• Specimen collection tubes with buffer
• Droppers
• Package Insert
Materials required but not provided
•Timer
•Specimen collection containers
【DIRECTION FOR USE】
Allow the test, specimen, stool collection buffer and/or control to equilibrate
to room temperature (15-30°C) prior to testing.
1. To process fecal specimens:

 For Solid Specimens:
Unscrew the cap of the specimen collection tube, then randomly stab the
specimen collection applicator into the fecal specimen at least 3
different sites to collect approximately 50 mg of feces (equivalent to 1/4 of a
pea). Do not scoop the fecal specimen.
 For Liquid Specimens:
Hold the dropper vertically, aspirate fecal specimens, and then transfer 2
drops of the liquid specimen (approximately 80 µL) into the specimen
collection tube containing the extraction buffer.
Tighten the cap onto the specimen collection tube, then shake the specimen
collection tube vigorously to mix the specimen and the extraction buffer. Leave
the collection tube for reaction for 2 minutes.
Remove the test cassette from the foil pouch and use it as soon as possible. Best
results will be obtained if the test is performed immediately after opening the foil
pouch.
Hold the specimen collection tube upright and unscrew the cap of the specimen
collection tube. Invert the specimen collection tube and transfer 3 full drops of
the extracted specimen (approximately 120L) to the specimen well (S) of the
test cassette, then start the timer. Avoid trapping air bubbles in the specimen well
(S). See illustration below.
Read the results at 10 minutes after dispensing the specimen. Do not read
results after 20 minutes.
Note: If the specimen does not migrate (presence of particles), centrifuge the
diluted sample contained in the extraction buffer vial. Collect 80 µL of supernatant,
dispense into the specimen well (S).of a new test cassette and start afresh
following the instructions mentioned above.

10 minutes

Liquid
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Clostridium

C
T

S

Positive

Negative
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【INTERPRETING RESULTS】
The results are to be interpreted as follows:
POSITIVE:* Two distinct colored lines appear. One colored line should be in the
control line region (C) and another apparent colored line should be in the test line
region (T).
*NOTE: The intensity of the color in the test line region (T) will vary depending on
the concentration of Clostridium difficile GDH antigen present in the specimen.
Therefore, any shade of color in the test line region (T) should be considered
positive.
NEGATIVE: One colored line appears in the control line region (C). No line
appears inthe test line region (T).
INVALID: Control line (C) fails to appear. Insufficient specimen volume or incorrect
procedural techniques are the most likely reasons for control line failure. Review the
procedure and repeat the test with a new test cassette. If the problem persists,
discontinue using the test kit immediately and contact your local distributor
Note: during the drying process, a very faint shadow may appear at the Test
lineposition. It should not be regarded as a positive result.
【QUALITY CONTROL】
An internal procedural control is included in the test. A colored line appearing in the
control line region (C) is an internal positive procedural control. It confirms sufficient
specimen volume, adequate membrane wicking and correct procedural technique.
Control standards are not supplied with this kit; however, 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.

【LIMITATION】
1. The test is qualitative and cannot predict the quantity of antigens present in the
sample. Clinical presentation and other test results must be taken into
consideration to establish diagnosis.
2. A positive test does not rule out the possibility that other pathogens may be
present.
【PERFORMANCE】
Detection Limit
The detection limit was evaluated by diluting a purified GDH preparation and the
results show that the concentration of protein detected is 1ng/mL.
Sensitivity - Specificity
Method
Other Rapid Test
Total Results
Positive
Negative
Clostridium difficile Results
GDH Rapid Test
78
Positive
2
80
Cassette (Feces)
1
Negative
119
120
Total Results
79
121
200
Relative Sensitivity: 98.7% (95%CI:*93.1%-100%)
Relative Specificity: 98.3% (95%CI:*94.2%-99.8%)
Relative Accuracy: 98.5% (95%CI:*95.7%-99.7%)
*Confidence Intervals
Repeatability and reproducibility
To check intra-batch accuracy (repeatability), the same positive samples and a
buffer solution were processed 15 times on kits of the same production batch in the
same experimental conditions. All observed results were confirmed as expected. To
check inter-batch accuracy (reproducibility), some samples (positive and buffer)
were processed on kits from three different production batches. All results were
confirmed as expected.
Cross Reactivity
An evaluation was performed to determine the cross reactivity of Clostridium difficile
GDH Rapid Test Cassette (Feces). No cross reactivity against gastrointestinal
pathogens occasionally present as following:
Campylobacter coli
Salmonella enteritidis
Shigella dysenteriae
Campylobacter jejuni
Salmonella paratyphi
Shigella flexneri
E.coli O157:H7
Salmonella typhi
Shigella sonnei
H.pylori
Salmonella typhimurium
Staphylococcus aureus
Listeria monocytogenes
Shigella boydii
Yersinia enterocolitica
【BIBLIOGRAPHIC REFERENCES】
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May 2008
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difficile-associateddisease in North America and Europe, Review Clinical
Mocrobiology and Infections, 12 suppl6, p. 2-18,Oct. 2006
3. Leyerly D.M., H.C. Krivan and D.T.Wilkins: Clostridium difficile: its disease and
toxins.Clinical Microbiology Reviews, p. 1-18, Jan. 1988
4. Ramsey L. et al: Fulminant Clostridium difficile: an underappreciated and
increasing causeof death and complications, Annals of Surgery 235 (3) p.
363-372: Mar. 2002
5. Wren MW., Kinson R., Sivapalan M., Shemko M., Shetty NR.: Detection of
Clostridium difficile infection: a suggested laboratory diagnostic algorithm, British
Journal of BiomedicalSciences, 66(4) p. 175-179, 2009.
6. Willis DH. And JA Kraft: Confirmation that the latex-reactive protein of Clostridium
difficileisa Glutamate Dehydrogenase. Journal of clinical microbiology, 30, p.
1363-1364, May 1992
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A rapid, one step test for the qualitative detection of rotavirus in human feces.
For professional in vitro diagnostic use only.
【INTENDED USE】
The Rotavirus Rapid Test Cassette (Feces) is a rapid chromatographic immunoassay for the
qualitative detection of rotavirus in human feces specimens to aid in the diagnosis of rotavirus
infection.
【SUMMARY】
Rotavirus is the most common agent responsible for acute gastroenteritis, mainly in young
children.1 Its discovery in 1973 and its association with infantile gastro-enteritis represented a
very important advancement in the study of gastro-enteritis not caused by acute bacterial
infection. Rotavirus is transmitted by oro-faecal route with an incubation period of 1-3 days.
Although specimen collections taken within the second and fifth day of the illness are ideal for
antigen detection, the rotavirus may still be found while diarrhoea continues. Rotaviral
gastroenteritis may result in mortality for populations at risk such as infants, the elderly, and
immunocompromised patients.2 In temperate climates, rotavirus infections occur mainly in the
winter months. Endemics as well as epidemics affecting some thousand people have been
reported.3 With hospitalised children suffering from acute entric disease up to 50% of the
analysed specimen were positive for rotavirus.4 The viruses replicate in the cell nucleus and tend
to be host species specific producing a characteristic cytopathic effect (CPE). Because rotavirus
is extremely difficult to culture, it is unusual to use isolation of the virus in diagnosing an infection.
Instead, a variety of techniques have been developed to detect rotavirus in feces.
The Rotavirus Rapid Test Cassette (Feces) is a rapid chromatographic immunoassay for the
qualitative detection of rotavirus in human feces specimen, providing results in 10 minutes. The
test utilizes antibody specific for rotavirus to selectively detect rotavirus from human feces
specimens.
【PRINCIPLE】
The Rotavirus Rapid Test Cassette (Feces) is a qualitative, lateral flow immunoassay for the
detection of rotavirus in human feces specimens. In this test, the membrane is pre-coated with
anti-rotavirus antibody on the test line region of the test. During testing, the specimen reacts with
the particle coated with anti-rotavirus antibody. The mixture migrates upward on the membrane
chromatographically by capillary action to react with anti-rotavirus antibody on the membrane
and generate a colored line in the test line region. The presence of this colored line in the test
region indicates a positive result, while its absence indicates a negative result. To serve as a
procedural control, a colored line will always appear in the control line region indicating that
proper volume of specimen has been added and membrane wicking has occurred.
【REAGENTS】
The test contains anti-rotavirus antibody coated particles and anti-rotavirus antibody coated on
the membrane.
【PRECAUTIONS】
 For professional in vitro diagnostic use only. Do not use after expiration date.
 The test cassette should remain in the sealed pouch until use.
 Do not eat, drink or smoke in the area where the specimens or kits are handled.
 Do not use test if pouch is damaged.
 Handle all specimens as if they contain infectious agents. Observe established precautions
against microbiological hazards throughout testing and follow standard procedures for proper
disposal of specimens.
 Wear protective clothing such as laboratory coats, disposable gloves and eye protection
when specimens are being tested.
 The used test should be discarded according to local regulations.
 Humidity and temperature can adversely affect results.
【STORAGE AND STABILITY】
Store as packaged in the sealed pouch either at room temperature or refrigerated (2-30°C). The
test is stable through the expiration date printed on the sealed pouch. The test must remain in
the sealed pouch containing desiccant until use. DO NOT FREEZE. Do not use beyond the
expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
1. Viral detection is improved by collecting the specimens at the onset of the symptoms. It has
been reported that the maximum excretion of rotavirus in the feces of patients with
gastroenteritis occurs 3-5 days after onset of symptoms. If the specimens are collected long
after the onset of diarrheic symptoms, the quantity of antigen may not be sufficient to obtain a
positive reaction or the antigens detected may not be linked to the diarrheic episode.
2. The feces specimen must be collected in a clean, dry, waterproof container containing no
detergents, preservatives or transport media.
3. Bring the necessary reagents to room temperature before use.
【MATERIALS】
Materials Provided
 Test cassettes
 Package insert
 Specimen collection tubes with extraction buffer
 Droppers
Materials Required But Not Provided
 Specimen collection containers
 Timer
 Centrifuge and pipette to dispense 80 µL if required
【DIRECTIONS FOR USE】
Allow the test, specimen, buffer, and/or controls to reach room temperature (15-30°C)
prior to testing.
1. To collect fecal specimens:
Collect sufficient quantity of feces (1-2 mL or 1-2 g) in a clean, dry specimen collection
container to obtain enough virus particles. Best results will be obtained if the assay is
performed within 6 hours after collection. Specimen collected may be stored for 3 days at 28°C if not tested within 6 hours. For long term storage, specimens should be kept below
- 20°C.

2. To process fecal specimens:
 For Solid Specimens:
Unscrew the cap of the specimen collection tube, then randomly stab the specimen
collection applicator into the fecal specimen in at least 3 different sites to collect
approximately 50 mg of feces (equivalent to 1/4 of a pea). Do not scoop the fecal
specimen.
 For Liquid Specimens:
Hold the dropper vertically, aspirate fecal specimens, and then transfer 2 drops of the
liquid specimen (approximately 50 µL) into the specimen collection tube containing the
extraction buffer.
Tighten the cap onto the specimen collection tube, then shake the specimen collection
tube vigorously to mix the specimen and the extraction buffer. Leave the collection tube for
reaction for 2 minutes.
3. Bring the pouch to room temperature before opening it. Remove the test cassette from the
foil pouch and use it as soon as possible. Best results will be obtained if the test is performed
immediately after opening the foil pouch.
4. Hold the specimen collection tube upright and unscrew the tip of the specimen collection
tube. Invert the specimen collection tube and transfer 2 full drops of the extracted
specimen (approximately 80 L) to the specimen well (S) of the test cassette, then start the
timer. Avoid trapping air bubbles in the specimen well (S). See illustration below.
5. Read the results at 10 minutes after dispensing the specimen. Do not read results after
20 minutes.
Note: If the specimen does not migrate (presence of particles), centrifuge the diluted sample
contained in the extraction buffer vial. Collect 80 µL of supernatant, dispense into the specimen
well (S). Start the timer and continue from step 5 onwards in the above instructions for use.

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
POSITIVE:* Two distinct colored lines appear. One colored line should be in the control line
region (C) and another apparent colored line should be in the test line region (T).
*NOTE: The intensity of the color in the test line region (T) will vary depending on the
concentration of rotavirus antigen present in the specimen. Therefore, any shade of color in the
test line region (T) should be considered positive.
NEGATIVE: One colored line appears in the control line region (C). No line appears in the
test line region (T).
INVALID: Control line (C) fails to appear. Insufficient specimen volume or incorrect procedural
techniques are the most likely reasons for control line failure. Review the procedure and repeat
the test with a new test cassette. If the problem persists, discontinue using the test kit
immediately and contact your local distributor.
【QUALITY CONTROL】
An internal procedural control is included in the test. A colored line appearing in the control line
region (C) is an internal positive procedural control. It confirms sufficient specimen volume,
adequate membrane wicking and correct procedural technique.
Control standards are not supplied with this kit; however, 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.
【LIMITATIONS】
1. The Rotavirus Rapid Test Cassette (Feces) is for in vitro diagnostic use only. The test should
be used for the detection of human rotavirus in feces specimens only. Neither the quantitative
value nor the rate of increase in human rotavirus concentration can be determined by this
qualitative test.
2. The Rotavirus Rapid Test Cassette (Feces) will only indicate the presence of rotavirus in the
specimen and should not be used as the sole criteria for the conforming rotavirus to be
etiological agent for diarrhea.
3. As with all diagnostic tests, all results must be interpreted together with other clinical
information available to the physician.

4. If the test result is negative and clinical symptoms persist, additional testing using other
clinical methods is recommended. A negative result does not at any time preclude the
possibility of rotavirus infection with low concentration of virus particles.
【EXPECTED VALUES】
The Rotavirus Rapid Test Cassette (Feces) has been compared with latex agglutination method,
demonstrating an overall accuracy of 97.2%.
【PERFORMANCE CHARACTERISTICS】
Clinical Sensitivity, Specificity and Accuracy
The performance of the Rotavirus Rapid Test Cassette has been evaluated with 501 clinical
specimens collected from children and young adults in comparison with latex agglutination
method. The results show that the relative sensitivity of the Rotavirus Rapid Test Cassette
(Feces) is 97.3% and the relative specificity is 97.1%.
Rotavirus Rapid Test Cassette vs. Latex Agglutination
Method
Latex Agglutination
Total Results
Results
Positive
Negative
Rotavirus
251
Positive
7
258
Rapid Test Cassette
7
Negative
236
243
Total Results
258
243
501
Relative Sensitivity: 97.3% (95%CI:*94.5%-98.9%)
Relative Specificity: 97.1% (95%CI:*94.2%-98.8%)
Overall Accuracy: 97.2% (95%CI:*95.4%-98.5%)
*Confidence Intervals
Precision
Intra-Assay
Within-run precision has been determined by using 10 replicates of four specimens: a negative,
a low positive, a medium positive and a high positive. The specimens were correctly
identified >99% of the time.
Inter-Assay
Between-run precision has been determined by 10 independent assays on the same four
specimens: a negative, a low positive, a medium positive and a high positive. The specimens
were correctly identified >99% of the time.
Cross-Reactivity
Cross reactivity with following organisms has been studied at 1.0 x 10 9 organisms/ml. The
following organisms were found negative when tested with the Rotavirus Rapid Test Cassette
(Feces).
Staphylococcus aureus
Proteus mirabilis
Neisseria gonorrhea
Pseudomonas aeruginosa
Acinetobacter spp
Group B Streptococcus
Enterococcus faecalis
Salmonella choleraesius
Proteus vulgaris
Group C Streptococcus
Gardnerella vaginalis
Enterococcus faecium
Klebsiella pneumoniae
Acinetobacter calcoaceticus
Hemophilus influenzae
Branhamella catarrhalis
E.coli
Neisseria meningitidis
Candida albicans
Chlamydia trachomatis
Interfering Substances
The following potentially Interfering Substances were added to Rotavirus negative and positive
specimens.
Ascoribic acid: 20mg/dl
Oxalic acid: 60mg/dl
Bilirubin: 100mg/dl
Uric acid: 60mg/dl
Aspirin: 20mg/dl
Urea: 2000mg/dl
Glucose: 2000mg/dl
Caffeine: 40mg/dl
Albumin: 2000mg/dl
【BIBLIOGRAPHY】
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A rapid, one step test for the qualitative detection of Norovirus in human feces.
For professional in vitro diagnostic use only.
【INTENDED USE】
The Norovirus Rapid Test Cassette (Feces) is a rapid chromatographic immunoassay for the
qualitative detection of Norovirus in human fecal specimens to aid in the diagnosis of Norovirus
infection.
【SUMMARY】
Noroviruses (NoV) are a genetically diverse group of single stranded RNA, nonenvelopped
viruses belonging to the Caliciviridae family. For decades they were called “small round
structured viruses” (SRSV) or “Norwalk-like viruses” until recently when their taxonomy was
investigated using modern molecular techniques. Initially four antigenic types of SRSV were
recognized, but more recently three genogroups have been identified with the genus Norovirus.
Genogroup 1 and Genogroup 2 are associated with human infections whilst Genogroup 3 is
associated with bovine and porcine infection.
Noroviruses are a major cause of acute gastroenteritis worldwide, often causing explosive
outbreaks in institutions. They are highly contagious, with an inoculum of as few as ten particles
being able to cause infection. Transmission occurs through ingesting contaminated food and
water and by person-to-person spread. Transmission is predominantly fecal-oral but may be
airborne due to aerosolisation of vomitus, which typically contains abundant infectious virus
particles. Outbreaks may involve several routes of transmission. The illness is acute, usually
mild, although it has caused fatalities among the frail elderly, and self-limiting and follows an
incubation period of 24-48 hours although cases can occur within 12 hours of exposure. The
ability of Noroviruses to cause outbreaks in institutions has become a major public health issue.
Outbreaks of Norovirus infection can be associated with restaurants and institutions as diverse
as nursing homes, hospitals and elite sporting camps. Infections in infants, elderly or frail
patients can be fatal if left untreated.
The symptoms of Norovirus illness usually include nausea, vomiting, diarrhea, and some
stomach cramping. Sometimes people additionally have a low-grade fever, chills, headache,
muscle aches, and a general sense of tiredness. The illness often begins suddenly, and the
infected person may feel very sick. In most people the illness is self-limiting with symptoms
lasting for about 1 or 2 days. In general, children experience more vomiting than adults.
【PRINCIPLE】
The Norovirus Test Cassette (Feces) is a qualitative, lateral flow immunoassay for the detection
of Norovirus in human fecal specimens.
The assay uses Genogroup 1 and Genogroup 2 specific monoclonal antibodies coated on the
test membrane. During testing, the stool specimen reacts with the conjugate antibodies. The
mixture migrates upward on the membrane chromatographically by capillary action to react with
Genogroup 1 and 2 antibodies on the membrane and generates a colored line at the level of the
T1 and T2 region respectively. The presence of a colored line in T1 region indicates a positive
result for Genogroup 1 and in T2 region for Genogroup 2 respectively, while its absence
indicates a negative result. To serve as a procedural control, a colored line will always appear in
the control reaction region (C) indicating that proper volume of specimen has been added and
membrane wicking has occurred.
【REAGENTS】
The test contains Genogroup 1 and Genogroup 2 monoclonal antibody coated particles and
Genogroup 1 and Genogroup 2 monoclonal antibodies coated on the membrane.
【PRECAUTIONS】
 For professional in vitro diagnostic use only. Do not use after expiration date.
 The test cassette should remain in the sealed pouch until use.
 Do not eat, drink or smoke in the area where the specimens or kits are handled.
 Do not use test if pouch is damaged.
 Handle all specimens as if they contain infectious agents. Observe established precautions
against microbiological hazards throughout testing and follow standard procedures for
proper disposal of specimens.
 Wear protective clothing such as laboratory coats, disposable gloves and eye protection
when specimens are being tested.
 The used test should be discarded according to local regulations.
 Humidity and temperature can adversely affect results.
【STORAGE AND STABILITY】
Store as packaged in the sealed pouch either at room temperature or refrigerated (2-30°C). The
test is stable through the expiration date printed on the sealed pouch. The test must remain in
the sealed pouch containing desiccant until use. DO NOT FREEZE. Do not use beyond the
expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
 Viral detection is improved by collecting the specimens at the onset of the symptoms. It has
been reported that the maximum excretion of Norovirus in the feces of patients with
gastroenteritis occurs 3-13 days after onset of symptoms. If the specimens are collected
long after the onset of diarrheic symptoms, the quantity of antigen may not be sufficient to
obtain a positive reaction or the antigens detected may not be linked to the diarrheic episode.
 The fecal specimen must be collected in clean, dry, waterproof container containing no
detergents, preservatives or transport media.
 Bring the necessary reagents to room temperature before use.
【MATERIALS】
Materials Provided
 Test cassettes
 Package insert
 Specimen collection tube with extraction buffer
Materials Required But Not Provided
 Specimen collection containers
 Timer
 Droppers
 Centrifuge and pipette to dispense 80 µL if required

【DIRECTIONS FOR USE】
Allow the test, specimen, buffer, and/or controls to reach room temperature (15-30°C)
prior to testing.
1. To collect fecal specimens:
Collect sufficient quantity of feces (1-2 mL or 1-2 g) in a clean, dry specimen collection
container to obtain enough virus particles. Best results will be obtained if the assay is
performed within 6 hours after collection. Specimen collected may be stored for 3 days at
2-8°C if not tested within 6 hours.
For long term storage, specimens should be kept below
-20°C.
2. To process fecal specimens:
 For Solid Specimens:
Unscrew the cap of the specimen collection tube，then randomly stab the specimen
collection applicator into the fecal specimen in at least 3 different sites to collect
approximately 50 mg of feces (equivalent to 1/4 of a pea). Do not scoop the fecal
specimen.
 For Liquid Specimens:
Hold the dropper vertically, aspirate fecal specimens, and then transfer 50l into the
specimen collection tube containing the extraction buffer.
Tighten the cap onto the specimen collection tube, then shake the specimen collection
tube vigorously to mix the specimen and the extraction buffer.
3. Bring the pouch to room temperature before opening it. Remove the test cassette from the
foil pouch and use it as soon as possible. Best results will be obtained if the test is
performed immediately after opening the foil pouch.
4. Hold the specimen collection tube upright and unscrew the small cap of the specimen
collection tube. Invert the specimen collection tube and transfer 2 full drops of the
extracted specimen (approximately 80 L) to the specimen well (S) of the test cassette,
then start the timer. Avoid trapping air bubbles in the specimen well (S). See illustration
below.
5. Read the results at 15 minutes after dispensing the specimen. Do not read results after
20 minutes.
Note: If the specimen does not migrate (presence of particles), centrifuge the diluted sample
contained in the extraction buffer vial. Collect 80 µL of supernatant, dispense into the specimen
well (S). Start the timer and continue from step 5 onwards in the above instructions for use.

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
Genogroup 1 POSITIVE:* Two distinct colored lines appear. One colored line should be in
the control line region (C) and another apparent colored line should be in the Genogroup 1
region (T1).
Genogroup 2 POSITIVE:* Two distinct colored lines appear. One colored line should be in
the control line region (C) and another apparent colored line should be in the Genogroup 2
region (T2).
Genogroup 1& Genogroup 2 POSITIVE:* Three distinct colored lines appear. One colored
line should be in the control region (C) and two colored line should be in the Genogroup 1
region (T1) and Genogroup 2 region (T2). A positive result in the Genogroup 1 region and
Genogroup 2 region indicates that Genogroup 1 antigen and Genogroup 2 antigen were
detected in the sample.
*NOTE: The intensity of the color in the test line region (T) will vary depending on the
concentration of Norovirus antigen present in the specimen. Therefore, any shade of color in the
test line region (T) should be considered positive.
NEGATIVE: One colored line appears in the control line region (C). No line appears in the
test line regions (T1/T2).
INVALID: Control line (C) fails to appear. Insufficient specimen volume or incorrect
procedural techniques are the most likely reasons for control line failure. Review the procedure
and repeat the test with a new test cassette. If the problem persists, discontinue using the test
kit immediately and contact your local distributor.
【QUALITY CONTROL】
An internal procedural control is included in the test. A colored line appearing in the control line
region (C) is an internal positive procedural control. It confirms sufficient specimen volume,
adequate membrane wicking and correct procedural technique.

Control standards are not supplied with this kit; however, 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.
【LIMITATIONS】
1. This test should be used for detection of Norovirus antigens in human stool only.
2. The Norovirus Rapid Test Cassette only indicates the presence of Norovirus antigen in the
specimen and should not be used as the sole criteria for the diagnosis of Norovirus infection.
3. Stool sample from infant under one year old can produce a false positive result.
4. As with all diagnostic tests, result must be considered together with other clinical information
available to the physician.
5. If the test result is negative and clinical symptoms persist, additional follow-up testing using
other clinical methods is suggested. A negative result at any time does not preclude the
possibility of Norovirus infection.
【EXPECTED VALUES】
The Norovirus Rapid Test Cassette (Feces) has been compared with RT-PCR method,
demonstrating an overall accuracy of 94.3%.
【PERFORMANCE CHARACTERISTICS】
Clinical Sensitivity, Specificity and Accuracy
The performance of the Norovirus Rapid Test Cassette has been evaluated with 70 clinical
specimens collected from children and young adults in comparison with RT-PCR method. The
results show that the relative sensitivity of the Norovirus Rapid Test Cassette (Feces) is 95.7%
and the relative specificity is 91.7%.
One Step Norovirus Rapid Test Cassette vs. RT-PCR
Method
RT-PCR
Total Results
Results
Positive
Negative
One Step
Norovirus Rapid Positive
44
2
46
Test Cassette
Negative
2
22
24
Total Results
46
24
70
Relative Sensitivity: 95.7% (95%CI:*85.16%-99.57%)
Relative Specificity: 91.7% (95%CI:*73.00%-98.97%)
Relative Accuracy: 94.3% (95%CI:*86.01%-98.42%)
*Confidence Intervals
Precision
Intra-Assay
Within-run precision has been determined by using 10 replicates of four specimens: a negative,
a low positive, a medium positive and a high positive. The specimens were correctly
identified >99% of the time.
Inter-Assay
Between-run precision has been determined by 10 independent assays on the same four
specimens: a negative, a low positive, a medium positive and a high positive. The specimens
were correctly identified >99% of the time.
Cross-Reactivity
Cross reactivity with following organisms has been studied at 1x10 7organisms/ml. The following
organisms were found negative when tested with the Norovirus Rapid Test Cassette (Feces).
Corynebacterium diphtheria
Neisseria gonorrhea
Shigella sonnei
Pseudomonas aeruginosa
Shigella flexneri
Clostridium difficile
Enterococcus faecalis
Proteus vulgaris
Gardnerella vaginalis
Shigella dysenteriae
Enterococcus faecium
Helicobacter pylori
Candida albicans
Proteus mirabilis
E.coli
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Materials provided
• Droppers
• Buffer
• Package insert
• Test cards
Materials required but not provided
• Specimen collection containers
• Centrifuge
• Lancets (for fingerstick whole blood only)
• Timer
• Heparinized capillary tubes and dispensing bulb (for fingerstick whole blood only)
【DIRECTIONS FOR USE】
Allow the test, specimen, buffer and/or controls to reach room temperature (15-30°C)
prior to testing.
1. Bring the pouch to room temperature before opening it. Remove the test dipstick from the
sealed pouch and use it as soon as possible.
2. Place the test cards on a clean and level desk, then peel off the strip label of the test cards,
stick the test dipstick onto it as soon as possible before testing.
For Serum or Plasma specimen:
 Hold the dropper vertically and transfer 3 drops of serum or plasma (approximately
75L) to the specimen area of test dipstick and start the timer. See illustration below.
For Venipuncture Whole Blood specimen:
 Hold the dropper vertically and transfer 3 drops of whole blood (approximately 75L)
to the specimen area, then add 1 drop of buffer (approximately 40L), and start the
timer. See illustration below.
For Fingerstick Whole Blood specimen:
 To use a capillary tube: Fill the capillary tube and transfer approximately 75L of
fingerstick whole blood specimen to the specimen area of test dipstick, then add 1
drop of buffer (approximately 40 L) and start the timer. See illustration below.
 To use hanging drops: Allow 3 hanging drops of fingerstick whole blood specimen
(approximately 75 L) to fall into the specimen area of test dipstick, then add 1 drop of
buffer (approximately 40 L) and start the timer. See illustration below.
3. Wait for the colored line(s) to appear. Read results at 10 minutes. Do not interpret the
result after 20 minutes.
• Test dipsticks

H.pylori

REF IHP-401

A rapid test for the qualitative detection of antibodies to Helicobacter pylori(H.pylori) in whole
blood,serum or plasma.
For professional in vitro diagnostic use only.
【INTENTED USE】
The H. pylori Antibody Rapid Test Dipstick (Whole Blood/Serum/Plasma) is a rapid
chromatographic immunoassay for the qualitative detection of antibodies to H. pylori in whole
blood, serum, or plasma to aid in the diagnosis of H. pylori infection.
【SUMMARY】
H. pylori is a small, spiral-shaped bacterium that lives in the surface of the stomach and
duodenum. It is implicated in the etiology of a variety of gastrointestinal diseases, including
duodenal and gastric ulcer, non-ulcer dyspepsia and active and chronic gastritis .1,2 Both
invasive and non-invasive methods are used to diagnose H. pylori infection in patients with
symptoms of gastrointestinal disease. Specimen dependent and costly invasive diagnostic
methods include gastric or 3duodenal biopsy followed by urease testing (presumptive), culture,
and/or histologic staining. Non-invasive techniques include the urea breath test, which
requires expensive
laboratory equipment and moderate radiation exposure, and serological
methods.4,5 Individuals infected with H. pylori6,7,8
develop antibodies which correlate strongly with
histologically confirmed H. pylori infection.
The H. pylori Antibody Rapid Test Dipstick
(Whole Blood/Serum/Plasma) is a simple test that utilizes a combination of H. Pylori antigen
coated particles and anti-human IgG to qualitatively and selectively detect H. pylori antibodies
in whole blood, serum, or plasma.
【PRINCIPLE】
The H. pylori Antibody Rapid Test Dipstick (Whole Blood/Serum/Plasma) is a qualitative
membrane based immunoassay for the detection of H. pylori antibodies in whole blood,
serum, or plasma. In this test procedure, anti-human IgG is immobilized in the test line region
of the test. After specimen is added to the specimen area of the strip, it reacts with H. pylori
antigen coated particles in the test. This mixture migrates chromatographically along the
length of the test and interacts with the immobilized anti-human IgG. If the specimen contains
H. pylori antibodies, a colored line will appear in the test line region indicating a positive result.
If the specimen does not contain H. pylori antibodies, a colored line will not appear in this
region indicating a negative result. To serve as a procedural control, a colored line will always
appear in the control line region, indicating that proper volume of specimen has been added
and membrane wicking has occurred.
【REAGENTS】
The test contains H. pylori antigen coated particles and anti-human IgG coated on the
membrane.
【PRECAUTIONS】
 For professional in vitro diagnostic use only. Do not use after the expiration date.
 Do not eat, drink or smoke in the area where the specimens or kits are handled.
 Do not use test if pouch is damaged
 Handle all specimens as if they contain infectious agents. Observe established
precautions against microbiological hazards throughout testing and follow the standard
procedures for proper disposal of specimens.
 Wear protective clothing such as laboratory coats, disposable gloves and eye protection
when specimens are being tested.
 The used test should be discarded according to local regulations.
 Humidity and temperature can adversely affect results.
【STORAGE AND STABILITY】
Store as packaged in the sealed pouch at room temperature or refrigerated (2-30°C). The
test is stable through the expiration date printed on the sealed pouch. The test must remain in
the sealed pouch until use. DO NOT FREEZE. Do not use beyond the expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
 The H.pylori Antibody Rapid Test Dipstick can be performed using whole blood (from
venipuncture or fingerstick) serum or plasma.
 To collect Fingerstick Whole Blood specimens:
 Wash the patient’s hand with soap and warm water or clean with an alcohol swab. Allow
to dry.
 Massage the hand without touching the puncture site by rubbing down the hand towards
the fingertip of the middle or ring finger.
 Puncture the skin with a sterile lancet. Wipe away the first sign of blood.
 Gently rub the hand from wrist to palm to finger to form a rounded drop of blood over the
puncture site.
 Add the Fingerstick Whole Blood specimen to the test by using a capillary tube:
 Touch the end of the capillary tube to the blood until filled to approximately 75 L.
Avoid air bubbles.
 Place the bulb onto the top end of the capillary tube, then squeeze the bulb to
dispense the whole blood to the specimen area of the test dipstick.
 Add the Fingerstick Whole Blood specimen to the test by using hanging drops:
 Position the patient’s finger so that the drop of blood is just above the specimen area
of the test dipstick.
 Allow 3 hanging drops of fingerstick whole blood to fall into the center of the
specimen area on the test dipstick, or move the patient’s finger so that the hanging
drop touches the center of the specimen area. Avoid touching the finger directly to
the specimen area.
 Separate serum or plasma from blood as soon as possible to avoid hemolysis. Use only
clear non-hemolyzed specimens.
 Testing should be performed immediately after the specimens have been collected. Do not
leave the specimens at room temperature for prolonged periods. Serum and plasma
specimens may be stored at 2-8°C for up to 3 days. For long term storage, specimens
should be kept below -20°C. Whole blood collected by venipuncture should be stored at 28°C if the test is to be run within 2 days of collection. Do not freeze whole blood specimens.
Whole blood collected by fingerstick should be tested immediately.
 Bring specimens to room temperature prior to testing. Frozen specimens must be
completely thawed and mixed well prior to testing. Specimens should not be frozen and
thawed repeatedly.
 If specimens are to be shipped, they should be packed in compliance with local regulations
covering the transportation of etiologic agents.

【MATERIALS】

H.pylori

H.pylori Antibody Rapid Test Dipstick
(Whole Blood /Serum/Plasma)
Package Insert

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
POSITIVE:* Two distinct colored lines appear. One colored line should be in the control
region (C) and another colored line should be in the test region (T).
*NOTE: The intensity of the color in the test line region (T) will vary depending on the
concentration of H.pylori antibody present in the specimen. Therefore, any shade of color in
the test region (T) should be considered positive.
NEGATIVE: One colored line appears in the control region (C). No apparent colored line
appears in the test region (T).
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural
techniques are the most likely reasons for control line failure. Review the procedure and
repeat the test with a new test dipstick. If the problem persists, discontinue using the test kit
immediately and contact your local distributor.
【QUALITY CONTROL】
A procedural control is included in the test. A colored line appearing in the control region (C)
is the internal procedural control. It confirms sufficient specimen volume and correct
procedural technique. Control standards are not supplied with this kit; however, 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.
【LIMITATIONS】
1. The H. pylori Antibody Rapid Test Dipstick (Whole Blood/Serum/Plasma) is for in vitro
diagnostic use only. The test should be used for the detection of H. pylori antibodies in whole
blood, serum or plasma specimens only. Neither the quantitative value nor the rate of
increase in H. pylori antibody concentration can be determined by this qualitative test.
2. The H. pylori Antibody Rapid Test Dipstick (Whole Blood/Serum/Plasma) will only indicate
the presence of H. pylori antibodies in the specimen and should not be used as the sole
criteria for the diagnosis of H. pylori infection.
3. As with all diagnostic tests, all results must be interpreted together with other clinical

information available to the physician.
4. If the test result is negative and clinical symptoms persist, additional testing using other
clinical methods is recommended. A negative result does not at any time preclude the
possibility of H. pylori infection.
【EXPECTED VALUES】
The H. pylori Antibody Rapid Test Dipstick (Whole Blood/Serum/Plasma) has been compared
with Culture/Histology, demonstrating an overall accuracy of 94.6%.
【PERFORMANCE CHARACTERISTICS】
Clinical Sensitivity, Specificity and Accuracy
The H. pylori Antibody Rapid Test Dipstick (Whole Blood/Serum/Plasma) has been evaluated
with specimens obtained from a population of symptomatic and asymptomatic individuals
who presented for endoscopic examination. Biopsy (Culture) served as the reference method
for the H. pylori Antibody Rapid Test Dipstick (Whole Blood/Serum/Plasma). Histology and a
Rapid Urease Test (RUT) were performed on all negative culture specimens. The specimen
was considered positive if Culture was positive. The specimen was also considered positive if
the Culture was negative, but both Histology and RUT were positive. The result shows that
the sensitivity of the H. pylori Antibody Rapid Test Dipstick (Whole Blood/Serum/Plasma) is
96.8% and the specificity is 93% relative to Biopsy/Histology/RUT.
H. pylori Antibody Rapid Test Dipstick vs. Biopsy/Histology/RUT
Method
Biopsy/Histology/RUT
Total
Results
Results
Positive
Negative
H.pylori Rapid
Positive
150
15
165
Test Dipstick
Negative
5
200
205
Total Results
155
215
370
Relative Sensitivity: 96.8% (95%CI*: 92.6%-98.9%)
*Confidence Interval
Relatively Specificity: 93.0% (95%CI*: 88.8%-96.0%)
Accuracy: 94.6% (95%CI*: 91.8%-96.7%)
Precision
Intra-Assay
Within-run precision has been determined by using 10 replicates of four specimens: a
negative, a low positive, a medium positive and a high positive. The negative, low positive,
medium positive and high positive values were correctly identified >99% of the time.
Inter-Assay
Between-run precision has been determined by 10 independent assays on the same four
specimens: a negative, a low positive, a medium positive and a high positive. Three different
lots of the H. pylori Antibody Rapid Test Dipstick (Whole Blood/Serum/Plasma) have been
tested using negative, low positive, medium positive and high positive specimens. The
specimens were correctly identified >99% of the time
Cross-reactivity
Sera containing known amounts of antibodies to H. pylori have been tested with Hepatitis A,
B, C, E, HIV and Syphilis. No cross-reactivity was observed, indicating that the H. pylori
Antibody Rapid Test Dipstick (Whole Blood/Serum/Plasma) has a high degree of specificity
for antibodies to H. pylori.
Interfering Substances
The H. pylori Antibody Rapid Test Dipstick (Whole Blood/Serum/Plasma) has been tested for
possible interference from visibly hemolyzed and lipemic specimens, as well as serum
specimens containing high bilirubin levels. In addition, no interference was observed in
specimens containing up to 1,000 mg/dL hemoglobin; up to 1,000 mg/dL bilirubin; and up to
2,000 mg/dL human serum albumin.
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English
A rapid test for the qualitative detection of Helicobacter pylori (H.pylori) antigens in
human feces.
For professional in vitro diagnostic use only.
【INTENDED USE】
The H.pylori Antigen Rapid Test Cassette (Feces) is a rapid chromatographic
immunoassay for the qualitative detection of H.pylori antigens in human feces
specimens to aid in the diagnosis of H.pylori infection.
【SUMMARY】
H.pylori is a small, spiral-shaped bacterium that lives in the surface of the stomach and
duodenum. It is implicated in the etiology of a variety of gastrointestinal diseases,
including duodenal and gastric ulcer, non-ulcer dyspepsia and active and chronic
gastritis.1,2 Both invasive and non-invasive methods are used to diagnose H.pylori
infection in patients with symptoms of gastrointestinal disease. Specimen-dependent
and costly invasive diagnostic methods include gastric or duodenal biopsy followed by
urease testing (presumptive), culture, and/or histologic staining.3 A very common
approach to the diagnosis of H.pylori infection is the serological identification of specific
antibodies in infected patients. The main limitation of serology test is the inability to
distinguish current and past infections. Antibody may be present in the patient’s serum
long after eradication of the organisms.4 HpSA (H. pylori Stool Antigen) testing is
gaining popularity for diagnosis of H. pylori infection and also for monitoring the efficacy
of the treatment of H. pylori infection. Studies have found that more than 90% of
patients with duodenal ulcer and 80% of patients with gastric ulcer are infected with
H.pylori.5
The H.pylori Antigen Rapid Test Cassette (Feces) is a rapid chromatographic
immunoassay for the qualitative detection of H.pylori antigens in human feces
specimens, providing results in 10 minutes. The test utilizes antibodies specific for H.
pylori antigens to selectively detect H.pylori antigens in human feces specimens.
【PRINCIPLE】
The H.pylori Antigen Rapid Test Cassette (Feces) is a qualitative, lateral flow
immunoassay for the detection of H.pylori antigens in human feces specimens. In this
test, the membrane is pre-coated with anti-H.pylori antibodies on the test line region of
the test. During testing, the specimen reacts with the particle coated with anti-H.pylori
antibodies. The mixture migrates upward on the membrane by capillary action to react
with anti-H.pylori antibodies on the membrane and generate a colored line. The
presence of this colored line in the test region indicates a positive result, while its
absence indicates a negative result. To serve as a procedural control, a colored line will
always appear in the control line region indicating that proper volume of specimen has
been added and membrane wicking has occurred.
【REAGENTS】
The test cassette contains monoclonal anti-H.pylori antibodies coated particles and
monoclonal anti-H.pylori antibodies coated on the membrane.
【PRECAUTIONS】
• For professional in vitro diagnostic use only. Do not use after the expiration date.
• The test should remain in the sealed pouch until use.
• Do not eat, drink or smoke in the area where the specimens or kits are handled.
• Handle all specimens as if they contain infectious agents. Observe established
precautions against microbiological hazards throughout all procedures and follow the
standard procedures for proper disposal of specimens.
• Wear protective clothing such as laboratory coats, disposable gloves and eye
protection when specimens are assayed.
• The used test should be discarded according to local regulations.
• Humidity and temperature can adversely affect results.
【STORAGE AND STABILITY】
The kit can be stored at room temperature or refrigerated (2-30°C). The test cassette is
stable through the expiration date printed on the sealed pouch. The test cassette must
remain in the sealed pouch until use. DO NOT FREEZE. Do not use beyond the
expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
• The feces specimen must be collected in clean, dry, waterproof container containing
no detergents, preservatives or transport media.
• Bring the necessary reagents to room temperature before use.
• If specimens are to be shipped, they should be packed in compliance with federal
regulations covering the transportation of etiologic agents.
【MATERIALS】
Materials Provided
• Test Cassettes
• Specimen collection tubes with extraction buffer
• Package insert
Materials Required But Not Provided
• Specimen collection containers
• Pipette and disposable tips (optional)
• Centrifuge
• Timer
• Droppers
【DIRECTIONS FOR USE】
Allow the test, specimen, buffer and/or controls to reach room temperature
(15-30°C) prior to testing.
1. To collect fecal specimens:
Collect sufficient quantity of feces (1-2 mL or 1-2 g) in a clean, dry specimen
collection container to obtain maximum antigens (if present). Best results will be
obtained if the assay is performed within 6 hours after collection. Specimen collected
may be stored for 3 days at 2-8℃ if not tested within 6 hours. For long term storage,
specimens should be kept below -20℃.

2. To process fecal specimens:
• For Solid Specimens:
Unscrew the cap of the specimen collection tube，then randomly stab the specimen
collection applicator into the fecal specimen in at least 3 different sites to collect
approximately 50 mg of feces (equivalent to 1/4 of a pea). Do not scoop the fecal
specimen.
• For Liquid Specimens:
Hold the dropper vertically, aspirate fecal specimens, and then transfer
approximately 80 μL into the specimen collection tube containing the extraction
buffer.
Tighten the cap onto the specimen collection tube, then shake the specimen
collection tube vigorously to mix the specimen and the extraction buffer. Leave the
tube alone for 2 minutes.
3. Bring the pouch to room temperature before opening it. Remove the test cassette
from the foil pouch and use it within one hour. Best results will be obtained if the test
is performed immediately after opening the foil pouch.
4. Hold the specimen collection tube upright and open the cap onto the specimen
collection tube. Invert the specimen collection tube and transfer 2 full drops of the
extracted specimen (approximately 80 μL) to the specimen well (S) of the test
cassette, then start the timer. Avoid trapping air bubbles in the specimen well (S).
See illustration below.
5. Read results at 10 minutes after dispensing the specimen. Do not read results after
20 minutes.
Note: If the specimen does not migrate (presence of particles), centrifuge the extracted
specimens contained in the extraction buffer vial. Collect 80 μL of supernatant,
dispense into the specimen well (S) of a new test cassette and start afresh following the
instructions mentioned above.

Positive

Negative

Invalid

.
【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
POSITIVE:* Two lines appear. One colored line should be in the control line region (C)
and another apparent colored line should be in the test line region (T).
*NOTE: The intensity of the color in the test line region (T) will vary depending on the
concentration of H.pylori antigen present in the specimen. Therefore, any shade of color
in the test line region (T) should be considered positive.
NEGATIVE: One colored line appears in the control line region (C). No line appears
in the test line region (T).
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect
procedural techniques are the most likely reasons for control line failure. Review the
procedure and repeat the test with a new test. If the problem persists, discontinue using
the test kit immediately and contact your local distributor.
【QUALITY CONTROL】
Internal procedural controls are included in the test. A colored line appearing in the
control region (C) is an internal valid procedural control. It confirms sufficient specimen
volume and correct procedural technique.
Control standards are not supplied with this kit; however, 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.
【LIMITATIONS】
1. The H.pylori Antigen Test Cassette (Feces) is for in vitro diagnostic use only. The test
should be used for the detection of H.pylori antigens in feces specimens only. Neither
the quantitative value nor the rate of increase in H.pylori antigens concentration can
be determined by this qualitative test.
2. The H.pylori Antigen Test Cassette (Feces) will only indicate the presence of H.pylori
in the specimen and should not be used as the sole criteria for H.pylori to be
etiological agent for peptic or duodenal ulcer.
3. As with all diagnostic tests, all results must be interpreted together with other clinical
information available to the physician.
4. If the test result is negative and clinical symptoms persist, additional testing using
other clinical methods is recommended. A negative result does not at any time
preclude the possibility of H.pylori infection.
5. Following certain antibiotic treatments, the concentration of H.pylori antigens may
decrease to the concentration below the minimum detection level of the test.
Therefore, diagnosis should be made with caution during antibiotic treatment.

【EXPECTED VALUES】
The H.pylori Antigen Test Cassette (Feces) has been compared with Endoscope-based
methods, demonstrating an overall accuracy of 98.6%.
【PERFORMANCE CHARACTERISTICS】
Sensitivity and Specificity
The H.pylori Antigen Test Cassette (Feces) has been evaluated with specimens
obtained from a population of symptomatic and asymptomatic individuals. The result
shows that the sensitivity of the H.pylori Antigen Test Cassette (Feces) is 98.8% and
the specificity is 98.4% relative to Endoscope-based methods.
Endoscope-based
Method
method
Total Result
Results
Positive
Negative
H.pylori Antigen Test
Positive
168
3
171
Cassette (Feces)
Negative
2
189
191
Total Result
170
192
362
Relative Sensitivity: 98.8% (95%CI*: 95.8%-99.9%)
*Confidence Interval
Relative Specificity: 98.4% (95%CI*: 95.5%-99.7%)
Overall Accuracy: 98.6% (95%CI*: 96.8%-99.5%)
Precision
Intra-Assay
Within-run precision has been determined by using 15 replicates of four specimens:
negative, low titer positive, middle titer positive and high titer positive specimens. The
specimens were correctly identified >99% of the time.
Inter-Assay
Between-run precision has been determined by 15 independent assays on the same
four specimens: negative, low titer positive, middle titer positive and high titer positive
specimens. Three different lots of the H.pylori Antigen Test Cassette (Feces) have been
tested using these specimens. The specimens were correctly identified >99% of the
time.
Cross-reactivity
Cross reactivity with following organisms has been studied at 1.0E+09 organisms/ml.
The following organisms were found negative when tested with the H.pylori Antigen
Test Cassette (Feces):
Acinetobacter calcoaceticus Acinetobacter spp
Branhamella catarrhalis
Candida albicans
Chlamydia trachomatis
Enterococcus faecium
E.coli
Enterococcus faecalis
Gardnerella vaginalis
Group A Streptococcus
Group B Streptococcus
Group C Streptococcus
Hemophilus influenza
Klebsiella pneumonia
Neisseria gonorrhea
Neisseria meningitides
Proteus mirabilis
Proteus vulgaris
Pseudomonas aeruginosa Rotavirus
Salmonella choleraesius
Staphylococcus aureus
Adenovirus
Interfering Substances
The following potentially Interfering Substances were added to HPG negative and
positive specimens.
Ascoribic acid: 20mg/dl
Oxalic acid: 60mg/dl
Bilirubin: 100mg/dl
Uric acid: 60mg/dl
Aspirin: 20mg/dl
Urea: 2000mg/dl
Glucose: 2000mg/dl
Caffeine: 40mg/dl
Albumin: 2000mg/dl
【BIBLIOGRAPHY】
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439-444.
2. Soll, AH. Pathogenesis of peptic ulcer and implications for therapy. New England J.
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Dengue Rapid Test Cassette
(Whole Blood/Serum/Plasma)
Package Insert
REF IDEN-402

English

A rapid test for the qualitative detection of antibodies (IgG and IgM) to Dengue virus in whole blood,
serum, or plasma.
For professional in vitro diagnostic use only.
【INTENDED USE】
The Dengue Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid chromatographic
immunoassay for the qualitative detection of IgG and IgM antibodies to Dengue virus in human whole
blood, serum, or plasma as an aid in the diagnosis of primary and secondary Dengue infections.
【SUMMARY】
Dengue is a flavivirus, transmitted by Aedes aegypti and Aedes albopictus mosquitoes. It is widely
distributed throughout the tropical and subtropical areas of the world, 1 and causes up to 100 million
infections annually.2 Classic Dengue infection is characterized by a sudden onset of fever, intense
headache, myalgia, arthralgia and rash. Primary Dengue infection causes IgM antibodies to increase to
a detectable level in 3 to 5 days after the onset of fever. IgM antibodies generally persist for 30 to 90
days.3 Most Dengue patients in endemic regions have secondary infections, 4 resulting in high levels of
specific IgG antibodies prior to or simultaneous with IgM response. 5 Therefore, the detection of specific
anti-Dengue IgM and IgG antibodies can also help to distinguish between primary and secondary
infections.
The Dengue Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid test that utilizes a
combination of Dengue antigen coated colored particles for the detection of IgG and IgM Dengue
antibodies in human whole blood, serum, or plasma.
【PRINCIPLE】
The Dengue Rapid Test Cassette (Whole Blood/Serum/Plasma) is a qualitative membrane-based
immunoassay for the detection of Dengue antibodies in whole blood, serum, or plasma. This test
consists of two components, an IgG component and an IgM component. In the IgG component,
anti-human IgG is coated in IgG test line region. During testing, the specimen reacts with Dengue
antigen-coated particles in the test cassette. The mixture then migrates upward on the membrane
chromatographically by capillary action and reacts with the anti-human IgG in IgG test line region. If the
specimen contains IgG antibodies to Dengue, a colored line will appear in IgG test line region. In the IgM
component, anti-human IgM is coated in IgM test line region. During testing, the specimen reacts with
anti-human IgM. Dengue IgM antibodies, if present in the specimen, reacts with the anti-human IgM
and the Dengue antigen-coated particles in the test cassette, and this complex is captured by the
anti-human IgM, forming a colored line in IgM test line region.
Therefore, if the specimen contains Dengue IgG antibodies, a colored line will appear in IgG test line
region. If the specimen contains Dengue IgM antibodies, a colored line will appear in IgM test line region.
If the specimen does not contain Dengue antibodies, no colored line will appear in either of the test line
regions, indicating a negative result. To serve as a procedural control, a colored line will always appear
in the control line region, indicating that the proper volume of specimen has been added and membrane
wicking has occurred.
【REAGENTS】
The test cassette contains Dengue antigen conjugated gold colloid particles and anti-human IgM,
anti-human IgG coated on the membrane.
【PRECAUTIONS】
 For professional in vitro diagnostic use only. Do not use after expiration date.
 Do not eat, drink or smoke in the area where the specimens or kits are handled.
 Handle all specimens as if they contain infectious agents. Observe established precautions against
microbiological hazards throughout the procedure and follow the standard procedures for proper
disposal of specimens.
 Wear protective clothing such as laboratory coats, disposable gloves and eye protection when
specimens are assayed.
 Humidity and temperature can adversely affect results.
【STORAGE AND STABILITY】
The kit can be stored at room temperature or refrigerated (2-30°C). The test cassette is stable through
the expiration date printed on the sealed pouch. The test cassette must remain in the sealed pouch until
use. DO NOT FREEZE. Do not use beyond the expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
 The Dengue Rapid Test Cassette (Whole Blood/Serum/Plasma) can be performed using whole blood,
serum, or plasma.
 To collect Fingerstick Whole Blood Specimens:
 Wash the patient’s hand with soap and warm water or clean with an alcohol swab. Allow to dry.
 Massage the hand without touching the puncture site by rubbing down the hand towards the fingertip
of the middle or ring finger.
 Puncture the skin with a sterile lancet. Wipe away the first sign of blood.
 Gently rub the hand from wrist to palm to finger to form a rounded drop of blood over the puncture site.
 Add the Fingerstick Whole Blood specimen to the test cassette by using a dropper or micropipette
measuring 10ul. The dropper provided with the test dispenses approximately 10ul in one drop even if
more blood is aspirated in the dropper.
 Separate serum or plasma from blood as soon as possible to avoid hemolysis. Use only clear,
non-hemolyzed specimens.
 Testing should be performed immediately after specimen collection. Do not leave the specimens at
room temperature for prolonged periods. Serum and plasma specimens may be stored at 2-8°C for up
to 3 days. For long-term storage, specimens should be kept below -20°C. Whole blood collected by
venipuncture should be stored at 2-8°C if the test is to be run within 2 days of collection. Do not freeze
whole blood specimens. Whole blood collected by fingerstick should be tested immediately.
 Bring specimens to room temperature prior to testing. Frozen specimens must be completely thawed
and mixed well prior to testing. Specimens should not be frozen and thawed repeatedly.
 If specimens are to be shipped, they should be packed in compliance with federal regulations for
transportation of etiologic agents.
【MATERIALS 】
Materials provided
 Test cassettes
 Droppers
 Buffer
 Package insert
Materials required but not provided
 Specimen collection containers
 Centrifuge (for plasma only)
 Micropipette
 Timer
 Lancets (for fingerstick whole blood only)
【DIRECTIONS FOR USE】
Allow the test cassette, specimen, buffer, and/or controls to reach room temperature (15-30°C) prior to
testing.
1. Bring the pouch to room temperature before opening. Remove the test cassette from the sealed
pouch and use it within one hour.
2. Place the test cassette on a clean and level surface.

 For Serum or Plasma Specimens:
 To use a dropper: Hold the dropper vertically, draw the specimen up to the Fill Line
(approximately 5 μl), and transfer the specimen to the specimen well of the test cassette, then
add 1 drop of buffer (approximately 40ul) and start the timer. Avoid trapping air bubbles in the
specimen well.
 To use a micropipette: Pipette and dispense 5 µl of specimen to the specimen well of the test
cassette, then add 1 drop of buffer (approximately 40 µl) and start the timer.
 For Whole Blood (Venipuncture/Fingerstick) Specimens:
 To use a dropper: Hold the dropper vertically, draw the specimen about 1cm above the Fill Line,
and transfer 1 drop of whole blood (approximately 10 µl) to the specimen well of the test cassette,
then add 1 drop of buffer (approximately 40 ul) and start the timer.
 To use a micropipette: Pipette and dispense 10 µl of whole blood to the specimen well of the test
cassette, then add 1 drop of buffer (approximately 40 µl) and start the timer.
3. Wait for the colored line(s) to appear. The test result should be read at 10 minutes. Do not interpret
the result after 20 minutes.

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
IgG and IgM POSITIVE:* Three lines appear. One colored line should be in the control line region (C),
and two colored lines should appear in IgG test line region and IgM test line region. The color intensities
of the lines do not have to match. The result is positive for IgG & IgM antibodies indicated end stage of
primary Dengue infection and early stage of secondary Dengue infection .
IgG POSITIVE:* Two lines appear.One colored line should be in the control line region (C), and a
colored line appears in IgG test line region. The result is positive for Dengue virus specific-IgG and is
probably indicative of secondary Dengue infection.
IgM POSITIVE:* Two lines appear.One colored line should be in the control line region (C), and a
colored line appears in IgM test line region. The result is positive for Dengue virus specific-IgM
antibodies and is indicative of primary Dengue infection.
*NOTE: The intensity of the color in the IgG and/or IgM test line region(s) will vary depending on the
concentration of Dengue antibodies in the specimen. Therefore, any shade of color in the IgG and/or
IgM test line region(s) should be considered positive.
NEGATIVE: One colored line should be in the control line region (C). No line appears in IgG and
IgM test line region(s).
INVALID: Control line fails to appear. Insufficient buffer volume or incorrect procedural techniques are
the most likely reasons for control line failure. Review the procedure and repeat the procedure with a
new test cassette. If the problem persists, discontinue using the test kit immediately and contact your
local distributor.
【QUALITY CONTROL】
An internal procedural control is included in the test. A colored line appearing in the control line region (C)
is an internal valid procedural control, confirming sufficient buffer volume and adequate membrane
wicking.
Control standards are not supplied with this kit; however, 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.
【LIMITATIONS】
1. The Dengue Rapid Test Cassette(Whole Blood/Serum/Plasma) is for in vitro diagnostic use only. The
test should be used for the detection of Dengue antibodies in whole blood, serum or plasma
specimens only. Neither the quantitative value nor the rate of increase in Dengue antibody
concentration can be determined by this qualitative test.
2. The Dengue Rapid Test Cassette (Whole Blood/Serum/Plasma) will only indicate the presence of
Dengue antibodies in the specimen and should not be used as the sole criteria for the diagnosis of
Dengue.
3. In the early onset of fever, anti-Dengue IgM concentrations may be below detectable levels. For
primary infection, an IgM antibody-capture enzyme-linked immunosorbent assay (MAC-ELISA)
showed that 80% of the Dengue patients tested exhibited detectable levels of IgM antibody by the
fifth day after infection, and 99% of the patients tested IgM positive by day 10. It is recommended that
patients be tested within this time. For the secondary infection, a low molar fraction of anti-Dengue
IgM and a high molar fraction of IgG that is broadly reactive to flaviviruses characterize the
antibodies. 5 The IgM signal may be faint and the cross reaction in the region of IgG line may appear.
4. Serological cross-reactivity across the flavivirus group (Dengue 1, 2, 3 & 4, St. Louis encephalitis,
West Nile virus, Japanese encephalitis and yellow fever viruses) is common. 6,7,8 Positive results
should be confirmed by other means.
5. The continued presence or absence of antibodies cannot be used to determine the success or failure
of therapy.
6. Results from immunosuppressed patients should be interpreted with caution.
7. As with all diagnostic tests, all results must be interpreted together with other clinical information
available to the physician.
8. If the test result is negative and clinical symptoms persist, additional testing using other clinical
methods is recommended. A negative result does not at any time preclude the possibility of Dengue
infection.
【EXPECTED VALUES】
Primary Dengue infection is characterized by the presence of detectable IgM antibodies 3-5 days after
the onset of infection. Secondary Dengue infection is characterized by the elevation of Dengue-specific
IgG. In the majority of the cases, this is accompanied by elevated levels of IgM. 5
The Dengue Rapid Test Cassette (Whole Blood/Serum/Plasma) has been compared with a leading
commercial Dengue ELISA test, demonstrating sensitivity of 83.3% for IgM in primary infection and
98.4% for IgG in secondary infection.

【Performance Characteristics】
Sensitivity and Specificity
The Dengue Rapid Test Cassette (Whole Blood/Serum/Plasma) has been evaluated with specimens
obtained from a population of symptomatic and asymptomatic individuals. Results were confirmed by a
leading commercial Dengue ELISA test.
The results show that the overall relative sensitivity for the primary and secondary infection of the
Dengue Rapid Test Cassette (Whole Blood/Serum/Plasma) is 94.3%, and the relative specificity is
99.1%,and the relative accuracy is 98.3%.
Dengue Primary Infection for IgM/IgG test results
Method
ELISA
Positive
Results
negative
IgM
IgG
Dengue Rapid Test Cassette
IgM
20
0
0
(Whole Blood/ Serum/Plasma)
Positive
IgG
4
0
0
Negative
0
0
0
Relative Sensitivity
83.3%
/
/
Dengue Secondary Infection for IgM/IgG test results
Method
ELISA
Positive
Results
negative
IgM
IgG
Dengue Rapid Test
Cassette (Whole
IgM
46
1
0
Positive
Blood/ Serum/Plasma)
IgG
18
63
0
Negative
0
0
0
Relative Sensitivity
73.4%
98.4%
/
Non-Dengue Infection for IgM/IgG test results
Method
ELISA
Positive
Results
negative
IgM
IgG
Dengue Rapid Test
Cassette (Whole Blood/
IgM
0
0
1
Positive
Serum/Plasma)
IgG
0
0
3
Negative
0
0
429
Relative Specificity
/
/
99.1%
Relative sensitivity: (20+63)/ (24+64) =94.3% (95%CI*: 87.2%~98.1%);
Relative specificity: 429/433=99.1% (95%CI*: 97.7%~99.7%);
Accuracy: (20+63+429)/ (24+64+433) =98.3% (95%CI*: 96.7%~99.2%).
*Confidence Intervals
Precision
Intra-Assay
Within-run precision has been determined by using 15 replicates of four specimens: a negative, an IgG
positive, an IgM positive and an IgG/IgM dual positive. The specimens were correctly identified >99% of
the time.
Inter-Assay
Between-run precision has been determined by 15 independent assays on the same four specimens: a
negative, an IgG positive, an IgM positive and an IgG/IgM dual positive. Three different lots of the
Dengue Rapid Test Cassette (Whole Blood/Serum/Plasma) have been tested using these specimens.
The specimens were correctly identified >99% of the time.
Cross-reactivity
The Dengue Rapid Test Cassette (Whole Blood/Serum/Plasma) has been tested by HAMA, RF, HBsAg,
HBsAb, HBeAg, HBeAb, HBcAb, Syphilis, HIV, HCV, H. Pylori, MONO, CMV, Rubella and TOXO
positive specimens. The results showed no cross-reactivity.
Interfering Substances
The following potentially interfering substances were added to Dengue negative and positive specimens.
Acetaminophen: 20 mg/Dl
Caffeine: 20 mg/dL
Acetylsalicylic Acid: 20 mg/dL
Gentisic Acid: 20 mg/dL
Ascorbic Acid: 2g/dL
Albumin: 2 g/dL
Creatin: 200 mg/dL
Hemoglobin 1000mg/dL
Bilirubin: 1g/dL
Oxalic Acid: 60mg/dL
None of the substances at the concentration tested interfered in the assay.
【BIBLIOGRAPHY】
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XI, Dengue. Rev. Infect. Dis. 1984; 6:251-264
2. Halstead SB, Pathogenesis of dengue: challenges to molecular biology. Science 1988; 239:476-481
3. Ruechusatsawat K, et al. Daily observation of antibody levels among dengue patients detected by
enzyme-linked immunosorbent assay (ELISA). Japanese J. Trop. Med. Hygiene 1994; 22: 9-12
4. Lam SK. Dengue haemorrhagic fever. Rev. Med. Micro. 1995; 6:39-48
5. Dengue haemorrhagic fever: diagnosis, treatment, prevention and control. 2nd edition. Geneva:
World Health Organization
6. Yamada K, et al. Antibody responses determined for Japanese dengue fever patients by
neutralization and hemagglutination inhibition assays demonstrate cross-reactivity between dengue
and Japanese encephalitis viruses. Clin Diagn Lab Immunol. 2003 Jul; 10(4): 725-8.
7. Dobler G, et al. Cross reactions of patients with acute dengue fever to tick-borne encephalitis. Wien
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Immunol. 1994; 38(12): 951-5.
Index of Symbols
Attention, see instructions
Authorized
Tests per kit
for use
Representative
For in vitro
Use by
Do not reuse
diagnostic use only
Store between 2-30°C

Lot Number

REF

Catalog #

Do not use if package is
damaged

CITEST DIAGNOSTICS INC.
170-422 Richards Street
Vancouver BC, V6B 2Z4, Canada

Number:
Effective date:

145121002
2017-02-06

Dengue NS1 Rapid Test Cassette
(Whole Blood/Serum/Plasma)
Package Insert
REF IDES-402 English
A rapid test for a qualitative detection of NS1 antigen of dengue virus in human whole
blood, serum or plasma.
For professional in vitro diagnostic use only.
【INTENDED USE】
The Dengue NS1 Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid
chromatographic immunoassay for the qualitative detection of NS1 antigen of Dengue
virus in human whole blood, serum, or plasma as an aid in the diagnosis of Dengue
infections.
【SUMMARY】
Dengue is a flavivirus, transmitted by Aedesaegypti and Aedesalbopictus mosquitoes. It
is widely distributed throughout the tropical and subtropical areas of the world,1 and
causes up to 100 million infections annually.2 Classic Dengue infection is characterized
by a sudden onset of fever, intense headache, myalgia, arthralgia and rash. NS1 is one
of 7 Dengue Virus non-structural proteins which are thought to be involved in viral
replication. NS1 exists as a monomer in its immature form but is rapidly processed in the
endoplasmic reticulum to form a stable dimer. A small amount of NS1 remains
associated with intracellular organelles where it is thought to be involved in viral
replication. The rest of NS1 is found either associated with the plasma membrane or
secreted as a soluble hexadimer. NS1 is essential for viral viability but its precise
biological function is unknown. Antibodies raised in response to NS1 in viral infection can
cross react with cell surface antigens on epithelial cells and platelets and this has been
implicated in the development of Dengue Hemorrhagic fever.
The Dengue NS1 Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid test that
utilizes a combination of Dengue antibody coated colored particles for the detection of
Dengue NS1 antigen in human whole blood, serum, or plasma.
【PRINCIPLE】
The Dengue NS1 Rapid Test Cassette (Whole Blood/Serum/Plasma) is a qualitative
membrane-based immunoassay for the detection of Dengue NS1 antigen in whole blood,
serum, or plasma. During testing, the specimen reacts with Dengue antibody-conjugate
in the test cassette. The gold antibody conjugate will bind to Dengue antigen in the
specimen sample which in turn will bind with Anti-Dengue NS1 coated on the membrane.
As the reagent moves across the membrane, the Dengue NS1 antibody on the
membrane will bind the antibody-antigen complex causing a colored line to form in the
test line region of the test membrane. The intensity of the color will vary depending upon
the amount of antigen present in the sample. The appearance of colored line in the test
region should be considered as positive result.
【REAGENTS】
The test cassette contains anti-Dengue NS1 antibody conjugated gold particles and antiDengue NS1 antibody coated on the membrane.
【PRECAUTIONS】

 For professional in vitro diagnostic use only. Do not use beyond the expiration date.
 Do not eat, drink or smoke in the area where the specimens or kits are handled.
 Handle all specimens as if they contain infectious agents. Observe established
precautions against microbiological hazards throughout the procedure and follow the
standard procedures for proper disposal of specimens.
 Wear protective clothing such as laboratory coats, disposable gloves and eye
protection when specimens are assayed.
 Humidity and temperature can adversely affect results.
【STORAGE AND STABILITY】
The kit can be stored at room temperature or refrigerated (2-30°C). The test cassette is
stable through the expiration date printed on the sealed pouch. The test cassette must
remain in the sealed pouch until use. DO NOT FREEZE. Do not use beyond the
expiration date.
【SPECIMEN COLLECTION AND PREPARATION】

 The Dengue NS1 Rapid Test Cassette (Whole Blood/Serum/Plasma) can be
performed using whole blood, serum or plasma.

 To collect Fingerstick Whole Blood specimens:

 Wash the patient’s hand with soap and warm water or clean with an alcohol swab.
Allow to dry.
 Massage the hand without touching the puncture site by rubbing down the hand
towards the fingertip of the middle or ring finger.
 Puncture the skin with a sterile lancet. Wipe away the first sign of blood.
 Gently rub the hand from wrist to palm to finger to form a rounded drop of blood
over the puncture site.
 Add the Fingerstick Whole Blood specimen to the test cassette by using a capillary
tube:
 Touch the end of the capillary tube to the blood until filled to approximately
75L. Avoid air bubbles.

 Place the bulb onto the top end of the capillary tube, then squeeze the bulb to
dispense the whole blood to the specimen well of the test cassette.
 Separate serum or plasma from blood as soon as possible to avoid hemolysis. Use
only clear, non-hemolyzed specimens.
 Testing should be performed immediately after specimen collection. Do not leave the
specimens at room temperature for prolonged periods. Serum and plasma specimens
may be stored at 2-8°C for up to 3 days, for long-term storage, specimens should be
kept below -20°C. Whole blood collected by venipuncture should be stored at 2-8°C if
the test is to be run within 2 days of collection. Do not freeze whole blood specimens.
Whole blood collected by fingerstick should be tested immediately.
 Bring specimens to room temperature prior to testing. Frozen specimens must be
completely thawed and mixed well prior to testing. Specimens should not be frozen and
thawed repeatedly.
 If specimens are to be shipped, they should be packed in compliance with federal
regulations for transportation of etiologic agents.
 EDTA K2, Heparin sodium, Sodium citrate and Potassium oxalate can be used as the
anticoagulant for collecting the specimen.
【MATERIALS 】
Materials provided
 Test cassettes
 Droppers
 Buffer
 Package insert
Materials required but not provided
 Specimen collection containers
 Centrifuge (for plasma only)
 Capillary tubes
 Timer
 Lancets (for fingerstick whole blood only)
【DIRECTIONS FOR USE】
Allow the test cassette, specimen, buffer and/or controls to reach room
temperature (15-30°C) prior to testing.
1. Bring the pouch to room temperature before opening it. Remove the test cassette from
the sealed pouch and use it within 1 hour.
2. Place the cassette on a clean and level surface.
For Serum or Plasma specimen:
 Hold the dropper vertically and transfer 3 drops of serum or plasma (approximately
75μL) to the specimen well, and start the timer. See illustration below.
For Venipuncture Whole Blood specimen:
 Hold the dropper vertically and transfer 3 drops of whole blood (approximately 75μL)
to the specimen well, then add 1 drop of buffer (approximately 40μL), and start the
timer. See illustration below.
For Fingerstick Whole Blood specimen:
 To use a capillary tube: Fill the capillary tube and transfer approximately 75μL of
fingerstick whole blood specimen to the specimen well of test cassette, then add 1
drop of buffer (approximately 40μL) and start the timer. See illustration below.
3. Wait for the colored line(s) to appear. Read result at 10 minutes. Do not interpret the
result after 20 minutes.
Note: It is suggested not to use the buffer beyond 30 days after opening the vial.

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
POSITIVE: * Two distinct colored lines appear. One colored line should be in the
control region (C) and another colored line should be in the test region (T).
*NOTE: The intensity of the color in the test line region (T) will vary depending on the
concentration of Dengue NS1 antigen present in the specimen. Therefore, any shade of
color in the test region should be considered positive.
NEGATIVE: One colored line appears in the control region (C). No apparent red or
pink line appears in the test region (T).
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect
procedural techniques are the most likely reasons for control line failure. Review the
procedure and repeat the test with a new test cassette. If the problem persists,
discontinue using the test kit immediately and contact your local distributor.
【QUALITY CONTROL】
Internal procedural controls are included in the test. A colored line appearing in the
control region (C) is an internal positive procedural control. It confirms sufficient
specimen volume and correct procedural technique.
Control standards are not supplied with this kit; however, 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.
【LIMITATIONS】
1. The Assay Procedure and the Assay Result Interpretation must be followed closely
when testing the presence of dengue Ag in serum or plasma from individual subjects.
Failure to follow the procedure may give inaccurate results.
2. The Dengue NS1 Rapid Test Cassette (Whole Blood/Serum/Plasma) is limited to the
qualitative detection of dengue Ag in human whole blood, serum or plasma. The
intensity of the test band does not linear correlate with dengue Ag titer of the
specimen.
3. A negative test result does not preclude the possibility of exposure to or infection with
dengue viruses.
4. A negative result can occur if the quantity of dengue Ag present in the specimen is
below the detection limits of the assay, or the dengue Ag that are detected are not
present during the stage of disease in which a sample is collected.
5. Some specimens containing unusually high titer of heterophile antibodies or
rheumatoid factor may affect expected results.
6. If the symptom persists, while the result from Dengue NS1 Rapid Test Cassette
(Whole Blood/Serum/Plasma) is negative or non-reactive result, it is recommended to
re-sample the patient few days late or test with an alternative test device such as PCR,
ELISA.
7. The results obtained with this test should only be interpreted in conjunction with other
diagnostic procedures and clinical findings.
8. The hematocrit of the whole blood should be between 25% and 65%.
【EXPECTED VALUES】
The Dengue NS1 Rapid Test Cassette (Whole Blood/Serum/Plasma) has been
compared with a leading commercial Dengue Ag ELISA test. The correlation between
these two systems is 96.0%.
【PERFORMANCE CHARACTERISTICS】
Sensitivity and Specificity
The Dengue NS1 Rapid Test Cassette (Whole Blood/Serum/Plasma) has passed a
seroconversion panel and compared with a leading commercial Dengue Ag ELISA test
using clinical specimens.
The results show that the relative sensitivity of the Dengue NS1 Rapid Test Cassette
(Whole Blood/Serum/Plasma) is 95.8%, and the relative specificity is 96.1%.
Method
Dengue Ag ELISA Test
Total Results
Results
Positive
Negative
Dengue NS1 Rapid Test
Cassette
Positive
137
8
145
(Whole Blood/Serum/Plasma) Negative
6
200
206
Total Results
143
208
351
Relative sensitivity: 137/143*100%=95.8% (95%CI*: 91.1%~98.4%);
Relative specificity: 200/208*100%=96.1% (95%CI*: 92.6%~98.4%);
Accuracy: (137+200)/(137+6+8+200)*100%=96.0%(95%CI*: 93.4%~97.8%)
*Confidence Intervals
Precision
Intra-Assay
Within-run precision has been determined by using 15 replicates of four specimens: a
negative, a low positive, a middle positive and a high positive. The specimens were
correctly identified >99% of the time.
Inter-Assay
Between-run precision has been determined by 15 independent assays on the same four
specimens: a negative, a low positive, a middle positive and a high positive. Three
different lots of the Dengue NS1 Rapid Test Cassette (Whole Blood/Serum/Plasma)
have been tested using these specimens. The specimens were correctly identified >99%
of the time.

Cross-reactivity
The Dengue NS1 Rapid Test Cassette (Whole Blood/Serum/Plasma) has been tested by
anti-HAMA IgG, anti-RF IgG, HBsAg, HBsAb, HBeAg, HBeAb, HBcAb, anti-Syphilis IgG,
anti-HIV, anti-HCV IgG, anti-H. pylori IgG, anti-MONO IgM, anti-CMV IgG, anti-CMV IgM,
anti-Rubella IgG, anti-Rubella IgM, anti-TOXO IgG and anti-TOXO IgM positive
specimens. The results showed no cross-reactivity.
Interfering Substances
The following potentially interfering substances were added to Dengue negative and
positive specimens.
Acetaminophen: 20mg/dL
Caffeine: 20mg/dL
Acetylsalicylic Acid: 20mg/dL
Gentisic Acid: 20mg/dL
Ascorbic Acid: 2g/dL
Albumin: 2g/dL
Creatin: 200mg/dL
Hemoglobin 1000mg/dL
Bilirubin: 1g/dL
Oxalic Acid: 60mg/dL
None of the substances at the concentration tested interfered in the assay.
【BIBLIOGRAPHY】
1. Halstead SB, Selective primary health care: strategies for control of disease in the
developing world: XI, Dengue. Rev. Infect. Dis. 1984; 6:251-264.
2. Halstead SB, Pathogenesis of dengue: challenges to molecular biology. Science 1988;
239:476-481.
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7. Note: If the specimen does not migrate, centrifuge the extracted specimens contained in the
extraction buffer vial. Collect 80μL of supernatant, dispense into the specimen well (S) of a new test
cassette and start afresh following the instructions mentioned above.

English

A rapid, one step test for the qualitative detection of Entamoeba histolytica antigens in human feces.
For professional in vitro diagnostic use only.
【INTENDED USE】
The Entamoeba histolytica Rapid Test Cassette (Feces) is a rapid chromatographic immunoassay for
the qualitative detection of Entamoeba histolytica antigens in human feces.
【SUMMARY】
Entamoeba histolytica is an anaerobic parasitic amoebozoan, part of the genus Entamoeba.1
Predominantly infecting humans and other primates causing amoebiasis, E. histolytica is estimated to
infect about 50 million people worldwide. Previously, it was thought that 10% of the world population was
infected, but these figures predate the recognition that at least 90% of these infections were due to a
second species, E. dispar.2 Mammals such as dogs and cats can become infected transiently, but are
not thought to contribute significantly to transmission. E. histolytica, as its name suggests (histolytic =
tissue destroying), is pathogenic; infection can be asymptomatic or can lead to amoebic dysentery or
amoebic liver abscess. 1, 3
【PRINCIPLE】
The Entamoeba histolytica Rapid Test Cassette (Feces) is a qualitative, lateral flow immunoassay for the
detection of Entamoeba histolytica antigens in human feces. The membrane is precoated with antiEntamoeba histolytica antibody on the test line region of the test. During testing, E. histolytica antigens,
if present in the specimen react with Entamoeba histolytica antibodies conjugated colored particles. The
antigen-conjugate complex migrates upward on the membrane chromatographically by capillary action to
react with anti-Entamoeba histolytica antibodies on the membrane and generate a colored line. The
presence of this colored line in the test line region indicates a positive result, while its absence indicates
a negative result. To serve as a procedural control, a colored line will always appear in the control line
region, indicating that the proper volume of specimen has been added and membrane wicking has
occurred.
【REAGENTS】
The test contains anti-Entamoeba histolytica antibody conjugated colored particles and anti-Entamoeba
histolytica antibodies coated on the membrane.
【PRECAUTIONS】
• For professional in vitro diagnostic use only. Do not use after expiration date.
• The test should remain in the sealed pouch until use.
• Do not eat, drink or smoke in the area where the specimens or kits are handled.
• Handle all specimens as if they contain infectious agents. Observe established precautions against
microbiological hazards throughout all procedures and follow the standard procedures for proper
disposal of specimens.
• Wear protective clothing such as laboratory coats, disposable gloves and eye protection when
specimens are assayed.
• The used test should be discarded according to local regulations.
• Humidity and temperature can adversely affect results.
【STORAGE AND STABILITY】
The kit can be stored at room temperature or refrigerated (2-30°C). The test cassette is stable through
the expiration date printed on the sealed pouch. The test cassette must remain in the sealed pouch until
use. DO NOT FREEZE. Do not use beyond the expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
1. The feces specimen must be collected in clean, dry, waterproof container containing no detergents,
preservatives or transport media.
2. Bring the necessary reagents to room temperature before use.
【MATERIALS】
Materials Provided
• Test cassettes
• Specimen collection tubes with extraction buffer
• Package insert
• Droppers
Materials Required But Not Provided
• Specimen collection containers
• Timer
【DIRECTIONS FOR USE】
Allow the test, specimen, buffer and/or controls to reach room temperature (15-30°C) prior to
testing.
1. To collect fecal specimens:
Collect sufficient quantity of feces (1-2 mL or 1-2 g) in a clean, dry specimen collection container to
obtain maximum antigens (if present). Best results will be obtained if the assay is performed within 6
hours after collection. Specimen collected may be stored for 3 days at 2-8℃ if not tested within 6
hours. For long term storage, specimens should be kept below -20℃.
2. To process fecal specimens:
• For Solid Specimens:
Unscrew the cap of the specimen collection tube ， then randomly stab the specimen collection
applicator into the fecal specimen in at least 3 different sites to collect approximately 50 mg of feces
(equivalent to 1/4 of a pea). Do not scoop the fecal specimen.
• For Liquid Specimens:
Hold the dropper vertically, aspirate fecal specimens, and then transfer 2 drops (approximately 80μL)
into the specimen collection tube containing the extraction buffer.
3. Tighten the cap onto the specimen collection tube, then shake the specimen collection tube
vigorously to mix the specimen and the extraction buffer. Leave the tube alone for 2 minutes.
4. Bring the pouch to room temperature before opening it. Remove the test cassette from the foil pouch
and use it within one hour. Best results will be obtained if the test is performed immediately after
opening the foil pouch.
5. Hold the specimen collection tube upright and open the cap onto the specimen collection tube. Invert
the specimen collection tube and transfer 2 full drops of the extracted specimen (approximately
80μL) to the specimen well (S) of the test cassette, then start the timer. Avoid trapping air bubbles in
the specimen well (S). See illustration below.
6. Read results at 5 minutes after dispensing the specimen. Do not read results after 10 minutes.

E.coli O157:H7
Salmonella typhi
Yersinia enterocolitica
H.pylori
Salmonella typhimurium
Listeria monocytogene
【BIBLIOGRAPHY】
1. Ryan KJ, Ray CG, eds. (2004). Sherris Medical Microbiology (4th ed.). McGraw Hill. pp. 733–8.
2. Weekly Epidemiological Record. 72 (14): 97–9. April 1997.
3. Nespola, Benoît; Betz, Valérie; Brunet, Julie; Gagnard, Jean-Charles; Krummel, Yves; Hansmann,
Yves; Hannedouche, Thierry; Christmann, Daniel; Pfaff, Alexander W.; Filisetti, Denis; Pesson,
Bernard; Abou-Bacar, Ahmed; Candolfi, Ermanno (2015). "First case of amebic liver abscess 22
years after the first occurrence"
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【 INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
POSITIVE:* Two lines appear. One colored line should be in the control line region (C) and another
apparent colored line should be in the test line region (T).
*NOTE: The intensity of the color in the test line region (T) will vary depending on the concentration of
Entamoeba histolytica antigen present in the specimen. Therefore, any shade of color in the test line
region (T) should be considered positive.
NEGATIVE: One colored line appears in the control line region (C). No line appears in the test line
region (T).
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural techniques
are the most likely reasons for control line failure. Review the procedure and repeat the test with a new
test. If the problem persists, discontinue using the test kit immediately and contact your local distributor.
【QUALITY CONTROL】
Internal procedural controls are included in the test. A colored line appearing in the control region (C) is
an internal valid procedural control. It confirms sufficient specimen volume and correct procedural
technique.
Control standards are not supplied with this kit; however, 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.
【LIMITATIONS】
1. The Entamoeba histolytica Rapid Test Cassette (Feces) is for in vitro diagnostic use only.
2. The Entamoeba histolytica Rapid Test Cassette (Feces) will only indicate the presence of Entamoeba
histolytica antigen in the feces specimen, the detail concentration of Entamoeba histolytica antigen
was not confirmed with the rapid test.
3. As with all diagnostic tests, all results must be considered with other clinical information available to
the physician.
4. Other clinically available tests are required if questionable results are obtained.
【PERFORMANCE】
Clinical Sensitivity, Specificity and Accuracy
The performance of the Entamoeba histolytica Rapid Test Cassette (Feces) has been evaluated with
142 clinical specimens collected from the patient symptomatic and asymptomatic in comparison with
other rapid test method. The results show that the relative sensitivity of the Entamoeba histolytica Rapid
Test Cassette (Feces) is 95.7% and the relative specificity is 99.2%.
Method
Entamoeba histolytica
Rapid Test Cassette
(Feces)

Other Rapid Test
Results

Positive

Negative

Positive
Negative

22
1

1
118

Total Results
23
119

Total Results
23
119
142
Relative Sensitivity: 95.7% (95%CI*: 78.1%~99.9%);
Relative Specificity: 99.2% (95%CI*: 95.4%~99.9%);
Overall Accuracy: 98.6% (95%CI*: 95.0%~99.8%).
*Confidence Intervals
Precision
Intra-Assay
Within-run precision has been determined by using 3 replicates of these specimens: negative, low
positive, middle positive and high positive specimens. The specimens were correctly identified >99% of
the time.
Inter-Assay
Between-run precision has been determined by 3 independent assays on the same specimens: negative,
low positive, middle positive and high positive specimens. Three different lots of the Entamoeba
histolytica Rapid Test Cassette (Feces) have been tested using these specimens. The specimens were
correctly identified >99% of the time.
Cross Reactivity
An evaluation was performed to determine the cross reactivity of Entamoeba histolytica Rapid Test
Cassette (Feces). No cross reactivity against gastrointestinal pathogens occasionally present as
following:
Campylobacter coli
Salmonella enteritidis
Colstridium difficile
Campylobacter jejuni
Salmonella paratyphi
Staphylococcus aureus
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English
A rapid test for the qualitative detection of Salmonella typhi antigen in human feces.
For professional in vitro diagnostic use only.
【INTENDED USE】
The S.typhi Antigen Rapid Test Cassette (Feces) is a rapid chromatographic
immunoassay for the qualitative detection of Salmonella typhi antigens in human feces
specimens to aid in the diagnosis of Salmonella typhi infection.
【SUMMARY】
Typhoid fever is a life threatening illness caused by the bacterium Salmonella typhi,
and was observed by Eberth (1880) in the mesenteric nodes and spleen of fatal cases
of typhoid fever1. The infection is acquired typically by ingestion. On reaching the gut,
the bacilli attach themselves to the epithelial cells of the intestinal villi and penetrate to
the lamina and submucosa. They are then phagocytosed there by polymorphs and
macrophages. The ability to resist intracellular killing and to multiply within these cells
is a measure of their virulence. They enter the mesenteric lymph nodes, where they
multiply and, via the thoracic duct, enter the blood stream2.
The S. typhi Antigen Rapid Test Cassette (Feces) is a rapid chromatographic
immunoassay for the qualitative detection of Salmonella typhi antigens in human feces
specimens, providing results in 5 minutes. The test utilizes antibodies specific for
Salmonella typhi antigens to selectively detect S. typhi antigens in human feces.
【PRINCIPLE】
The S. typhi Antigen Rapid Test Cassette (Feces) is a qualitative, lateral flow
immunoassay for the detection of S. typhi antigens in human feces. In this test, the
membrane is pre-coated with anti-S. typhi antibodies on the test line region of the test.
During testing, the specimen reacts with the particle coated with anti- S. typhi
antibodies. The mixture migrates upward on the membrane by capillary action to react
with anti- S. typhi antibodies on the membrane and generate a colored line. The
presence of this colored line in the test region indicates a positive result, while its
absence indicates a negative result. To serve as a procedural control, a colored line will
always appear in the control line region indicating that proper volume of specimen has
been added and membrane wicking has occurred.
【REAGENTS】
The test cassette contains monoclonal anti- S. typhi antibodies coated particles and
monoclonal anti- S. typhi antibodies coated on the membrane.
【PRECAUTIONS】
• For professional in vitro diagnostic use only. Do not use after expiration date.
• The test should remain in the sealed pouch until use.
• Do not eat, drink or smoke in the area where the specimens or kits are handled.
• Handle all specimens as if they contain infectious agents. Observe established
precautions against microbiological hazards throughout all procedures and follow the
standard procedures for proper disposal of specimens.
• Wear protective clothing such as laboratory coats, disposable gloves and eye
protection when specimens are assayed.
• The used test should be discarded according to local regulations.
• Humidity and temperature can adversely affect results.
【STORAGE AND STABILITY】
The kit can be stored at room temperature or refrigerated (2-30°C). The test cassette is
stable through the expiration date printed on the sealed pouch. The test cassette must
remain in the sealed pouch until use. DO NOT FREEZE. Do not use beyond the
expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
• The feces specimen must be collected in clean, dry, waterproof container containing
no detergents, preservatives or transport media.
• Bring the necessary reagents to room temperature before use.
• If specimens are to be shipped, they should be packed in compliance with federal
regulations covering the transportation of etiologic agents.
【MATERIALS】
Materials Provided
• Test cassettes
• Specimen collection tubes with extraction buffer
• Package insert
Materials Required But Not Provided
• Specimen collection containers
• Pipette and disposable tips (optional)
• Centrifuge
• Timer
• Droppers
【DIRECTIONS FOR USE】
Allow the test, specimen, buffer and/or controls to reach room temperature
(15-30°C) prior to testing.
1. To collect fecal specimens:
Collect sufficient quantity of feces (1-2 mL or 1-2 g) in a clean, dry specimen
collection container to obtain maximum antigens (if present). Best results will be
obtained if the assay is performed within 6 hours after collection. Specimen collected
may be stored for 3 days at 2-8℃ if not tested within 6 hours. For long term storage,
specimens should be kept below -20℃.

2. To process fecal specimens:
• For Solid Specimens:
Unscrew the cap of the specimen collection tube，then randomly stab the specimen
collection applicator into the fecal specimen in at least 3 different sites to collect
approximately 50mg of feces (equivalent to 1/4 of a pea). Do not scoop the fecal
specimen.
• For Liquid Specimens:
Hold the dropper vertically, aspirate fecal specimens, and then transfer 2 drops
(approximately 100μL) into the specimen collection tube containing the extraction
buffer.
Tighten the cap onto the specimen collection tube, then shake the specimen
collection tube vigorously to mix the specimen and the extraction buffer.
3. Bring the pouch to room temperature before opening it. Remove the test cassette
from the foil pouch and use it within one hour. Best results will be obtained if the test
is performed immediately after opening the foil pouch.
4. Hold the specimen collection tube upright and open the cap onto the specimen
collection tube. Invert the specimen collection tube and transfer 3 full drops of the
extracted specimen (approximately 120μL) to the specimen well (S) of the test
cassette, then start the timer. Avoid trapping air bubbles in the specimen well (S).
See illustration below.
5. Read results at 5 minutes after dispensing the specimen. Do not read results after 15
minutes.
Note: If the specimen does not migrate (presence of particles), centrifuge the extracted
specimens contained in the extraction buffer vial. Collect 120μL of supernatant,
dispense into the specimen well (S) of a new test cassette and start afresh following
the instructions mentioned above.

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
POSITIVE:* Two lines appear. One colored line should be in the control line region (C)
and another apparent colored line should be in the test line region (T).
*NOTE: The intensity of the color in the test line region (T) will vary depending on the
concentration of S. Typhi antigen present in the specimen. Therefore, any shade of
color in the test line region (T) should be considered positive.
NEGATIVE: One colored line appears in the control line region (C). No line appears in
the test line region (T).
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect
procedural techniques are the most likely reasons for control line failure. Review the
procedure and repeat the test with a new test. If the problem persists, discontinue using
the test kit immediately and contact your local distributor.
【QUALITY CONTROL】
Internal procedural controls are included in the test. A colored line appearing in the
control region (C) is an internal valid procedural control. It confirms sufficient specimen
volume and correct procedural technique.
Control standards are not supplied with this kit; however, 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.
【LIMITATIONS】
1. The Salmonella Antigen Rapid Test Cassette (Feces) is for in vitro diagnostic use
only. The test should be used for the detection of S. typhi antigens in feces
specimens only. Neither the quantitative value nor the rate of increase in S. typhi
antigen concentration can be determined by this qualitative test.
2. The S. typhi Antigen Rapid Test Cassette (Feces) will only indicate the presence of
S. typhi in the specimen.
3. As with all diagnostic tests, all results must be interpreted together with other clinical
information available to the physician.

4. If the test result is negative and clinical symptoms persist, additional testing using
other clinical methods is recommended. A negative result does not at any time
preclude the possibility of salmonella typhi infection.
5. Following certain antibiotic treatments, the concentration of S. typhi antigens may
decrease to the concentration below the minimum detection level of the test.
Therefore, diagnosis should be made with caution during antibiotic treatment.
【EXPECTED VALUES】
The S. typhi Antigen Rapid Test Cassette (Feces) has been compared with other Rapid
Test Cassette, demonstrating an overall accuracy of 98.3%.
【PERFORMANCE CHARACTERISTICS】
Sensitivity and Specificity
The S. typhi Antigen Test Cassette (Feces) has been evaluated with specimens
obtained from a population of symptomatic and asymptomatic individuals. The result
shows that the sensitivity of the S. typhi Antigen Rapid Test Cassette (Feces) is 96.2%
and the specificity is 99.2% relative to other Rapid Test Cassette.
Method
Other Test Cassette
Total Result
Results
Positive
Negative
S. typhi Antigen Rapid Test
Positive
51
1
52
Cassette (Feces)
Negative
2
125
127
Total Result
53
126
179
Relative Sensitivity: 96.2% (95%CI*: 87.0%-99.5%)
*Confidence Interval
Relative Specificity: 99.2% (95%CI*: 95.7%-100%)
Accuracy: 98.3% (95%CI*: 95.2%-99.7%)
Precision
Intra-Assay
Within-run precision has been determined by using 15 replicates of four specimens:
negative, low titer positive, middle titer positive and high titer positive specimens. The
specimens were correctly identified >99% of the time.
Inter-Assay
Between-run precision has been determined by 15 independent assays on the same
four specimens: negative, low titer positive, middle titer positive and high titer positive
specimens. Three different lots of the Salmonella Antigen Test Cassette (Feces) have
been tested using these specimens. The specimens were correctly identified >99% of
the time.
Cross-reactivity
Cross reactivity with following organisms has been studied at 1.0E+09organisms/ml.
The following organisms were found negative when tested with the Salmonella Antigen
Rapid Test Cassette (Feces):
Acinetobacter calcoaceticus Acinetobacter spp
Branhamella catarrhalis
Candida albicans
Chlamydia trachomatis
Enterococcus faecium
E.coli
Enterococcus faecalis
Gardnerella vaginalis
Group A Streptococcus
Group B Streptococcus
Group C Streptococcus
Hemophilus influenza
Klebsiella pneumonia
Neisseria gonorrhea
Neisseria meningitides
Proteus mirabilis
Proteus vulgaris
Pseudomonas aeruginosa Rotavirus
Helicobacter Pylori
Staphylococcus aureus
Adenovirus
【BIBLIOGRAPHY】
1. Ivanoff B. Typhoid fever, global situation and WHO recommendations. Southeast
Asia J. Trop. Med. Public Health, 1995, 26:supp2 1-6
2. Parry CM, Hien TT Dougan G et al., Typhoid fever, N. Eng. J. Med. 2002,
347:1770-82.
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Syphilis Rapid Test Cassette
(Whole Blood /Serum/Plasma)
Package Insert
REF ISY-402

English

A rapid test for the diagnosis of Syphilis to detect antibodies (IgG and IgM) to Treponema Pallidum
(TP) qualitatively in whole blood, serum or plasma.
For professional in vitro diagnostic use only.

【INTENDED USE】
The Syphilis Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid chromatographic
immunoassay for the qualitative detection of antibodies (IgG and IgM) to Treponema Pallidum (TP) in
whole blood, serum or plasma to aid in the diagnosis of Syphilis.

【SUMMARY】
Treponema Pallidum (TP) is the causative agent of the venereal disease Syphilis. TP is a spirochete
bacterium with an outer envelope and a cytoplasmic membrane. 1 Relatively little is known about the
organism in comparison with other bacterial pathogens. According to the Center for Disease Control
(CDC), the number of cases of Syphilis infection has markedly increased since 1985. 2 Some key
factors that have contributed to this rise include the crack cocaine epidemic and the high incidence of
prostitution among drug users.3 One study reported a substantial epidemiological correlation
between the acquisition and transmission of the HIV virus and Syphilis. 4
Multiple clinical stages and long periods of latent, asymptomatic infection are characteristic of
Syphilis. Primary Syphilis is defined by the presence of a chancre at the site of inoculation. The
antibodies response to the TP bacterium can be detected within 4 to 7 days after the chancre
appears. The infection remains detectable until the patient receives adequate treatment. 5
The Syphilis Rapid Test Cassette (Whole Blood/Serum/Plasma) utilizes a double antigen
combination of a Syphilis antigen coated particle and Syphilis antigen immobilized on membrane to
detect TP antibodies (IgG and IgM) qualitatively and selectively in whole blood, serum or plasma.

【PRINCIPLE】
The Syphilis Rapid Test Cassette (Whole Blood/Serum/Plasma) is a qualitative membrane based
immunoassay for the detection of TP antibodies (IgG and IgM) in whole blood, serum or plasma. In
this test procedure, recombinant Syphilis antigen is immobilized in the test line region of the test.
After specimen is added to the specimen well of the cassette, it reacts with Syphilis antigen coated
particles in the test. This mixture migrates chromatographically along the length of the test and
interacts with the immobilized Syphilis antigen. The double antigen test format can detect both IgG
and IgM in specimens. If the specimen contains TP antibodies, a colored line will appear in the test
line region, indicating a positive result. If the specimen does not contain TP antibodies, a colored line
will not appear in this region, indicating a negative result. To serve as a procedural control, a colored
line will always appear in the control line region, indicating that proper volume of specimen has been
added and membrane wicking has occurred.

【MATERIALS】
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Lancets
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 The Syphilis Rapid Test Cassette (Whole Blood/Serum/Plasma) can be performed using whole
blood (from venipuncture or fingerstick), serum or plasma.
 To collect Fingerstick Whole Blood specimens:
 Wash the patient’s hand with soap and warm water or clean with an alcohol swab. Allow to dry.
 Massage the hand without touching the puncture site by rubbing down the hand towards the
fingertip of the middle or ring finger.
 Puncture the skin with a sterile lancet. Wipe away the first sign of blood.
 Gently rub the hand from wrist to palm to finger to form a rounded drop of blood over the
puncture site.
 Add the Fingerstick Whole Blood specimen to the test by using a capillary tube:
 Touch the end of the capillary tube to the blood until filled to approximately 80 L. Avoid
air bubbles.
 Place the bulb onto the top end of the capillary tube, then squeeze the bulb to dispense the
whole blood to the specimen area of the test cassette.
 Add the Fingerstick Whole Blood specimen to the test by using hanging drops:
 Position the patient’s finger so that the drop of blood is just above the specimen well of the
test cassette.
 Allow 2 hanging drops of fingerstick whole blood to fall into the center of the specimen well
on the test cassette, or move the patient’s finger so that the hanging drop touches the
center of the specimen well. Avoid touching the finger directly to the specimen well.
 Separate serum or plasma from blood as soon as possible to avoid hemolysis. Use only
clear non-hemolyzed specimens.
 Testing should be performed immediately after the specimens have been collected. Do not leave
the specimens at room temperature for prolonged periods. Serum and plasma specimens may be
stored at 2-8°C for up to 3 days. For long term storage, specimens should be kept below -20°C.
Whole blood collected by venipuncture should be stored at 2-8°C if the test is to be run within 2
days of collection. Do not freeze whole blood specimens. Whole blood collected by fingerstick

1 Drop of Buffer

1 Drop of Buffer

【EXPECTED VALUES】
The Syphilis Rapid Test Cassette (Whole Blood/Serum/Plasma) has been compared with a leading
commercial TPPA Syphilis test, demonstrating an overall accuracy greater than or equal to 99.8%.

【PERFORMANCE CHARACTERISTICS】
Sensitivity and Specificity
The Syphilis Rapid Test Cassette (Whole Blood/Serum/Plasma) has correctly identified specimens of
a performance panel and has been compared to a leading commercial TPPA Syphilis test using
clinical specimens. The results show that the relative sensitivity of the Syphilis Rapid Test Cassette
(Whole Blood/Serum/Plasma) is >99.9% and the relative specificity is 99.7%.
Method
TPPA
Total Result
Results
Positive
Negative
Syphilis Rapid Test Cassette
Positive
200
1
201
(Whole Blood/Serum/Plasma)
Negative
0
319
319
Total Result
200
320
520
Relative Sensitivity: ＞99.9% (95%CI*: 99.4%-100%)
*Confidence Interval
Relative Specificity: 99.7% (95%CI*: 98.3%-100%)
Accuracy: 99.8% (95%CI*: 98.9%-100%)
Precision
Intra-Assay
Within-run precision has been determined by using 10 replicates of four specimens: a negative, a low
positive, a medium positive and a high positive. The negative, low positive, medium positive and high
positive values were correctly identified >99% of the time.
Inter-Assay
Between-run precision has been determined by 10 independent assays on the same four specimens:
a negative, a low positive, a medium positive and a high positive. Three different lots of the Syphilis
Rapid Test Cassette (Whole Blood/Serum/Plasma) have been tested over a 3-day period using
negative, low positive, medium positive and high positive specimens. The specimens were correctly
identified >99% of the time.
Cross-reactivity
The Syphilis Rapid Test Cassette (Whole Blood/Serum/Plasma) has been tested by HAMA, RF,
HBsAg, HBsAb, HBeAg, HBeAb, HBcAb, HCV,HIV, H. Pylori, MONO, CMV, Rubella and TOXO
positive specimens. The results showed no cross-reactivity.
Interfering Substances
The following potentially interfering substances were added to Syphilis negative and positive
specimens.
Acetaminophen: 20 mg/dL
Caffeine: 20 mg/dL
Acetylsalicylic Acid: 20 mg/dL
Gentisic Acid: 20 mg/dL
Ascorbic Acid: 2g/dL
Albumin: 2 g/dL
Creatin: 200 mg/dL
Hemoglobin 1.1 mg/dL
Bilirubin: 1g/dL
Oxalic Acid: 600mg/dL
None of the substances at the concentration tested interfered in the assay.

【BIBLIOGRAPHY】

Syphilis

2 Drops of Fingerstick
Whole Blood

Whole Blood

S

【SPECIMEN COLLECTION AND PREPARATION】
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Store as packaged in the sealed pouch either at room temperature or refrigerated (2 -30°C). The
test is stable through the expiration date printed on the sealed pouch. The test must remain in
the sealed pouch until use. DO NOT FREEZE. Do not use after the expiration date.

Materials provided
 Buffer

Package insert
Materials required but not provided
 Centrifuge

Timer

Heparinized capillary tubes and dispensing bulb

2 Drops of Venipuncture
Whole Blood

1 Drop of Serum/Plasma

【PRECAUTIONS】

【STORAGE AND STABILITY】

Droppers

Allow the test, specimen, buffer and/or controls to reach room temperature (15 -30°C) prior
to testing.
1. Bring the pouch to room temperature before opening it. Remove the test cassette from the sealed
pouch and use it as soon as possible.
2. Place the cassette on a clean and level surface.
For Serum or Plasma specimen: Hold the dropper vertically and transfer 1 drop of serum or
plasma (approximately 40 L) to the specimen well, then add 1 drop of buffer (approximately 40
L),and start the timer, see illustration below.
For Venipuncture Whole Blood specimen: Hold the dropper vertically and transfer 2 drops of
whole blood (approximately 80 L) to the specimen well, then add 1 drop of buffer
(approximately 40 L), and start the timer. See illustration below.
For Fingerstick Whole Blood specimen:
 To use a capillary tube: Fill the capillary tube and transfer approximately 80 L of
fingerstick whole blood specimen to the specimen well of test cassette, then add 1 drop of
buffer (approximately 40 L) and start the timer. See illustration below.
 To use hanging drops: Allow 2 hanging drops of fingerstick whole blood specimen
(approximately 80 L) to fall into the specimen well of test cassette, then add 1 drop of buffer
(approximately 40 L) and start the timer. See illustration below.
3. Wait for the colored line(s) to appear. Read results at 5 minutes. Do not interpret the result after
20 minutes.

The test contains Syphilis antigen coated particles and Syphilis antigen coated on the membrane.
For professional in vitro diagnostic use only. Do not use after expiration date.
Do not eat, drink or smoke in the area where the specimens or kits are handled.
Do not use test if pouch is damaged.
Handle all specimens as if they contain infectious agents. Observe established precautions
against microbiological hazards throughout all procedures and follow the standard procedures for
proper disposal of specimens.
 Wear protective clothing such as laboratory coats, disposable gloves and eye protection when
specimens are assayed.
 The used test should be discarded according to local regulations.
 Humidity and temperature can adversely affect results.



【DIRECTIONS FOR USE】

S

【REAGENTS】

should be tested immediately.
 Bring specimens to room temperature prior to testing. Frozen specimens must be completely
thawed and mixed well prior to testing. Specimens should not be frozen and thawed repeatedly.
 If specimens are to be shipped, they should be packed in compliance with local regulations
covering the transportation of etiologic agents.

1. Claire M. Fraser. Complete genome sequence of Treponema Pallidum, the Syphilis spirochete,
Science 1998; 281 July: 375-381
2. Center for Disease Control. Recommendations for diagnosing and treating Syphilis in HIV-infected
patients, MMWR Morb. Mortal Wkly Rep. 1988; 37: 601
3. Aral R. Marx. Crack, sex and STD, Sexually Transmitted Diseases, 1991; 18:92-101
4. J.N. Wasserheit. Epidemiological Synergy: Interrelationships between human immunodeficiency
virus infection and other sexually transmitted diseases, Sexually Transmitted Diseases 1992;
19:61-77
5. Johnson Phillip C.Testing for Syphilis, Dermatologic Clinic 1994; 12 Jan: 9-17

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
POSITIVE:* Two lines appear. One colored line should be in the control line region (C) and another
apparent colored line should be in the test line region (T).
*NOTE: The intensity of the color in the test line region (T) will vary depending on the concentration
of TP antibodies present in the specimen. Therefore, any shade of color in the test line region (T)
should be considered positive.
NEGATIVE: One colored line appears in the control line region (C). No line appears in the test
line region (T).
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural
techniques are the most likely reasons for control line failure. Review the procedure and repeat the
test with a new test. If the problem persists, discontinue using the test kit immediately and contact
your local distributor.

【QUALITY CONTROL】
A procedural control is included in the test. A colored line appearing in the control line region (C) is
considered an internal procedural control. It confirms sufficient specimen volume, adequate
membrane wicking and correct procedural technique.
Control standards are not supplied with this kit; however, 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.

CITEST DIAGNOSTICS INC.
170-422 Richards Street
Vancouver BC, V6B 2Z4, Canada

【LIMITATIONS】
1. The Syphilis Rapid Test Cassette (Whole Blood/Serum/Plasma) is for in vitro diagnostic use only.
The test should be used for the detection of TP antibodies in whole blood, serum or plasma
specimens only. Neither the quantitative value nor the rate of increase in TP antibodies can be
determined by this qualitative test.
2. The Syphilis Rapid Test Cassette (Whole Blood/Serum/Plasma) will only indicate the presence of
TP antibodies in the specimen and should not be used as the sole criteria for the diagnosis of TP
infection.
3. As with all diagnostic tests, all results must be interpreted together with other clinical information
available to the physician.
4. If the test result is negative and clinical symptoms persist, additional testing using other clinical
methods is recommended. A negative result does not at any time preclude the possibility of TP
infection.
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Malaria P.f. /P.v. Rapid Test Cassette
(Whole Blood) Package Insert
REF IMPV- 402

English

A rapid test for the qualitative detection of circulating antigens of P. falciparum (P.f.) and P.
vivax (P.v.) in whole blood
For professional in vitro diagnostic use only
【INTENDED USE】
The Malaria P.f./P.v. Rapid Test Cassette (Whole Blood) is a rapid chromatographic
immunoassay for the qualitative detection of two kinds of circulating plasmodium falciparum(P.
falciparum (P.f.) and P. vivax (P.v.)) in whole blood.
【SUMMARY】
Malaria is caused by a protozoan which invades human red blood cells. 1 Malaria is one of the
world's most prevalent diseases. According to the WHO, the worldwide prevalence of the
disease is estimated to be 300-500 million cases and over 1 million deaths each year. Most of
these victims are infants, young children. Over half of the world's population lives in malarious
areas. Microscopic analysis of appropriately stained thick and thin blood smears has been
the
standard diagnostic technique for identifying malaria infections for more than a century. 2 The
technique is capable of accurate and reliable diagnosis when performed by skilled
microscopists using defined protocols. The skill of the microscopist and use of proven and
defined procedures, frequently present the greatest obstacles to fully achieving the potential
accuracy of microscopic diagnosis. Although there is a logistical burden associated with
performing a time-intensive, labor-intensive, and equipment-intensive procedure such as
diagnostic microscopy, it is the training required to establish and sustain competent
performance of microscopy that poses the greatest difficulty in employing this diagnostic
technology.
The Malaria P.f./P.v. Rapid Test Cassette(Whole Blood) is a rapid test to qualitatively detect
the presence of P. falciparum - specific HRP-II and P. vivax (P.v.). The test utilizes colloid
gold conjugate to selectively detect P.f-specific and P. vivax (P.v.)-specific antigensin whole
blood.
【PRINCIPLE】
The Malaria P.f. /P.v. Rapid Test Cassette(Whole Blood) is a qualitative, membrane based
immunoassay for the detection of P.f. andP.v. antigens in whole blood. The membrane is
pre-coated with anti-HRP-II antibodies and anti-pLDH antibodies. During testing, the whole
blood specimen reacts with the dye conjugate, which has been pre-coated on the test
cassette. The mixture then migrates upward on the membrane by capillary action, reacts with
anti-Histidine-Rich Protein II (HRP-II) antibodies on the membrane on P.f. Test Line region
and with anti-pLDH antibodies on the membrane on P.v. Line region. If the specimen contains
HRP-II or Plasmodium-specific P. vivaxLDH or both, a colored line will appear in P.f. line
region or P.v. line region or two colored lines will appear in P.f. line region and P.v. line region.
The absence of the colored lines in P.f. line region or P.v. line region indicates that the
specimen does not contain HRP-II and/or Plasmodium-specific P. vivaxLDH. To serve as a
procedure control, a colored line will always appear in the control line region indicating that
proper volume of specimen has been added and membrane wicking has occurred.
【REAGENTS】
The test cassette contains anti-HRP-II of Plasmodium falciparum antibodies conjugated gold
and anti-Plasmodium falciparum P.vivaxLDH antibodies conjugated gold and anti-HRP-II
antibodies and anti-pLDH antibodies coated on the membrane
【PRECAUTIONS】
• For professional in vitro diagnostic use only. Do not use after expiration date.
• For whole blood specimen use only. Do not use other specimens.
• Do not eat, drink or smoke in the area where the specimens or kits are handled.
• Handle all specimens as if they contain infectious agents. Observe established precautions
against microbiological hazards throughout all procedures and follow the standard
procedures for proper disposal of specimens.
• Wear protective clothing such as laboratory coats, disposable gloves and eye protection
when specimens are assayed.
• The used test should be discarded according to local regulations.
• Humidity and temperature can adversely affect results.
• Do not exchange or mix buffer and test cassettes from kits of different lot numbers.
• Caution must be taken at the time of specimen collection. Inadequate volume of specimen
may lead to lower sensitivity.
• Be sure to add sufficient buffer to the cassette’s sample well. Invalid result may occur if
inadequate buffer is added.
【STORAGE AND STABILITY】
The kit can be stored at room temperature or refrigerated (2-30°C). The test cassette is stable
through the expiration date printed on the sealed pouch. The test cassette must remain in the
sealed pouch until use. DO NOT FREEZE. Do not use beyond the expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
• The Malaria P.f./P.v. Rapid Test Cassette (Whole Blood) can be performed using whole
blood.
• Both Fingerstick Whole Blood and Venipuncture Whole Blood can be used.
• To collect Fingerstick Whole Blood specimens:
• Wash the patient’s hand with soap and warm water or clean with an alcohol swab. Allow
to dry.
• Massage the hand without touching the puncture site by rubbing down the hand
towards the fingertip of the middle or ring finger
• Puncture the skin with a sterile lancet. Wipe away the first sign of blood.
• Gently rub the hand from wrist to palm to finger to form a rounded drop of blood over the
puncture site.
• Testing should be performed immediately after specimen collection. Do not leave the
specimens at room temperature for prolonged periods. Whole blood collected by
venipuncture should be stored at 2-8°C if the test is to be run within 2 days of collection.
For long term storage, specimens should be kept below -20°C. Whole blood collected by
fingerstick should be tested immediately.
• Bring specimens to room temperature prior to testing. Frozen specimens must be
completely thawed and mixed well prior to testing. Specimens should not be frozen and

thawed repeatedly for more than three times
• If specimens are to be shipped, they should be packed in compliance with federal
regulations covering the transportation of etiologic agents.
【MATERIALS】
• Test Cassettes
• Buffer

Materials Provided
• Disposable specimen droppers
• Package insert

Materials Required But Not Provided
• Specimen collection containers
• Pipette and disposable tips (optional)
• Timer
• Lancets (for fingerstick whole blood only)
【DIRECTIONS FOR USE】
Allow the test, specimen, buffer and/or controls to reach room temperature (15-30°C)
prior to testing.
1. Bring the pouch to room temperature before opening it. Remove the test cassette from the
sealed pouch and use it as soon as possible.
2. Place the cassette on a clean and level surface.
For Whole Blood specimen:

Use a pipette: To transfer 5L of whole blood to the specimen well, then add 3 drops
of buffer (approximately 180L).

Use a disposal specimen dropper: Hold the dropper vertically, draw the specimen up
to the Fill Line as shown in illustration below (approximately 5L). Transfer the specimen to
the specimen well, then add 3 drops of buffer (approximately 180L), and start the timer.
3. Wait for the colored line(s) to appear. Read results at 10 minutes. Do not interpret the
result after 20 minutes.

sole criterion for the diagnosis of malaria infection.
3. As with all diagnostic tests, all results must be interpreted together with other clinical
information available to the physician.
4. If the test result is negative and clinical symptoms persist, additional testing using other
clinical methods is recommended. A negative result does not at any time preclude the
possibility of malaria infection.
【EXPECTED VALUES】
The Malaria P.f./P.vRapid Test Cassette (Whole Blood) has been compared with traditional
thick and thin blood films microscopic analysis. The correlation between the two systems is
over 99.0%.
【PERFORMANCE CHARACTERISTICS】
Sensitivity
The Malaria P.f./P.v. Rapid Test Cassette (Whole Blood) has been tested with microscopy on
clinical samples. The results show that the sensitivity of the Malaria P.f/ P.v. Rapid Test
Cassette(Whole Blood) is >99.9% when compared to results obtained with microscopy.
Specificity
The Malaria P.f./P.v. Rapid Test Cassette (Whole Blood) uses antibodies that are highly
specific to Malaria P.f.-specific and P. vivax LDH antigens in whole blood. The results show
that the specificity of the Malaria P.f./P.v. Rapid Test Cassette (Whole Blood) is >99.9%,
when compared to results obtained with microscopy.
Method
Malaria
P.f./P.v.
Rapid Test Cassette

Microscopy
Positive
Negative
P. v.
P. f.

Results
Positive
Negative

Total Results

Total
Results

54*
1

85**
0

0
500

139
501

55

85

500

640

Comment：Blood Samples infected by Plasmodium falciparum (n = 85),
Plasmodium vivax (n = 54)
were included, as well as 500 malaria negative samples to be confirmed with microscopy.
Note: * There was one P. vivax sample to show a P.v. line and a P.f. line.
** There were two P. falciparum samples that they both showed a P.v. line and a P.f. line.
Relative Sensitivity for P.f.-specific antigens: 85/85>99.9 %( 95%CI***: 96.5%~100.0%)
Relative Sensitivity for P.v. antigens: 54/55=98.2% (95%CI***: 90.3%~100.0%)
Relative Specificity: 500/500>99.9% (95%CI***: 99.4%-100.0%)
Accuracy: (54+85+500)/(54+85+1+500)=99.8% (95%CI***: 99.1%-100.0%)
*** Confidence Intervals
Minimum Detection Level
Type
P. falciparum
P. vivax

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
POSITIVE:* Two or Three distinct colored lines appear.
P. falciparum or mixed malaria infection：one line appears in the control region, one line
appears in P.v. line region and one line appears in P.f. line region.
P. falciparum infection: one line appears in the control region, and one line appears in
P.f .line region.
Non-falciparum Plasmodium species infection：one line appears in the control region and
one line appears in P.v. line region.
*NOTE: The color intensity of P.f. or P.v. test lines may vary depending on the concentration
of antigens, viz., HRP-II or P. vivaxLDH present in the specimen.
NEGATIVE: Only one colored line appears in the control region.
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural
techniques are the most likely reasons for control line failure. Review the procedure and
repeat the test with a new test device. If the problem persists, discontinue using the test kit
immediately and contact your local distributor.
【QUALITY CONTROL】
Internal procedural controls are included in the test. A colored line appearing in the control
region (C) is an internal procedural control. It confirms sufficient specimen volume and correct
procedural technique.
Control standards are not supplied with this kit; however, 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.
【LIMITATIONS】
1. The Malaria P.f./P.v. Rapid Test Cassette (Whole Blood) is for in vitro diagnostic use only.
This test should be used for the detection of P.f. andP.vantigens in whole blood specimens
only. Neither the quantitative value nor the rate of increase in P.f. and P.v., concentration
can be determined by this qualitative test.
2. The Malaria P.f./P.v. Rapid Test Cassette (Whole Blood) will only indicate the presence of
antigens of Plasmodium sp. (P.f. andP.v.) in the specimen and should not be used as the

Parasites/L
200
1500

Precisionntra-Assay
Within-run precision has been determined by using 15 replicates of four specimens: a
negative, a P.f. positive, a P.v. positive and an P.f./P.v. dual positive. The specimens were
correctly identified >99% of the time.
Inter-Assay
Between-run precision has been determined by 15 independent assays on the same four
specimens: negative, a P.f. positive, a P.v. positive and an P.f./P.v. dual positive. Three
different lots of the Malaria P.f./P.v. Rapid Test Cassette (Whole Blood) have been tested
using these specimens. The specimens were correctly identified >99% of the time.
Cross-reactivity
The Malaria P.f./P.v. Rapid Test Cassette (Whole Blood) has been tested by HAMA, RF,
HBsAg, HBsAb, HBeAg, HBeAb, HBcAb, Syphilis, HIV, HCV, H. Pylori, MONO, CMV,
Rubella and TOXO positive specimens. The results showed no cross-reactivity.
Interfering Substances
The following potentially interfering substances were added to Malaria negative and positive
specimens.
Acetaminophen: 20 mg/dL
Caffeine: 20 mg/dL
Acetylsalicylic Acid: 20 mg/dL
Gentisic Acid: 20 mg/dL
Ascorbic Acid: 2g/dL
Albumin: 2 g/dL
Creatin: 200 mg/dL
Bilirubin: 1g/dL
Oxalic Acid: 60mg/dL
None of the substances at the concentration tested interfered in the assay.
【BIBLIOGRAPHY】
1. Bill MaConell, Malaria Laboratory Diagnosis. January 2001.
2. Cooke AH, Chiodini PL, Doherty T, et al, Comparison of a parasite lactate dehydrogenasebase immunochromato graphic antigen detection assay with microscopy for the detection
of malaria parasite in human blood samples. Am J Trop Med Hyp,1999, Feb: 60(2):173-2.
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Mycoplasma pneumoniae IgG/IgM Combo
Rapid Test Cassette
(Whole Blood/Serum/Plasma)
Package Insert
REF IMP-425
English
A rapid test for the qualitative detection of IgG and IgM antibodies to Mycoplasma
pneumoniae (M. pneumonia) in whole blood, serum or plasma.
For professional in vitro diagnostic use only.
【INTENTED USE】
The Mycoplasma pneumoniae IgG/IgM Combo Rapid Test Cassette (Whole
Blood/Serum/Plasma) is a rapid chromatographic immunoassay for the qualitative detection of
IgG and IgM antibodies to Mycoplasma pneumoniae in whole blood, serum, or plasma to aid
in the diagnosis of Mycoplasma pneumoniae infection.
【SUMMARY】
Mycoplasma pneumoniae is the causative agent of respiratory tract nfectious diseases and
complication of other systems. There will be a symptom with headache, fever, dry cough, and
muscle pain. People of all age groups can be infected while youth, middle-aged and children
under 4 years old have a higher infection rate. 30% of the infected population may have a
whole lung infection.
In normal infection, MP-IgG can be detected as early as 1 week after infected, continue to
rise very rapidly, peaking in about 2-4 weeks, decreasing gradually in 6 weeks, disappear in
2-3 months. Detection of MP-IgM/IgG antibody can diagnose MP infection in early stage.
【PRINCIPLE】
The Mycoplasma pneumoniae IgG/IgM Combo Rapid Test Cassette (Whole
Blood/Serum/Plasma) is a qualitative membrane based immunoassay for the detection of
Mycoplasma pneumoniae IgG and IgM antibodies in whole blood, serum, or plasma. In this
test procedure, anti-human IgG or IgM is immobilized in the test line region of the test. After
specimen is added to the specimen well of the device, it reacts with Mycoplasma pneumoniae
antigen coated particles in the test. This mixture migrates chromatographically along the
length of the test and interacts with the immobilized anti-human IgG or IgM. If the specimen
contains Mycoplasma pneumoniae IgG and/or IgM antibodies, a colored line will appear in the
test line region indicating a positive result. If the specimen does not contain Mycoplasma
pneumoniae antibodies, a colored line will not appear in this region indicating a negative result.
To serve as a procedural control, a colored line will always appear in the control line region,
indicating that proper volume of specimen has been added and membrane wicking has
occurred.
【REAGENTS】
The test contains Mycoplasma pneumoniae antigen coated particles and anti-human IgG and
IgM coated on the membrane.
【PRECAUTIONS】
 For professional in vitro diagnostic use only. Do not use after the expiration date.
 Do not eat, drink or smoke in the area where the specimens or kits are handled.
 Do not use test if pouch is damaged
 Handle all specimens as if they contain infectious agents. Observe established
precautions against microbiological hazards throughout testing and follow the standard
procedures for proper disposal of specimens.
 Wear protective clothing such as laboratory coats, disposable gloves and eye protection
when specimens are being tested.
 The used test should be discarded according to local regulations.
 Humidity and temperature can adversely affect results.
【STORAGE AND STABILITY】
Store as packaged in the sealed pouch at room temperature or refrigerated (2-30°C). The test
is stable through the expiration date printed on the sealed pouch. The test must remain in the
sealed pouch until use. DO NOT FREEZE. Do not use beyond the expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
 The Mycoplasma pneumoniae Rapid Test Cassette can be performed using whole blood
(from venipuncture or fingerstick) serum or plasma.
• Both Fingerstick Whole Blood and Venipuncture Whole Blood can be used.
• To collect Fingerstick Whole Blood specimens:
• Wash the patient’s hand with soap and warm water or clean with an alcohol swab. Allow
to dry.
• Massage the hand without touching the puncture site by rubbing down the hand towards
the fingertip of the middle or ring finger
• Puncture the skin with a sterile lancet. Wipe away the first sign of blood.
• Gently rub the hand from wrist to palm to finger to form a rounded drop of blood over the
puncture site.
• Testing should be performed immediately after specimen collection. Do not leave the
specimens at room temperature for prolonged periods. Whole blood collected by
venipuncture should be stored at 2-8°C if the test is to be run within 2 days of collection.
For long term storage, specimens should be kept below -20°C. Whole blood collected by
fingerstick should be tested immediately.
• Bring specimens to room temperature prior to testing. Frozen specimens must be
completely thawed and mixed well prior to testing. Specimens should not be frozen and
thawed repeatedly for more than three times.
 If specimens are to be shipped, they should be packed in compliance with federal
regulations covering the transportation of etiologic agents.

【MATERIALS】
Materials provided
• Test cassettes
• Droppers
• Buffer
• Package insert
Materials required but not provided
• Specimen collection containers
• Centrifuge
• Lancets (for fingerstick whole blood only)
• Timer
• Heparinized capillary tubes and dispensing bulb (for fingerstick whole blood only)
【DIRECTIONS FOR USE】
Allow the test, specimen, buffer and/or controls to reach room temperature (15-30°C)
prior to testing.
1. Bring the pouch to room temperature before opening it. Remove the test cassette from the
sealed pouch and use it as soon as possible. Best results will be obtained if the assay is
performed within one hour.
2. Place the cassette on a clean and level surface. Hold the dropper vertically, draw the
specimen (whole blood/serum/plasma) up to the Fill Line as shown in illustration below
(approximately 10μl). Transfer the specimen to the sample well (S) each, then hold the
buffer bottle vertically and add 2 drops of buffer (approximately 80μl) to the sample well (S)
each, and start the timer. See the illustration below.
3. Wait for the colored line(s) to appear. The result should be read at 10 minutes. Do not
interpret results after 20 minutes.

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
POSITIVE:* Two distinct colored lines appear. One colored line should be in the control
region (C) and another colored line should be in the test region (T).
*NOTE: The intensity of the color in the test line region (T) will vary depending on the
concentration of Mycoplasma Penumonia antibody present in the specimen. Therefore, any
shade of color in the test region (T) should be considered positive.
NEGATIVE: One colored line appears in the control region (C). No apparent colored line
appears in the test region (T).
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural
techniques are the most likely reasons for control line failure. Review the procedure and
repeat the test with a new test cassette. If the problem persists, discontinue using the test kit
immediately and contact your local distributor.
【QUALITY CONTROL】
A procedural control is included in the test. A colored line appearing in the control region (C) is
the internal procedural control. It confirms sufficient specimen volume and correct procedural
technique. Control standards are not supplied with this kit; however, 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.
【LIMITATIONS】
1. This reagent is designed for the qualitative screening test. Concentration of MP-IgG and/or
MP-IgM cannot be determined by this qualitative test.
2. Negative result may occur when detecting short-term infected specimens or window period
specimens, indicate that the specific antibodies of MP does not exist or the concentration is
below detection limit.
3. The results of the reagent are only for clinical reference, which is not the only basis for
clinical diagnosis and treatment. A confirmed diagnosis and treatment should only be made
by a physician after all clinical and laboratory findings have been evaluated.
4. Positive results of the patients who used to receive blood transfusions or other blood
products therapy, should be analyzed cautiously.
5. Abnormal results may occur according to operator error or drug use. If AIDS is still
suspected, a specimen should be collected later and tested again.
【EXPECTED VALUES】
The Mycoplasma pneumoniae IgG/IgM Combo Rapid Test Cassette (Whole
Blood/Serum/Plasma) has been compared with other commercially M.pneumonia rapid test,
the overall accuracy could reach to 93.7%.

【PERFORMANCE CHARACTERISTICS】
Clinical Sensitivity, Specificity and Accuracy
The Mycoplasma pneumoniae IgG/IgM Combo Rapid Test Cassette (Whole
Blood/Serum/Plasma) was compared with commercial M.pneumonia rapid test cassette; the
results show that Mycoplasma pneumoniae IgG/IgM Rapid Test Cassette (Whole
Blood/Serum/Plasma) has a high sensitivity and specificity.
For IgG
Method
Other Rapid Test
Total
Results
Results
Positive
Negative
Mycoplasma
pneumoniae Rapid
Positive
110
22
132
Test Cassette
Negative
9
351
360
Total Results
119
373
492
Relative Sensitivity: 92.4% (95%CI*: 86.1%-96.5%)
*Confidence Interval
Relatively Specificity: 94.1% (95%CI*: 91.2%-96.3%)
Accuracy: 93.7% (95%CI*: 91.2%-95.7%)
For IgM
Method
Other Rapid Test
Total
Results
Results
Positive
Negative
Mycoplasma
pneumoniae Rapid
Positive
115
15
130
Test Cassette
Negative
6
359
365
Total Results
121
374
495
Relative Sensitivity: 95.0% (95%CI*: 89.5%-98.2%)
*Confidence Interval
Relatively Specificity: 96.0% (95%CI*: 93.5%-97.7%)
Accuracy: 95.8% (95%CI*: 93.6%-97.4%)
Precision
Intra-Assay
Within-run precision has been determined by using 10 replicates of five specimens: a negative,
a IgG low positive, a IgM low positive, a IgG medium positive and a IgM medium positive. The
negative, low positive and medium positive values were correctly identified >99% of the time.
Inter-Assay
Between-run precision has been determined by 10 independent assays on the same four
specimens: a negative, a low positive, a medium positive and a high positive. Three different
lots of the Mycoplasma pneumoniae IgG/IgM Combo Rapid Test Cassette (Whole
Blood/Serum/Plasma) have been tested using negative, low positive and medium positive
specimens. The specimens were correctly identified >99% of the time
Cross-reactivity
Sera containing known amounts of antibodies to Mycoplasma pneumoniae have been tested
with Hepatitis A, B, C, E, HIV and Syphilis. No cross-reactivity was observed, indicating that
the Mycoplasma pneumoniae Antibody Rapid Test Cassette (Whole Blood/Serum/Plasma)
has a high degree of specificity for antibodies to Mycoplasma pneumoniae.
Interfering Substances
The Mycoplasma pneumoniae IgG/IgM Combo Rapid Test Cassette (Whole
Blood/Serum/Plasma) has been tested for possible interference from visibly hemolyzed and
lipemic specimens, as well as serum specimens containing high bilirubin levels. In addition, no
interference was observed in specimens containing up to 1,000 mg/dL hemoglobin; up to
1,000 mg/dL bilirubin; and up to 2,000 mg/dL human serum albumin.
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S. pneumoniae Antigen Rapid Test Cassette
(Urine)
Package Insert

Materials Provided
 Test Cassettes
 Droppers
 Package Insert
Materials Required But Not Provided
 Specimen collection containers
 Timer
【DIRECTIONS FOR USE】
Allow the test, specimen and/or controls to reach room temperature (15-30°C)
prior to testing.
1. Remove the test cassette from the foil pouch and use it within one hour. Best results
will be obtained if the test is performed immediately after opening the foil pouch.
2. Place the cassette on a clean and level surface.
3. Absorb the urine specimen with a dropper, add 3 full drops (approx.120ul) specimen
into the sample well of test cassette vertically.
4. Wait for the colored line(s) to appear. Read results at 15 minutes. Do not interpret
the result after 20 minutes.
3 Drops of Urine
15 min
T

C

S

English
REF ISP-102
A rapid test for the qualitative detection of S. pneumoniae Antigens in human urine
specimen.
For professional in vitro diagnostic use only.
【INTENDED USE】
The S. pneumoniae Antigen Rapid Test Cassette (urine) is a rapid chromatographic
immunoassay for the qualitative detection of Streptococcus pneumoniae antigens in
human urine specimen.
【SUMMARY】
Streptococcus pneumoniae, or pneumococcus, is a Gram-positive, alpha-hemolytic
(under aerobic conditions) or beta-hemolytic (under anaerobic conditions), facultative
anaerobic member of the genus Streptococcus,1 As a significant human pathogenic
bacterium S. pneumoniae was recognized as a major cause of pneumonia in the late
19th century, and is the subject of many humoral immunity studies. S.
pneumoniae resides asymptomatically in healthy carriers typically colonizing the
respiratory tract, sinuses, and nasal cavity. However, in susceptible individuals
with weaker immune systems, such as the elderly and young children, the bacterium
may become pathogenic and spread to other locations to cause disease. It spreads by
direct person-to-person contact via respiratory droplets and by autoinoculation in
persons carrying the bacteria in their upper respiratory tract.2 It can be a cause
of neonatal infections.3 S. pneumoniae is the main cause of community acquired
pneumonia and meningitis in children and the elderly,4 and of septicemia in those
infected with HIV. The organism also causes many types of pneumococcal
infections other than pneumonia. These invasive pneumococcal diseases include
bronchitis, rhinitis, otitis media, conjunctivitis, meningitis, sepsis, osteomyelitis, septic
arthritis, endocarditis, peritonitis, pericarditis, cellulitis, and brain abscess.5
【PRINCIPLE】
The S. pneumoniae Antigen Rapid Test Cassette (Urine) is a qualitative, membrane
based immunoassay for the detection of Streptococcus pneumoniae in urine specimen.
During testing, Sreptococcus pneumoiae (S. pneumoniae) antigens, if present in the
specimen react with S. pneumoniae antibody-conjugate in the reagent area. The
conjugate-antigens complex thus formed will will bind with Anti-S. pneumoniae
antibodies coated on the membrane in case of a positive result. This would result in a
dark red colored line in T line region in case of a positive result. In case of negative
result, no conjugates would bind at Anti-S. pneumoniae coated in T line region and no
line would form in T line region of the test membrane. The intensity of the lines will vary
depending upon the amount of antigen present in the sample. A line in Control region
should appear in all correctly performed cases. Absence of C line indicates an invalid
test result.
【REAGENTS】
The S. pneumoniae Antigen Rapid Test Cassette (Urine) contains anti-S. pneumoniae
antibody conjugated gold particles and anti-S. pneumoniae antibody coated on the
membrane.
【PRECAUTIONS】
1. For professional in vitro diagnostic use only. Do not use after the expiration date.
2. Do not eat, drink or smoke in the area where the specimens or kits are handled.
3. Handle all specimens as if they contain infectious agents. Observe established
precautions against microbiological hazards throughout all procedures and follow the
standard procedures for proper disposal of specimens.
4. Wear protective clothing such as laboratory coats, disposable gloves and eye
protection when specimens are assayed.
5. The used test should be discarded according to local regulations.
6. Humidity and temperature can adversely affect results.
7. Caution must be taken at the time of specimen collection. Inadequate volume of
specimen may lead to lower sensitivity.
【STORAGE AND STABILITY】
The kit can be stored at room temperature or refrigerated (2-30°C). The test cassette is
stable through the expiration date printed on the sealed pouch. The test cassette must
remain in the sealed pouch until use. DO NOT FREEZE. Do not use beyond the expiration
date.
【SPECIMEN COLLECTION AND PREPARATION】
The S. pneumoniae Antigen Rapid Test Cassette (Urine) can be performed using urine.
Urine specimens should be collected in standard containers. The sample can be stored
at room temperature (15-30°C) if assayed within 24 hours of collection. Alternatively,
specimens may be stored at 2-8°C for up to 14 days or at -10°C to -20°C for longer
periods before testing. When necessary, urine specimens should be shipped in
leak-proof containers at 2-8°C or frozen. Allow all specimens to equilibrate to room
temperature before testing.

【MATERIALS】

C
T

Positive

Negative

Invalid

S

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
POSITIVE: * Two lines appear. One colored line should be in the control line
region (C) and the other colored line should be in the test line region (T). A positive
result indicates that S. pneumoniae antigens are present in the specimen.
*NOTE: The intensity of the color in the test line region (T) will vary depending on the
concentration of S. pneumoniae antigens present in the specimen. Therefore, any
shade of color in the test line region (T) should be considered positive.
NEGATIVE: One colored line appears in the control line region (C). No line
appears in the test line region (T). A negative result indicates that S. pneumoniae
antigen is not present in the specimen, or is present below the detectable level of the
test.
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect
procedural techniques are the most likely reasons for control line failure. Review the
procedure and repeat the test with a new test. If the problem persists, discontinue using
the test kit immediately and contact your local distributor.
【QUALITY CONTROL】
Internal procedural controls are included in the test. A colored line appearing in the
control region (C) is an internal procedural control. It confirms sufficient specimen
volume and correct procedural technique.
Control standards are not supplied with this kit; however, 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.
【LIMITATIONS】
1. The S. pneumoniae Antigen Rapid Test is for in vitro diagnostic use only. The test
should be used for the detection of S. pneumoniae antigens in urine specimens only.
Neither the quantitative value nor the rate of increase in S. pneumoniae antigen
concentration can be determined by this qualitative test.
2. This test will only indicate the presence of S. pneumoniae antigens in the specimen
from both viable and non-viable S. pneumoniae bacteria.
3. A negative result should be confirmed by culture. A negative result may be obtained,
if the concentration of the S. pneumoniae antigens present in the urine is not
adequate or is below the detectable level of the test.
4. As with all diagnostic tests, all results must be interpreted together with other clinical
information available to the physician.
【EXPECTED VALUES】
The S. pneumoniae Antigen Rapid Test Cassette (urine) has been compared with other
rapid test, demonstrating an overall accuracy of 98.1%.
【PERFORMANCE CHARACTERISTICS】
Clinical Sensitivity, Specificity and Accuracy
The performance of the S. pneumoniae Antigen Rapid Test Cassette (Urine) has been
evaluated with 103 clinical specimens collected from the patient symptomatic and
asymptomatic in comparison with other rapid test method. The results show that the
relative sensitivity of the S. pneumoniae Antigen Rapid Test Cassette (Urine) is 90.0%
and the relative specificity is 98.9%.

S. pneumoniae Antigen Rapid Test Cassette vs. Other Rapid Test
Method
Other Rapid Test
Total Results
Positive
Negative
S. pneumoniae Antigen Results
Rapid Test Cassette
Positive
9
1
10
(Urine)
1
Negative
92
93
Total Results
10
93
103
Relative Sensitivity: 90.0% (95%CI*: 55.5%~99.7%);
Relative Specificity: 98.9% (95%CI*: 94.2%~>99.9%);
Overall Accuracy: 98.1% (95%CI*: 93.2%~99.8%).
*Confidence Intervals
Analytical Sensitivity (Detection Limit)
S. pneumoniae Antigen Rapid Test Cassette (Urine) can detect S. pneumoniae antigen
as low as 0.25ng/ml CWPS (Cell Wall Polysaccharides).
Cross-reactivity
Cross-reactivity to urines spiked with the following 1.0 x 107 pathogens was tested and
found to be negative.
Legionella pneumophila
Chlamydia
Neisseria gonococcus
Candida albicans
Helicobacter pylori
Clostridium difficile
Precision
Intra-Assay
Within-run precision has been determined by using 3 replicates of these specimens:
negative, 0.25ng/ml, 1ng/ml and 5ng/ml positive specimens. The specimens were
correctly identified >99% of the time.
Inter-Assay
Between-run precision has been determined by 3 independent assays on the same
specimens: negative, 0.25ng/ml, 1ng/ml and 5ng/ml positive specimens. Three different
lots of the S. pneumoniae Rapid Test Cassette (Urine) have been tested using these
specimens. The specimens were correctly identified >99% of the time.
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English
A rapid test for the qualitative detection of Influenza A and Influenza B virus in nasopharyngeal
swab, throat swab or nasal aspirate specimens.
For professional in vitro diagnostic use only.

【INTENDED USE】
The Influenza A+B Rapid Test Cassette (Swab/Nasal Aspirate) is a rapid chromatographic
immunoassay for the qualitative detection of influenza A and B antigens in nasopharyngeal
swab, throat swab or nasal aspirate specimens. It is intended to aid in the rapid differential
diagnosis of influenza A and B viral infections.

【SUMMARY】
Influenza (commonly known as ‘flu’) is a highly contagious, acute viral infection of the
respiratory tract. It is a communicable disease easily transmitted through the coughing and
sneezing of aerosolized droplets containing live virus. 1 Influenza outbreaks occur each year
during the fall and winter months. Type A viruses are typically more prevalent than type B
viruses and are associated with most serious influenza epidemics, while type B infections are
usually milder.
The gold standard of laboratory diagnosis is 14-day cell culture with one of a variety of cell
2
lines that can support the growth of influenza virus. Cell culture has limited clinical utility, as
results are obtained too late in the clinical course for effective patient intervention. Reverse
Transcriptase Polymerase Chain Reaction (RT-PCR) is a newer method that is generally more
sensitive than culture with improved detection rates over culture of 2-23%.3 However, RT-PCR
is expensive, complex and must be performed in specialized laboratories.
The Influenza A+B Rapid Test cassette (Swab/Nasal Aspirate) qualitatively detects the
presence of Influenza A and/or Influenza B antigen in nasopharyngeal swab or throat swab or
nasal aspirate specimens, providing results within 15 minutes. The test uses antibodies
specific for Influenza A and Influenza B to selectively detect Influenza A and Influenza B
antigen in nasopharyngeal swab, throat swab or nasal aspirate specimens.

• Timer

Materials required but not provided
• Aspiration Device

【DIRECTIONS FOR USE】
Allow the test, specimen, extraction buffer to equilibrate to room temperature (15-30°C)
prior to testing.
1. Remove the test cassette from the sealed foil pouch and use it as soon as possible. Best
results will be obtained if the assay is performed immediately after opening the foil pouch.
2. Place the Extraction Tube in the workstation. Hold the extraction reagent bottle upside down
vertically. Squeeze the bottle and let the solution drop into the extraction tube freely without
touching the edge of the tube. Add 10 drops of extraction reagent (Approx. 400ul) to the
Extraction Tube. See illustration 1.
3. Place the swab specimen in the Extraction Tube. Rotate the swab for approximately 10
seconds while pressing the head against the inside of the tube to release the antigen in the
swab. See illustration 2.
4. Remove the swab while squeezing the swab head against the inside of the Extraction Tube
as you remove it to expel as much liquid as possible from the swab. Discard the swab in
accordance with your biohazard waste disposal protocol. See illustration 3.
5. Fit the dropper tip on top of the extraction tube. Place the test cassette on a clean and level
surface. See illustration 4
6. Add three drops of the solution (approx.120ul) to the sample well and then start the timer.
7. Wait for the colored line(s) to appear. Read the result at 15 minutes. Do not interpret the
result after 20 minutes.

【PERFORMANCE CHARACTERISTICS】

【REAGENTS】

Please read all the information in this package insert before performing the test.
1. For professional in vitro diagnostic use only. Do not use after the expiration date.
2. The test should remain in the sealed pouch until ready to use.
3. All specimens should be considered potentially hazardous and handled in the same manner
as an infectious agent.
4. The used test should be discarded according to local regulations.

【STORAGE AND STABILITY】
Store as packaged at room temperature or refrigerated (2-30°C). The test is stable through the
expiration date printed on the sealed pouch. The test must remain in the sealed pouch until
use. DO NOT FREEZE. Do not use beyond the expiration date.

【SPECIMEN COLLECTION AND PREPARATION】
• Nasopharyngeal swab sample
Insert a sterilized swab into a nasal cavity securely from a nostril and collect mucoepidermis
wiping turbinate several times.
• Throat swab sample
Insert a sterilized swab into pharynx and collect mucoepidermis mainly wiping flare region of
post-pharyngeal wall and palatine tonsil several times, and be careful not to make saliva
attach to the swab.
• Nasal aspirate
Connect an aspiration catheter to an aspiration trap that is attached to an aspiration device,
insert the catheter to nasal cavity from a nostril, start the aspiration device and then collect
nasal aspirate sample. Dip a sterilized swab into the collected nasal aspirate sample and
make the specimen cling to the swab.

【MATERIALS】
• Test Cassettes
• Sterile Swabs
• Extraction Tube Tips

Materials provided
• Extraction Reagent
• Package Insert

• Extraction Tubes
• Workstation

1. The Influenza A+B Rapid Test Cassette (Swab/Nasal Aspirate) is for professional in vitro
diagnostic use only. The test should be used for the detection of Influenza A and/or B virus in
nasopharyngeal swab, throat swab or nasal aspirate specimens. Neither the quantitative value
nor the rate of increase in Influenza A and/or B virus concentration can be determined by this
qualitative test.
2. The Influenza A+B Rapid Test Cassette (Swab/Nasal Aspirate) will only indicate the
presence of Influenza A and/or B virus in the specimen from both viable and non-viable
Influenza A and B strains.
3. As with all diagnostic tests, all results must be interpreted together with other clinical
information available to the physician.
4. A negative result obtained from this kit should be confirmed by culture. A negative result
may be obtained if the concentration of the Influenza A and/or B virus present in the
nasopharyngeal swab is not adequate or is below the detectable level of the test.
5. Excess blood or mucus on the swab specimen may interfere with test performance and may
yield a false positive result.
6. The accuracy of the test depends on the quality of the swab sample. False negatives may
result from improper sample collection or storage.
7. The use of over-the-counter and prescription nasal sprays at high concentrations can
interfere with results, leading to either invalid or incorrect test results.
8. A positive result for influenza A and/or B does not preclude an underlying co-infection with
another pathogen, therefore the possibility of an underlying bacterial infection should be
considered.
The Influenza A+B Rapid Test Cassette (Swab/Nasal Aspirate) has been compared with a
leading commercial RT-PCR test. The correlation between these two systems is over 97%.

The Influenza A+B Rapid Test Cassette (Swab/Nasal Aspirate) is a qualitative, lateral flow
immunoassay for the detection of Influenza A and Influenza B nucleoproteins in
nasopharyngeal swab, throat swab or nasal aspirate specimens. In this test, antibodies
specific to the Influenza A and Influenza B nucleoproteins is separately coated on the test line
regions of the test cassette. During testing, the extracted specimen reacts with the antibodies
to Influenza A and/or Influenza B that are coated onto particles. The mixture migrates up the
membrane to react with the antibodies to Influenza A and/or Influenza B on the membrane and
generate one or two colored lines in the test regions. The presence of this colored line in either
or both of the test regions indicates a positive result. To serve as a procedural control, a
colored line will always appear in the control region if the test has performed properly.

【PRECAUTIONS】

【LIMITATIONS】

【EXPECTED VALUES】

【PRINCIPLE】

The test cassette contains anti-Influenza A and B particles and anti- Influenza A and B coated
on the membrane.

External Quality Control
Controls are not included in this kit. However, in compliance with Good Laboratory Practice
(GLP) positive/negative controls are recommended.

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
POSITIVE Influenza A:* Two distinct colored lines appear. One colored line should be in
the control region (C) and another colored line should be in the Influenza A region (A). A
positive result in the Influenza A region indicates that Influenza A antigen was detected in the
sample.
POSITIVE Influenza B:* Two distinct colored lines appear. One colored line should be in
the control region (C) and another colored line should be in the Influenza B region (B). A
positive result in the Influenza B region indicates that Influenza B antigen was detected in the
sample.
POSITIVE Influenza A and Influenza B:* Three distinct colored lines appear. One colored
line should be in the control region (C) and two colored line should be in the Influenza A region
(A) and Influenza B region (B). A positive result in the Influenza A region and Influenza B
region indicates that Influenza A antigen and Influenza B antigen were detected in the sample.
*NOTE: The intensity of the color in the test line regions (A or B) will vary based on the
amount of Flu A or B antigen present in the sample. So any shade of color in the test regions
(A or B) should be considered positive.
NEGATIVE: One colored line appears in the control region (C). No apparent colored line
appears in the test line regions (A or B).
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural
techniques are the most likely reasons for control line failure. Review the procedure and
repeat the test with a new test cassette. If the problem persists, discontinue using the test kit
immediately and contact your local distributor.

【QUALITY CONTROL】
Internal Quality Control
Internal procedural controls are included in the test. A red line appearing in the control region
(C) is an internal positive procedural control. It confirms sufficient specimen volume and
correct procedural technique. A clear background is an internal negative procedural control. If
the test is working properly, the background in the result area should be white to light pink and
not interfere with the ability to read the test result.

Sensitivity, Specificity and Accuracy
The Influenza A+B Rapid Test Cassette (Swab/Nasal Aspirate) has been evaluated with
specimens obtained from the patients. RT-PCR is used as the reference method for the
Influenza A+B Rapid Test Cassette (Swab/Nasal Aspirate). Specimens were considered
positive if RT-PCR indicated a positive result. Specimens were considered negative if RT-PCR
indicated a negative result
Nasopharyngeal Swab Specimen
Type A
Type B
RT-PCR
RT-PCR
Total
Total
Positive
Negative
Positive
Negative
Positive
100
2
102
85
2
87
Flu A+B
Negative
1
180
181
2
200
202
Total
101
182
283
87
202
289
Relative Sensitivity
99.0%
97.7%
Relative Specificity
98.9%
99.0%
Accuracy
98.9%
98.6%
Throat Swab Specimen
Type A
Type B
RT-PCR
RT-PCR
Total
Total
Positive
Negative
Positive
Negative
Positive
58
1
59
65
1
66
Flu A+B
Negative
3
150
153
4
162
166
Total
61
151
212
69
163
232
Relative Sensitivity
95.1%
94.2%
Relative Specificity
99.3%
99.4%
Accuracy
98.1%
97.8%
Nasal Aspirate Specimen
Type A
Type B
RT-PCR
RT-PCR
Total
Total
Positive
Negative
Positive
Negative
Positive
46
2
48
94
1
95
Flu A+B
Negative
0
241
241
2
158
160
Total
46
243
289
96
159
255
Relative Sensitivity
100%
97.9%
Relative Specificity
99.2%
99.4%
Accuracy
99.3%
98.8%
Reactivity with Human Influenza Strain
The Influenza A+B Rapid Test Cassette (Swab/Nasal Aspirate) was tested with the following
human influenza strains and a discernible line at appropriate test-line regions was observed:
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Influenza A Virus
A/NWS/33 10(H1N1)
A/Hong Kong/8/68(H3N2)
A/Port Chalmers/1/73(H3N2)
A/WS/33(H1N1)
A/New Jersey/8/76(HswN1)
A/Mal/302/54(H1N1)
A/chicken/Yuyao/2/2006 (H5N1)
A/swine/Hubei/251/2001 (H9N2)
A/Duck/Hubei/216/1983(H7N8)
A/Duck/Hubei/137/1982(H10N4)
A/Anhui/1/2013 (H7N9)

Influenza B Virus
B/R5
B/Russia/69
B/Lee/40
B/Hong Kong/5/72

【BIBLIOGRAPHY】
1. Williams, KM, Jackson MA, Hamilton M. (2002) Rapid Diagnostic Testing for URIs in
Children; Impact on Physician Decision Making and Cost. Infec. Med. 19(3): 109-111.
2. Betts, R.F. 1995. Influenza virus, p. 1546-1567. In G.L. Mandell, R.G. Douglas, Jr. and J.E.
Bennett (ed.), Principle and practice of infectious diseases, 4th ed. Churchill Livingstone, Inc.,
New York, N.Y.
3. WHO recommendations on the use of rapid testing for influenza diagnosis, World Health
Organisation, July 2005.

Specificity Testing with Various Viral Strains
Description
Human adenovirus C
Human adenovirus B
Adenovirus type 10
Adenovirus type 18
Human coronavirus OC43

Test Level
5.62 x 105 TCID50/ml
1.58 x 104 TCID50/ml
3.16 x 103 TCID50/ml
1.58 x 104 TCID50/ml
2.45 x 106 LD50/ml
2.65 x 104 LD50/ml
Coxsackievirus A9
1.58 x 105 TCID50/ml
7
Coxsackievirus B5
1.58 x 10 TCID50/ml
Human herpesvirus 5
1.58 x 104 TCID50/ml
Echovirus 2
3.16 x 105 TCID50/ml
Echovirus 3
1 x 104 TCID50/ml
Echovirus 6
3.16 x 106 TCID50/ml
Herpes simplex virus 1
1.58 x 106 TCID50/ml
Human herpesvirus 2
2.81 x 105 TCID50/ml
Human Rhinovirus 2
2.81 x 104 TCID50/ml
Human Rhinovirus 14
1.58 x 106 TCID50/ml
Human Rhinovirus 16
8.89 x 106 TCID50/ml
Measles
1.58 x 104 TCID50/ml
Mumps
1.58 x 104 TCID50/ml
Sendai virus
8.89 x 107 TCID50/ml
Parainfluenza virus 2
1.58 x 107 TCID50/ml
8
Parainfluenza virus 3
1.58 x 10 TCID50/ml
Respiratory syncytial virus
8.89 x 104 TCID50/ml
Human respiratory syncytial virus
1.58 x 105 TCID50/ml
Rubella
2.81 x 105 TCID50/ml
Varicella-Zoster
1.58 x 103 TCID50/ml
TCID50 = Tissue Culture Infectious Dose is the dilution of virus that under the conditions of the
assay can be expected to infect 50% of the culture vessels inoculated.
LD50 = Lethal Dose is the dilution of virus that under the conditions of the assay can be
expected to kill 50% of the suckling mice inoculated.
Precision
Intra-Assay＆Inter-Assay
Within-run and Between-run precision has been determined by using five specimens of
Influenza standard control. Three different lots of the Influenza Rapid Test Cassette
(Swab/Nasal Aspirate) have been tested using negative, Influenza A weak, Influenza B Weak,
Influenza A Strong and Influenza B Strong. Ten replicates of each level were tested each day
for 3 consecutive days. The specimens were correctly identified>99% of the time.
Cross-reactivity
The following organisms were tested at 1.0x10 8org/ml and all found to be negative when
tested with the Influenza A+B Rapid Test Cassette (Swab/Nasal Aspirate):
Arcanobacterium
Pseudomonas aeruginosa
Candida albicans
Staphylococcus aureus subspaureus
Corynebacterium
Staphylococcus epidermidis
Enterococcus faecalis
Staphylococcus saprophylicus
Enterococcus faecium
Streptococcus agalactiae
Escherichia coli
Streptococcus bovis
Haemophilus
Streptococcus
dysgalatiae
/
subsp.dysgalatiae
Moraxella catarrhalis
Streptococcus oralis formerly
Streptococcus
Neisseria gonorrhoeae
Streptococcus pneumoniae
Neisseria lactamica
Streptococcus pygenes
Nesseria subllava
Streptococcus salivarius
Proleus vulgaris
Streptococcus sp group F.type 2

Number:
145414802
Effective date: 2018-08-06

2/2

ABP Rapid Test Cassette (Urine)
Package Insert
REF DABP-102

English

A rapid test for the qualitative detection of AB-PINACA in human urine.
For medical and other professional in vitro diagnostic use only.
【INTENDED USE】
The ABP Rapid Test Cassette (Urine) is a rapid chromatographic immunoassay for the detection of
AB-PINACA in human urine at a cut-off concentration of 10ng/mL.
This assay provides only a qualitative, preliminary analytical test result. A more specific alternate chemical
method must be used in order to obtain a confirmed analytical result. Gas chromatography/mass
spectrometry (GC/MS) or Liquid Chromatography/mass spectrometry (LC/MS) are the preferred confirmatory
methods. Clinical consideration and professional judgment should be applied to any drug of abuse test result,
particularly when preliminary positive results are used.
【SUMMARY】
AB-PINACA is a compound that was first identified as a component of synthetic cannabis products in Japan
in 2012.1 It was originally developed by Pfizer in 2009 as an analgesic medication. 2 AB-PINACA acts as a
potent agonist for the CB1 receptor (Ki = 2.87 nM, EC50 = 1.2 nM) and CB2 receptor (Ki = 0.88 nM, EC50 =
2.5 nM) and fully substitutes for Δ9-THC in rat discrimination studies, while being 1.5x more potent. 3, 4
The ABP Rapid Test Cassette (Urine) is a rapid urine screening test that can be performed without the use of
an instrument. The test utilizes a monoclonal antibody to selectively detect elevated levels of AB-PINACA in
urine. The ABP Rapid Test Cassette (Urine) yields a positive result when AB-PINACA in urine exceeds
10ng/mL.
【PRINCIPLE】
The ABP Rapid Test Cassette (Urine) is an immunoassay based on the principle of competitive binding.
Drugs which may be present in the urine specimen compete against the drug conjugate for binding sites on
the antibody. During testing, a urine specimen migrates upward by capillary action. AB-PINACA, if present in
the urine specimen below 10ng/mL, will not saturate the binding sites of antibody-coated particles in the test.
The antibody-coated particles will then be captured by immobilized AB-PINACA conjugate and a visible
colored line will show up in the test line region. The colored line will not form in the test line region if the
AB-PINACA level exceeds 10ng/mL because it will saturate all the binding sites of anti-AB-PINACA
antibodies. A drug-positive urine specimen will not generate a colored line in the test line region because of
drug competition, while a drug-negative urine specimen or a specimen containing a drug concentration lower
than the cut-off will generate a line in the test line region. To serve as a procedural control, a colored line will
always appear in the control line region, indicating that proper volume of specimen has been added and
membrane wicking has occurred.
【REAGENTS】
The test contains mouse monoclonal AB-PINACA antibody-coupled particles and AB-PINACA-protein
conjugate. A goat antibody is employed in the control line system.
【PRECAUTIONS】
 For medical and other professional in vitro diagnostic use only. Do not use after the expiration date.
 The test should remain in the sealed pouch until use.
 All specimens should be considered potentially hazardous and handled in the same manner as an
infectious agent.
 The used test should be discarded according to local regulations.
【STORAGE AND STABILITY】
Store as packaged in the sealed pouch either at room temperature or refrigerated (2-30°C). The test is stable
through the expiration date printed on the sealed pouch. The test must remain in the sealed pouch until use.
DO NOT FREEZE. Do not use beyond the expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
Urine Assay
The urine specimen must be collected in a clean and dry container. Urine collected at any time of the day
may be used. Urine specimens exhibiting visible precipitates should be centrifuged, filtered, or allowed settle
to obtain a clear specimen for testing.
Specimen Collection
Urine specimens may be stored at 2-8°C for up to 48 hours prior to assay. For prolonged storage, specimens
may be frozen and stored below -20°C. Frozen specimens should be thawed and mixed before testing.
【MATERIALS】
Materials Provided
 Package Insert
 Droppers
 Test cassettes
Materials Required But Not Provided
 Specimen collection containers
 Timer
【DIRECTIONS FOR USE】
Allow the test, urine specimen, and/or controls to reach room temperature (15-30C) prior to
testing.
1. Bring the pouch to room temperature before opening it. Remove the test cassette from the sealed pouch
and use it within one hour.
2. Place the test cassette on a clean and level surface. Hold the dropper vertically and transfer 3 full drops
of urine (approx. 120 L) to the specimen well (S) of the test cassette, and then start the timer. Avoid
trapping air bubbles in the specimen well (S). See the illustration below.
3. Wait for the colored line(s) to appear. Read results at 5 minutes. Do not interpret the result after 10
minutes.

ABP

ABP

Positive Negative

Invalid

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
NEGATIVE:* Two distinct colored lines appear. One colored line should be in the control line region (C), and
another apparent colored line should be in the test line region (T). This negative result indicates that the
AB-PINACA concentrations are below the detectable level (10ng/mL).
*NOTE: The shade of color in the test line region (T) will vary, but it should be considered negative whenever
there is even a faint colored line.

POSITIVE: One colored line appears in the control region (C). No line appears in the test line region (T).
This positive result indicates that the AB-PINACA concentration exceeds the detectable level (10ng/mL).
INVALID: Control line (C) fails to appear. Insufficient specimen volume or incorrect procedural techniques are
the most likely reasons for control line failure. Review the procedure and repeat the test using a new test. If the
problem persists, discontinue using the lot immediately and contact your local distributor.
【QUALITY CONTROL】
A procedural control is included in the test. A colored line appearing in the control region (C) is considered an
internal procedural control. It confirms sufficient specimen volume, adequate membrane wicking and correct
procedural technique.
Control standards are not supplied with this kit; however it is recommended that positive and negative controls be
tested as good laboratory practice to confirm the test procedure and to verify proper test performance.
【LIMITATIONS】
1. The ABP Rapid Test Cassette (Urine) provides only a qualitative, preliminary analytical result. A
secondary analytical method must be used to obtain a confirmed result. Gas chromatography/ mass
spectrometry (GC/MS) is the preferred confirmatory method.
2. It is possible that technical or procedural errors, as well as other interfering substances in the urine
specimen may cause erroneous results.
3. Adulterants, such as bleach and/or alum, in urine specimens may produce erroneous results regardless of
the analytical method used. If adulteration is suspected, the test should be repeated with another urine
specimen.
4. A positive result indicates presence of the drug or its metabolites but does not indicates level of
intoxication, administration route or concentration in urine.
5. A negative result may not necessarily indicate drug-free urine. Negative results can be obtained when
drug is present but below the cut-off level of the test.
6. Test does not distinguish between drugs of abuse and certain medications.
【EXPECTED VALUES】
This negative result indicates that the AB-PINACA concentration is below the detectable level of 10ng/mL.
Positive result means the concentration of AB-PINACA is above the level of 10ng/mL. The ABP Rapid Test
Cassette has a sensitivity of 10ng/mL.
【PERFORMANCE CHARACTERISTICS】
Accuracy
A side-by-side comparison was conducted using the ABP Rapid Test Cassette and GC/MS at the cut-off of 10ng/mL.
Testing was performed on 95 clinical specimens previously collected from subjects present for Drug Screen Testing.
The following results were tabulated:
Method
GC/MS
Negative
Results
Positive
Total Results
ABP Rapid Test
Positive
23
2
25
Cassette
Negative
2
68
70
Total Results
25
70
95
% Agreement
92.0%
97.1%
95.8%
Analytical Sensitivity
A drug-free urine pool was spiked with AB-PINACA at the following concentrations: 0 ng/mL, 5 ng/mL,
7.5ng/mL, 10ng/mL, 12.5ng/mL, 15ng/mL and 30ng/mL. The result demonstrates >99% accuracy at 50%
above and 50% below the cut-off concentration. The data are summarized below:
Visual Result
AB-PINACA Concentration
Percent of
(ng/mL)
Cut-off
n
Negative
Positive
0
0%
30
30
0
5
-50%
30
30
0
7.5
-25%
30
25
5
10
Cut-off
30
15
15
12.5
+25%
30
4
26
15
+50%
30
0
30
30
3X
30
0
30
Analytical Specificity
The following table lists compounds that are positively detected in urine by the ABP Rapid Test Cassette
(Urine) at 5 minutes.
Compound
Concentration (ng/mL)
AB-PINACA
10
AB-PINACA 5-Pentanoic
10
AB-PINACA 5-hydroxypentyl
10
AB-FUBINACA
10
AB-PINACA 4-hydroxypentyl
10,000
UR-144 5-Pentanoic
5,000
UR-144 5-hydroxypentyl
10,000
UR-144 4-hydroxypentyl
10,000
APINACA 5-hydroxypentyl
10,000
ADB-PINACA N-(5-hydroxypentyl)
30
ADB-PINACA Pentanoic Acid
10
5-fluoro AB-PINACA N-(4-hydroxypentyl)
30
5-fluoro AB-PINACA
25
Precision
A study was conducted at 3 hospitals by laypersons using 3 different lots of product to demonstrate the within
run, between run and between operator precision. An identical panel of coded specimens containing no
AB-PINACA, 25% AB-PINACA above and below the cutoff and 50% AB-PINACA above and below the
10ng/mL cutoff were provided to each site. The following results were tabulated:
Site A
Site B
Site C
AB-PINACA Concentration
n
(ng/mL)
per Site
+
+
+
0
10
10
0
10
0
10
0
5
10
10
0
10
0
10
0
7.5
10
8
2
8
2
9
1
12.5
10
2
8
3
7
1
9
15
10
0
10
0
10
0
10
Effect of Urinary Specific Gravity
Fifteen urine samples with specific gravities ranging from 1.004 to 1.035 were spiked with AB-PINACA to the
concentrations of 5ng/mL, and 15ng/mL. The ABP Rapid Test Cassette (Urine) was tested in duplicate using
the fifteen neat and spiked urine specimens. The results demonstrate that varying ranges of urinary specific
gravity do not affect the test results.
Effect of the Urinary pH
The pH of an aliquoted negative urine pool was adjusted to a pH range of 5 to 9 in 1 pH unit increments and
spiked with AB-PINACA to 5ng/mL and 15ng/mL. The spiked, pH-adjusted urine was tested with the ABP
Rapid Test Cassette (Urine) in duplicate. The results demonstrate that varying ranges of pH do not interfere
with the performance of the test.
Cross-Reactivity
A study was conducted to determine the cross-reactivity of the test with compounds in either drug-free urine
or AB-PINACA positive urine. The following compounds show no cross-reactivity when tested with the ABP
Rapid Test Cassette (Urine) at a concentration of 100 µg/mL.

Acetophenetidin
Atomoxetine
N-Acetylprocainamide
Acetylsalicylic acid
Aminopyrine
Amitriptyline
Amobarbital
Amoxcillin
Atropine
Aspartame Asp-Phemethylester
Benzilic acid
Benzoic acid
Bilirubin
Chloramphenicol
Chlorothiazide
Chlorpromazine
Chloroquine
Cholesterol
Clomipramine
Clonidine Hydrochloride
Cocaine
Codeine
Cortisone
(-)Cotinine
Creatinine
Deoxycorticosterone
Diazepam
Diflunisal
Digoxin
Doxylamine
Erythromycin
β-Estradiol Estradiol
Diphenhydramine
-Hydrochloride
Estrone
Ethyl-p-aminobenzoate
Fenoprofen
Furosemide
Gentisic acid
Hydralazine
Hydrochlorothiazide
O-Hydroxyhippuric acid
3-Hydroxytyramine
Ibuprofen
p-Hydroxy methamphetamine
Imipramine
(-) Isoproterenol
Ketoprofen

Non Cross-Reacting Compounds
(±) 3,4-Methylendioxy
Nimesulide
Metronidazole
amphetamine
Buspirone
Dihydrocodeine
Nalidixic acid
5,5-Diphenylhydantoin
Vancomycin
Naloxone
l-Thyroxine
Spironolactone
Niacinamide
EDDP
Emetine
Nifedipine
Oxymorphone
Paroxetine
Norethindrone Cyclobenzaprine
Diacetylmorphine
Norethisterone
Lidocaine
S(-)-Cathinone
d-Norpropoxyphene
Guaifenesin
R(+)-Methcathinone
Noscapine
Amoxapine
S(-)-Methcathinone
d,l- Octopamine
(+)- Chlorpheniramine
Barbital
Oxazepam
Guaiacol Glyceryl Carbamazepine
Oxymetazoline
Ether carbamate
Lansoprazole
Papaverine
Chlorprothixene
Diphenoxylate
Penicillin
R (-)Deprenyl
7-Amino-clonazepam
Promethazine
Pheniramine
p-Acetamidophenyl-βHydrochioride
4-Dimethylaminoantipyrine D-glucuronide
Perphenazine
Riboflavin
Clonazepam
Phenelzine
α -Naphthaleneacetic Acid Terbutaline hemisulfate salt
Phenobarbital
(+/-) Epinephrine
Zolpiden hemitartrate
β-Phenylethylamine
Phenothiazine
Valproic acid
Prednisolone
Albumin
Isoniazid
Prednisone
d (+) Glucose
7-Aminoflunitrazepam
l-Phenylephrine Sodium chloride
DL-Homatropine –
(R)-(-)-Phenylephrine
Pemoline
Hydrobromide
Procaine
Cimetidine
Alprazolam
Quinidine
Disopyramide
3,4-MethylenedioxyQuinine
Hexachlorocyclohexane ethylamphetamine
5-Hydroxytryptamine
Etodolac
Estazolam
Sulfamethazine
Metoprolol
Bromazepam
Temazepam
Amantadine
Ethylmorphine
Tetracycline
Chlorpropamide
Clorazepam dipotassium
Tetrahydrozoline
Clozapine
Norchlordiazepoxide
Thebaine
Baclofen
Methotrexate
Thiamine
Amikacin
Nortriptyline
Thioridazine
Droperidol
Doxepin
Tolbutamide
Gentamicin
Desipramine
Triamterene
Indomethacin
Nordoxepin
Trimethoprim
Sulfamethoxazole
Desalkylflurazepam
Trimipramine
Sulfisoxazole
Ciprofloxacin Hydrochloride
Tryptamine
Nimesulide
pantoprazole
d,l-Tyrosine Buspirone
Pseudoephedrine L-Tyrosine
5,6-Diphenylhydantoin
Hydrochloride
d,l-Tryptophan
l-Thyroxine
PEG-400
Uric acid
Oxymorphone
Amlodipine Besylate
Verapamil
Cyclobenzaprine
(S)-(+)-Methoxy-α-Methyl
Zomepirac
Lidocaine
-2-napthaleneacetic acid
Ampicillin
Guaifenesin
Valsartan capsules
Caffeine
Amoxapine
Sildenafil Citate
Guaiacol Glyceryl (+/-)-Chlorpheniramine
Tizanidine HCL
Ether carbamate
Ranitidine
Pantoprazole Sodium
(+)- Chlorpheniramine
Quinacrine
Enteric-Coated
Dicyclomine
Gabapentin
Pyridoxine HCL
Trazodone
(+)-Nopseudoephedrine levetiracetam
Pregablin
(1R, 2S) - (-)-Ephedrine

Maprotiline
Meprobamate
Meperidine
Methoxyphenamine
Trans-2-Phenylcyclopropylamine
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A rapid test for the qualitative detection of Acetaminophen in human urine.
For medical and other professional in vitro diagnostic use only.
【INTENDED USE】
The ACE Rapid Test Cassette (Urine) is a rapid chromatographic immunoassay for the
detection of Acetaminophen in human urine at a cut-off concentration of 5,000ng/mL.
This assay provides only a qualitative, preliminary analytical test result. A more specific
alternate chemical method must be used in order to obtain a confirmed analytical result. Gas
chromatography/mass spectrometry (GC/MS) or Liquid Chromatography/mass spectrometry
(LC/MS) are the preferred confirmatory methods. Clinical consideration and professional
judgment should be applied to any drug of abuse test result, particularly when preliminary
positive results are used.
【SUMMARY】
Acetaminophen is one of the most commonly used drugs, yet it is also an important cause of
serious liver injury. Acetaminophen is the generic name of a drug found in many common
brand name over-the-counter (OTC) products, such as Tylenol, and Prescription (Rx)
products, such as Vicodin and Percocet. Acetaminophen is an important drug, and its
effectiveness in relieving pain and fever is widely known. Unlike other commonly used drugs
to reduce pain and fever (e.g., nonsteroidal antinflammatory drugs (NSAIDs), such as aspirin,
ibuprofen, and naproxen), at recommended doses acetaminophen does not cause adverse
effects, such as stomach discomfort and bleeding, and acetaminophen is considered safe
when used according to the directions on its OTC or Rx labeling. However, taking more than
the recommended amount can cause liver damage, ranging from abnormalities in liver
function blood tests, to acute liver failure, and even death. Many cases of overdose are
caused by patients inadvertently taking more than the recommended dose (i.e., 4 grams a
day) of a particular product, or by taking more than one product containing acetaminophen
(e.g., an OTC product and an Rx drug containing acetaminophen). The mechanism of liver
injury is not related to acetaminophen itself, but to the production of a toxic metabolite. The
toxic metabolite binds with liver proteins, which cause cellular injury. The ability of the liver to
remove this metabolite before it binds to liver protein influences the extent of liver injury.
The ACE Rapid Test Cassette (Urine) is a rapid urine screening test that can be performed
without the use of an instrument. The test utilizes a monoclonal antibody to selectively detect
elevated levels of Acetaminophen in urine. The ACE Rapid Test Cassette (Urine) yields a
positive result when Acetaminophen in urine exceeds 5,000ng/mL.
【PRINCIPLE】
The ACE Rapid Test Cassette (Urine) is an immunoassay based on the principle of
competitive binding. Drugs which may be present in the urine specimen compete against the
drug conjugate for binding sites on the antibody.
During testing, a urine specimen migrates upward by capillary action. Acetaminophen, if
present in the urine specimen below 5,000ng/mL, will not saturate the binding sites of
antibody-coated particles in the test. The antibody-coated particles will then be captured by
immobilized Acetaminophen conjugate and a visible colored line will show up in the test line
region. The colored line will not form in the test line region if the Acetaminophen level exceeds
5,000ng/mL because it will saturate all the binding sites of anti-Acetaminophen antibodies.
A drug-positive urine specimen will not generate a colored line in the test line region because
of drug competition, while a drug-negative urine specimen or a specimen containing a drug
concentration lower than the cut-off will generate a line in the test line region. To serve as a
procedural control, a colored line will always appear in the control line region, indicating that
proper volume of specimen has been added and membrane wicking has occurred.
【REAGENTS】
The test contains mouse monoclonal anti-Acetaminophen antibody-coupled particles and
Acetaminophen-protein conjugate. A goat antibody is employed in the control line system.
【PRECAUTIONS】
• For medical and other professional in vitro diagnostic use only. Do not use after the
expiration date.
• The test should remain in the sealed pouch until use.
• All specimens should be considered potentially hazardous and handled in the same
manner as an infectious agent.
• The used test should be discarded according to local regulations.
【STORAGE AND STABILITY】
Store as packaged in the sealed pouch either at room temperature or refrigerated (2-30°C).
The test is stable through the expiration date printed on the sealed pouch. The test must
remain in the sealed pouch until use. DO NOT FREEZE. Do not use beyond the expiration
date.
【SPECIMEN COLLECTION AND PREPARATION】
Urine Assay
The urine specimen must be collected in a clean and dry container. Urine collected at any
time of the day may be used. Urine specimens exhibiting visible precipitates should be
centrifuged, filtered, or allowed settle to obtain a clear specimen for testing.
Specimen Collection
Urine specimens may be stored at 2-8°C for up to 48 hours prior to assay. For prolonged
storage, specimens may be frozen and stored below -20°C. Frozen specimens should be
thawed and mixed before testing.
【MATERIALS】
Materials Provided
• Test cassettes
• Droppers
• Package insert
Materials Required But Not Provided
• Specimen collection container
• Timer
【DIRECTIONS FOR USE】
Allow the test, urine specimen, and/or controls to reach room temperature (15-30°C)
prior to testing.
1. Bring the pouch to room temperature before opening it. Remove the test cassette from the
sealed pouch and use it within one hour.

2. Place the test cassette on a clean and level surface. Hold the dropper vertically and
transfer 3 full drops of urine (approx. 120 µL) to the specimen well (S) of the test
cassette, and then start the timer. Avoid trapping air bubbles in the specimen well (S). See
the illustration below.
3. Wait for the colored line(s) to appear. Read results at 5 minutes. Do not interpret the
result after 10 minutes.

S

ACE Rapid Test Cassette (Urine)
Package Insert

S

Positive

Negative

Invalid

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
NEGATIVE:* Two distinct colored lines appear. One colored line should be in the control
line region (C), and another apparent colored line should be in the test line region (T). This
negative result indicates that the Acetaminophen concentration is below the detectable level
(5,000ng/mL).
*NOTE: The shade of color in the test line region (T) will vary, but it should be considered
negative whenever there is even a faint colored line.
POSITIVE: One colored line appears in the control region (C). No line appears in the test
line region (T). This positive result indicates that the Acetaminophen concentration exceeds
the detectable level (5,000ng/mL).
INVALID: Control line (C) fails to appear. Insufficient specimen volume or incorrect
procedural techniques are the most likely reasons for control line failure. Review the
procedure and repeat the test using a new test. If the problem persists, discontinue using the
lot immediately and contact your local distributor.
【QUALITY CONTROL】
A procedural control is included in the test. A colored line appearing in the control region (C) is
considered an internal procedural control. It confirms sufficient specimen volume, adequate
membrane wicking and correct procedural technique.
Control standards are not supplied with this kit; however it is recommended that positive and
negative controls be tested as good laboratory practice to confirm the test procedure and to
verify proper test performance.
【LIMITATIONS】
1. The ACE Rapid Test Cassette (Urine) provides only a qualitative, preliminary analytical
result. A secondary analytical method must be used to obtain a confirmed result. Gas
chromatography/ mass spectrometry (GC/MS) is the preferred confirmatory method.2,3
2. It is possible that technical or procedural errors, as well as other interfering substances in
the urine specimen may cause erroneous results.
3. Adulterants, such as bleach and/or alum, in urine specimens may produce erroneous
results regardless of the analytical method used. If adulteration is suspected, the test
should be repeated with another urine specimen.
4. A positive result indicates presence of the drug or its metabolites but does not indicate
level of intoxication, administration route or concentration in urine.
5. A negative result may not necessarily indicate drug-free urine. Negative results can be
obtained when drug is present but below the cut-off level of the test.
6. Test does not distinguish between drugs of abuse and certain medications.
【EXPECTED VALUES】
This negative result indicates that the Acetaminophen concentration is below the detectable
level of 5,000ng/mL. Positive result means the concentration of Acetaminophen is above the
level of 5,000ng/mL. The ACE Rapid Test Cassette has a sensitivity of 5,000ng/mL
【PERFORMANCE CHARACTERISTICS】
Accuracy
A side-by-side comparison was conducted using The ACE Rapid Test Cassette and GC/MS at
the cut-off of 5,000ng/mL. Testing was performed on 100 clinical specimens previously
collected from subjects present for Drug Screen Testing. The following results were tabulated:
Method
GC/MS
Total Results
Results
Positive
Negative
ACE Rapid Test
Positive
29
1
30
Cassette
Negative
2
68
70
Total Results
31
69
100
% Agreement
93.5%
98.6%
97.0%
Analytical Sensitivity
A drug-free urine pool was spiked with Acetaminophen at the following concentrations: 0
ng/mL, 2,500 ng/mL, 3,750 ng/mL, 5,000ng/mL, 6,250 ng/mL 7,500 ng/mL and 15,000 ng/mL.
The result demonstrates >99% accuracy at 50% above and 50% below the cut-off
concentration. The data are summarized below:
Visual Result
Acetaminophen
Percent of
n
Concentration (ng/mL)
Cut-off
Negative
Positive
0
0%
30
30
0
2,500
-50%
30
30
0
3,750
-25%
30
26
4
5,000
Cut-off
30
14
16
6,250
+25%
30
3
27
7,500
+50%
30
0
30
15,000
3X
30
0
30

Analytical Specificity
The following table lists compounds that are positively detected in urine by The ACE Rapid
Test Cassette (Urine) at 5 minutes.
Compound
Concentration (ng/mL)
Acetaminophen
5,000
Precision
A study was conducted at 3 hospitals by laypersons using 3 different lots of product to
demonstrate the within run, between run and between operator precision. An identical panel
of coded specimens containing no Acetaminophen, 25% Acetaminophen above and below
the cutoff and 50% Acetaminophen above and below the 5,000ng/mL cutoff were provided to
each site. The following results were tabulated:
Site A
Site B
Site C
Acetaminophen
n
Concentration (ng/mL)
per Site
+
+
+
0
10
10
0
10
0
10
0
2,500
10
10
0
10
0
10
0
3,750
10
9
1
9
1
8
2
6,250
10
1
9
1
9
1
9
7,500
10
0
10
0
10
0
10
Effect of Urinary Specific Gravity
Fifteen urine samples with specific gravities ranging from 1.004 to 1.034 were spiked with
Acetaminophen to the concentrations of 2,500ng/mL, and 7,500 ng/mL. The ACE Rapid Test
Cassette (Urine) was tested in duplicate using the fifteen neat and spiked urine specimens.
The results demonstrate that varying ranges of urinary specific gravity do not affect the test
results.
Effect of the Urinary pH
The pH of an aliquoted negative urine pool was adjusted to a pH range of 5 to 9 in 1 pH unit
increments and spiked with Acetaminophen to 2,500 ng/mL and 7,500 ng/mL. The spiked,
pH-adjusted urine was tested with The ACE Rapid Test Cassette (Urine) in duplicate. The
results demonstrate that varying ranges of pH do not interfere with the performance of the
test.
Cross-Reactivity
A study was conducted to determine the cross-reactivity of the test with compounds in either
drug-free urine or Acetaminophen positive urine. The following compounds show no
cross-reactivity when tested with The ACE Rapid Test Cassette (Urine) at a concentration of
100 µg/mL.
Non Cross-Reacting Compounds
Acetone
(+/-)-Chlorpheniramine Hemoglobin
Pheniramine
Albumin
Creatine
Ibuprofen
Phenothiazine
Ampicillin
Dexbrompheniramine (+/-)-Isoproterenol
L-Phenylephrine
Ascorbic
Dextromethorphan
Ketamine
β-Phenylethylamine
Aspartame
Diphenhydramine
Levorphanol
Procaine
Aspirin
Dopamine
Lidocaine
Quinidine
Atropine
(+/-)-Epinephrine
(+)-Naproxen
Ranitidine
Benzocaine
Erythromycin
Niacinamide
Riboflavin
Bilirubin
Acid Ethanol
Nicotine
Sodium Chloride
Caffeine
Furosemide
(+/-)-Norephedrine
Sulindac
Chloroquine
Glucose
Oxalic Acid
Tyramine
(+)-Chlorpheniramine Penicillin-G
Guaiacol Glyceryl Ether
(1R,2S)-(-)-N-Methyl-Ephedrine
4-Dimethylaminoantipyrine
【BIBLIOGRAPHY】
1. Glass, IB. The International Handbook of Addiction Behavior. Routledge Publishing, New
York, NY. 1991, 216
2. Baselt RC. Disposition of Toxic Drugs and Chemicals in Man. 6th Ed. Biomedical Publ.,
Davis, CA.,129, 2002
3. Hawks RL, CN Chiang. Urine Testing for Drugs of Abuse. National Institute for Drug Abuse
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AMP Rapid Test Cassette (Urine)
Package Insert
REF DAM-102

English

A rapid test for the qualitative detection of Amphetamine in human urine.
For medical and other professional in vitro diagnostic use only.
【INTENDED USE】
The AMP Rapid Test Cassette (Urine) is a rapid chromatographic immunoassay for the detection of
Amphetamine in human urine at a cut-off concentration of 1,000ng/mL. This test will detect other
related compounds, please refer to the Analytical Specificity table in this package insert.
This assay provides only a preliminary analytical test result. A more specific alternate chemical method
must be used in order to obtain a confirmed analytical result. Gas chromatography/mass spectrometry
(GC/MS) is the preferred confirmatory method. Clinical consideration and professional judgment should
be applied to any drug of abuse test result, particularly when preliminary positive results are used.
【SUMMARY】
Amphetamine is a Schedule II controlled substance available by prescription (Dexedrine® ) and is also
available on the illicit market. Amphetamines are a class of potent sympathomimetic agents with
therapeutic applications. They are chemically related to the human body’s natural catecholamines:
epinephrine and norepinephrine. Acute higher doses lead to enhanced stimulation of the central
nervous system and induce euphoria, alertness, reduced appetite, and a sense of increased energy
and power. Cardiovascular responses to Amphetamines include increased blood pressure and cardiac
arrhythmias. More acute responses produce anxiety, paranoia, hallucinations, and psychotic behavior.
The effects of Amphetamines generally last 2-4 hours following use, and the drug has a half-life of 4-24
hours in the body. About 30% of Amphetamines are excreted in the urine in unchanged form, with the
remainder as hydroxylated and deaminated derivatives.
The AMP Rapid Test Device (Urine) is a rapid urine screening test that can be performed without the
use of an instrument. The test utilizes a monoclonal antibody to selectively detect elevated levels of
Amphetamines in urine. The AMP Rapid Test Cassette (Urine) yields a positive result when
Amphetamines in urine exceed 1,000 ng/mL.
【PRINCIPLE】
The AMP Rapid Test Cassette (Urine) is a rapid chromatographic immunoassay based on the principle
of competitive binding. Drugs which may be present in the urine specimen compete against the drug
conjugate for binding sites on the antibody.
During testing, a urine specimen migrates upward by capillary action. Amphetamine, if present in the
urine specimen below 1,000 ng/mL, will not saturate the binding sites of the antibody coated particles in
the test. The antibody coated particles will then be captured by immobilized Amphetamine conjugate
and a visible colored line will show up in the test line region. The colored line will not form in the test line
region if the Amphetamine level exceeds 1,000 ng/mL because it will saturate all the binding sites of
anti-Amphetamine antibodies.
A drug-positive urine specimen will not generate a colored line in the test line region because of drug
competition, while a drug-negative urine specimen or a specimen containing a drug concentration less
than the cut-off will generate a line in the test line region. To serve as a procedural control, a colored
line will always appear at the control line region indicating that proper volume of specimen has been
added and membrane wicking has occurred.
【REAGENTS】
The test contains mouse monoclonal anti-Amphetamine antibody-coupled particles and
Amphetamine-protein conjugate. A goat antibody is employed in the control line system.
【PRECAUTIONS】
 For medical and other professional in vitro diagnostic use only. Do not use after the expiration date.
 The test should remain in the sealed pouch until use.
 All specimens should be considered potentially hazardous and handled in the same manner as an
infectious agent.
 The used test should be discarded according to local regulations.
【STORAGE AND STABILITY】
Store as packaged in the sealed pouch either at room temperature or refrigerated (2-30°C). The test is
stable through the expiration date printed on the sealed pouch. The test must remain in the sealed
pouch until use. DO NOT FREEZE. Do not use beyond the expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
Urine Assay
The urine specimen must be collected in a clean and dry container. Urine collected at any time of the
day may be used. Urine specimens exhibiting visible particles should be centrifuged, filtered, or allowed
to settle to obtain clear specimen for testing.
Specimen Storage
Urine specimens may be stored at 2-8°C for up to 48 hours prior to assay. For long-term storage,
specimens may be frozen and stored below -20°C. Frozen specimens should be thawed and mixed
before testing.
【MATERIALS】
Materials Provided
 Test cassettes
 Droppers
 Package insert
Materials Required But Not Provided
 Specimen collection container
 Timer
【DIRECTIONS FOR USE】
Allow the test, urine specimen, and/or controls to reach room temperature (15-30ºC) prior to
testing.
1. Bring the pouch to room temperature before opening it. Remove the test cassette from the sealed
pouch and use it within one hour.
2. Place the test cassette on a clean and level surface. Hold the dropper vertically and transfer 3 full
drops of urine (approx. 120 L) to the specimen well (S) of the test cassette, and then start the
timer. Avoid trapping air bubbles in the specimen well (S). See the illustration below.
3. Wait for the colored line(s) to appear. Read results at 5 minutes. Do not interpret the result after 10
minutes.

AMP

3 Drops of Urine

C

AMP

C

T

S

T

S

Positive

Negative

Invalid

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
NEGATIVE:* Two lines appear. One colored line should be in the control line region (C), and another
apparent colored line should be in the test line region (T). This negative result indicates that the
Amphetamine concentration is below the detectable level (1,000 ng/mL).
*NOTE: The shade of color in the test line region (T) may vary, but it should be considered negative
whenever there is even a faint colored line.
POSITIVE: One colored line appears in the control line region (C). No line appears in the test line
region (T). This positive result indicates that the Amphetamine concentration exceeds the detectable
level (1,000 ng/mL).
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural
techniques are the most likely reasons for control line failure. Review the procedure and repeat the test
using a new test. If the problem persists, discontinue using the lot immediately and contact your local
distributor.
【QUALITY CONTROL】
A procedural control is included in the test. A colored line appearing in the control line region (C) is
considered an internal procedural control. It confirms sufficient specimen volume, adequate membrane
wicking and correct procedural technique.
Control standards are not supplied with this kit; however, it is recommended that positive and negative
controls be tested as good laboratory practice to confirm the test procedure and to verify proper test
performance.
【LIMITATIONS】
1. The AMP Rapid Test Cassette (Urine) provides only a qualitative, preliminary analytical result. A
secondary analytical method must be used to obtain a confirmed result. Gas chromatography/mass
spectrometry (GC/MS) is the preferred confirmatory method. 1,2
2. It is possible that technical or procedural errors, as well as other interfering substances in the urine
specimen may cause erroneous results.
3. Adulterants, such as bleach and/or alum, in urine specimens may produce erroneous results
regardless of the analytical method used. If adulteration is suspected, the test should be repeated
with another urine specimen.
4. A positive result indicates presence of the drug or its metabolites but does not indicate level of
intoxication, administration route or concentration in urine.
5. A negative result may not necessarily indicate drug-free urine. Negative results can be obtained
when drug is present but below the cut-off level of the test.
6. Test does not distinguish between drugs of abuse and certain medications.
【EXPECTED VALUES】
This negative result indicates that the Amphetamine concentration is below the detectable level of
1000ng/ml. Positive result means the concentration of Amphetamine is above the level of 1000ng/ml.
The AMP Rapid Test Cassette has a sensitivity of 1000ng/ml
【PERFORMANCE CHARACTERISTICS】
Accuracy
A side-by-side comparison was conducted using The AMP Rapid Test Cassette and a commercially
available AMP rapid test. Testing was performed on 100 clinical specimens previously collected from
subjects present for Drug Screen Testing. The following results were tabulated:
Method
Other AMP Rapid Test
Total Results
Results
Positive
Negative
AMP Rapid Test
Positive
33
0
33
Cassette
Negative
0
67
67
Total Results
33
67
100
% Agreement
>99.9%
>99.9%
>99.9%
A side-by-side comparison was conducted using The AMP Rapid Test Cassette and GC/MS at the cut-off
of 1,000ng/mL. Testing was performed on 250 clinical specimens previously collected from subjects
present for Drug Screen Testing. The following results were tabulated:
Method
GC/MS
Total Results
Results
Positive
Negative
AMP Rapid
Positive
103
3
106
Test Cassette
Negative
2
142
144
Total Results
105
145
250
% Agreement
98.1%
97.9%
98.0%
Analytical Sensitivity
A drug-free urine pool was spiked with Amphetamine at the following concentrations: 0 ng/mL,
500 ng/mL, 750 ng/mL, 1,000 ng/mL, 1,250 ng/mL 1,500 ng/mL and 3,000ng/mL. The result
demonstrates >99% accuracy at 50% above and 50% below the cut-off concentration. The data are
summarized below:
Visual Result
Amphetamine
Percent of Cut-off
n
Concentration (ng/mL)
Negative
Positive
0
0
30
30
0
500
-50%
30
30
0
750
-25%
30
26
4
1,000
Cut-off
30
15
15
1,250
+25%
30
3
27
1,500
+50%
30
0
30
3,000
3X
30
0
30
Analytical Specificity
The following table lists compounds that are positively detected in urine by The AMP Rapid Test
Cassette (Urine) at 5 minutes.
Compound
Concentration (ng/mL)
D,L-Amphetamine sulfate
300
L-Amphetamine
25,000
(±) 3,4-Methylenedioxyamphetamine
500
Phentermine
800
Maprotiline
50,000
Methoxyphenamine
6,000
D-Amphetamine
1,000
Precision
A study was conducted at three hospitals by laypersons using three different lots of product to
demonstrate the within run, between run and between operator precision. An identical panel of coded
specimens containing, according to GC/MS, no Amphetamine, 25% Amphetamine above and below the
cut-off, and 50% Amphetamine above and below the 1,000 ng/mL cut-off was provided to each site. The
results are given below:
Site A
Site B
Site C
Amphetamine
n
Concentration (ng/mL)
per Site
+
+
+
0
10
10
0
10
0
10
0
500
10
10
0
10
0
10
0

750
1,250
1,500

10
9
1
8
2
9
1
10
1
9
2
8
2
8
10
0
10
0
10
0
10
Effect of Urinary Specific Gravity
Fifteen urine specimens of normal, high, and low specific gravity ranges were spiked with 500 ng/mL
and 1,500 ng/mL of Amphetamine. The AMP Rapid Test Cassette (Urine) was tested in duplicate using
the fifteen neat and spiked urine specimens. The results demonstrate that varying ranges of urinary
specific gravity do not affect the test results.
Effect of Urinary pH
The pH of an aliquoted negative urine pool was adjusted to a pH range of 5 to 9 in 1 pH unit increments
and spiked with Amphetamine to 500 ng/mL and 1,500 ng/mL. The spiked, pH-adjusted urine was
tested with The AMP Rapid Test Cassette (Urine) in duplicate. The results demonstrate that varying
ranges of pH does not interfere with the performance of the test.
Cross-Reactivity
A study was conducted to determine the cross-reactivity of the test with compounds in either drug-free
urine or Amphetamine positive urine. The following compounds show no cross-reactivity when tested
with The AMP Rapid Test Cassette (Urine) at a concentration of 100 g/mL.
Non Cross-Reacting Compounds
4-Acetamidophenol
Creatinine
Ketoprofen
Procaine
Acetophenetidin
Deoxycorticosterone
Labetalol
Promazine
N-Acetylprocainamide
Dextromethorphan
Levorphanol
Promethazine
Acetylsalicylic acid
Diazepam
Loperamide
D,L-Propanolol
Aminopyrine
Diclofenac
Maprotiline
D-Propoxyphene
Amitryptyline
Diflunisal
Meperidine
D-Pseudoephedrine
Amobarbital
Digoxin
Meprobamate
Quinidine
Amoxicillin
Diphenhydramine
Methadone
Quinine
Ampicillin
Doxylamine
D-Methamphetamine
Ranitidine
L-Ascorbic acid
Ecgonine hydrochloride
L-Methamphetamine
Salicylic acid
Apomorphine
Ecgonine methylester
Methoxyphenamine
Secobarbital
Aspartame
(IR,2S)-(-)-Ephedrine
3,4-Methylenedioxyethyl- Serotonin
Atropine
L-Ephedrine
amphetamine
(5-Hydroxytyramine)
Benzilic acid
(-)-ψ-Ephedrine
() 3,4-MethylenedioxySulfamethazine
Benzoic acid
Erythromycin
methamphetamine
Sulindac
Benzoylecgonine
-Estradiol
Methylphenidate
Temazepam
Benzphetamine
Estrone-3-sulfate
Morphine-3--DTetracycline
Bilirubin
Ethyl-p-aminobenzoate
glucuronide
Tetrahydrocortisone,
()-Brompheniramine
Fenfluramine
Nalidixic acid
3-Acetate
Caffeine
Fenoprofen
Naloxone
Tetrahydrocortisone
Cannabidiol
Furosemide
Oxolinic acid
3-(-D glucuronide)
Cannabinol
Gentisic acid
Oxycodone
Tetrahydrozoline
Chloralhydrate
Hemoglobin
Oxymetazoline
Thebaine
Chloramphenicol
Hydralazine
Papaverine
Thiamine
Chlordiazepoxide
Hydrochlorothiazide
Penicillin-G
Thioridazine
Chlorothiazide
Hydrocodone
Pentazocine
Tolbutamine
() Chlorpheniramine
Hydrocortisone
Pentobarbital
Triamterene
Chlorpromazine
p-Hydroxyamphetamine
Perphenazine
Trifluoperazine
Chlorquine
O-Hydroxyhippuric acid
Phencyclidine
Trimethoprim
Cholesterol
p-Hydroxymethamphetamine Phenelzine
Trimipramine
Clomipramine
3-Hydroxytyramine
Phenobarbital
D, L-Tryptophan
Clonidine
Ibuprofen
L-Phenylephrine
Tyramine
Cocaine hydrochloride
Imipramine
-Phenylethlamine
D, L-Tyrosine
Codeine
()-Isoproterenol
Phenylpropanolamine
Uric acid
Cortisone
Isoxsuprine
Prednisolone
Verapamil
(-) Cotinine
Ketamine
Prednisone
Zomepirac
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BAR Rapid Test Dipstick (Urine)
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English

A rapid test for the qualitative detection of Barbiturates in human urine.
For medical and other professional in vitro diagnostic use only.
【INTENDED USE】
The BAR Rapid Test Dipstick (Urine) is a lateral flow chromatographic immunoassay for the detection
of Barbiturates in urine at a cut-off concentration of 300 ng/mL. This test will detect other related
compounds, please refer to the Analytical Specificity table in this package insert.
This assay provides only a qualitative, preliminary analytical test result. A more specific alternate
chemical method must be used in order to obtain a confirmed analytical result. Gas chromatography/
mass spectrometry (GC/MS) is the preferred confirmatory method. Clinical consideration and
professional judgment should be applied to any drug of abuse test result, particularly when preliminary
positive results are used.
【SUMMARY】
Barbiturates are central nervous system depressants. They are used therapeutically as sedatives,
hypnotics, and anticonvulsants. Barbiturates are almost always taken orally as capsules or tablets. The
effects resemble those of intoxication with alcohol. Chronic use of Barbiturates leads to tolerance and
physical dependence. Short acting Barbiturates taken at 400 mg/day for 2-3 months produce a
clinically significant degree of physical dependence. Withdrawal symptoms experienced during periods
of drug abstinence can be severe enough to cause death. Only a small amount (less than 5%) of most
Barbiturates are excreted unaltered in the urine. The detection period for the Barbiturates in the urine is
4-7 days.1
The BAR Rapid Test Dipstick (Urine) is a rapid urine-screening test that can be performed without the
use of an instrument. The test utilizes a monoclonal antibody to selectively detect elevated levels of
Barbiturates in urine. The BAR Rapid Test Dipstick (Urine) yields a positive result when the
Barbiturates in urine exceeds the cut-off level.
【PRINCIPLE】
The BAR Rapid Test Dipstick (Urine) is an immunoassay based on the principle of competitive binding.
Drugs that may be present in the urine specimen compete against the drug conjugate for binding sites
on the antibody.
During testing, a urine specimen migrates upward by capillary action. Barbiturates, if present in the
urine specimen below the cut-off level, will not saturate the binding sites of the antibody in the test. The
antibody coated particles will then be captured by immobilized Barbiturate-protein conjugate and a
visible colored line will show up in the test line region. The colored line will not form in the test line
region if the Barbiturate level exceeds the cut-off level because it will saturate all the binding sites of
anti-Barbiturate antibodies.
A drug-positive urine specimen will not generate a colored line in the test line region because of drug
competition, while a drug-negative urine specimen or a specimen containing a drug concentration less
than the cut-off will generate a line in the test line region. To serve as a procedural control, a colored
line will always appear at the control line region indicating that proper volume of specimen has been
added and membrane wicking has occurred.
【REAGENTS】
The test contains mouse monoclonal anti-Barbiturates antibody coupled particles and
Barbiturates-protein conjugate. A goat antibody is employed in the control line system.
【PRECAUTIONS】
 For medical and other professional in vitro diagnostic use only. Do not use after the expiration date.
 The test should remain in the sealed pouch until use.
 All specimens should be considered potentially hazardous and handled in the same manner as an
infectious agent.
 The used test should be discarded according to local regulations.
【STORAGE AND STABILITY】
Store as packaged at room temperature or refrigerated (2-30°C). The test is stable through the
expiration date printed on the sealed pouch or label of the closed canister. The test must remain in the
sealed pouch or closed canister until use. DO NOT FREEZE. Do not use beyond the expiration date.
NOTE: Once the canister has been opened, the remaining test(s) are stable for 50 days only.
【SPECIMEN COLLECTION AND PREPARATION】
Urine Assay
The urine specimen must be collected in a clean and dry container. Urine collected at any time of the
day may be used. Urine specimens exhibiting visible particles should be centrifuged, filtered, or
allowed to settle to obtain a clear specimen for testing.
Specimen Storage
Urine specimens may be stored at 2-8°C for up to 48 hours prior to testing. For prolonged storage,
specimens may be frozen and stored below -20°C. Frozen specimens should be thawed and mixed
before testing.
【MATERIALS】
Materials Provided
 Test Dipsticks
 Package insert
Materials Required But Not Provided
 Specimen collection container
 Timer
【DIRECTIONS FOR USE】
Allow the test, urine specimen, and/or controls to reach room temperature (15-30C) prior to
testing.
1. Bring the pouch to room temperature before opening it. Remove the Rapid Test Dipstick from the
sealed pouch and use it within one hour.
2. With arrows pointing toward the urine specimen, immerse the rapid test dipstick vertically in the
urine specimen for at least 10-15 seconds. Do not pass the maximum line (MAX) on the Rapid
Test Dipstick when immersing the strip. See the illustration below.

3. Place the rapid test dipstick on a non-absorbent flat surface, start the timer and wait for the colored
line(s) to appear. Read results at 5 minutes. Do not interpret the result after 10 minutes.
【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
NEGATIVE:* Two lines appear. One colored line should be in the control line region (C), and another
apparent colored line should be in the test line region (T). This negative result indicates that the
Barbiturate concentration is below the detectable cut-off level.
*NOTE: The shade of color in the test line region (T) may vary, but it should be considered negative
whenever there is even a faint colored line.
POSITIVE: One colored line appears in the control line region (C). No line appears in the test line
region (T). This positive result indicates that the Barbiturate concentration exceeds the detectable
cut-off level.
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural
techniques are the most likely reasons for control line failure. Review the procedure and repeat the test
with a new test. If the problem persists, discontinue using the test kit immediately and contact your
local distributor.
【QUALITY CONTROL】
A procedural control is included in the test. A colored line appearing in the control line region (C) is
considered an internal procedural control. It confirms sufficient specimen volume, adequate membrane
wicking and correct procedural technique.
Control standards are not supplied with this kit; however, it is recommended that positive and negative
controls be tested as good laboratory testing practice to confirm the test procedure and to verify proper
test performance.
【LIMITATIONS】
1. The BAR Rapid Test Dipstick (Urine) provides only a qualitative, preliminary analytical result. A
secondary analytical method must be used to obtain a confirmed result. Gas chromatography/ mass
spectrometry (GC/MS) is the preferred confirmatory method. 2,3
2. It is possible that technical or procedural errors, as well as other interfering substances in the urine
specimen may cause erroneous results.
3. Adulterants, such as bleach and/or alum, in urine specimens may produce erroneous results
regardless of the analytical method used. If adulteration is suspected, the test should be repeated
with another urine specimen.
4. A positive result indicates presence of the drug or its metabolites but does not indicate level of
intoxication, administration route or concentration in urine.
5. A negative result may not necessarily indicate drug-free urine. Negative results can be obtained
when drug is present but below the cut-off level of the test.
6. Test does not distinguish between drugs of abuse and certain medications.
【EXPECTED VALUES】
This negative result indicates that the Barbiturates concentration is below the detectable level of
300ng/ml. Positive result means the concentration of Barbiturates is above the level of 300ng/ml. The
BAR Rapid Test Dipstick has a sensitivity of 300ng/ml
【PERFORMANCE CHARACTERISTICS】
Accuracy
A side-by-side comparison was conducted using The BAR Rapid Test Dipstick and a commercially
available BAR rapid test. Testing was performed on 95 clinical specimens previously collected from
subjects present for Drug Screen Testing. The following results were tabulated:
Method
Other BAR Rapid Test
Total Results
Results
Positive
Negative
BAR Rapid Test
Positive
37
0
37
Dipstick
Negative
0
58
58
Total Results
37
58
95
% Agreement
>99.9%
>99.9%
>99.9%
A side-by-side comparison was conducted using The BAR Rapid Test Dipstick and GC/MS at the
cut-off of 300ng/mL. Testing was performed on 250 clinical specimens previously collected from
subjects present for Drug Screen Testing. The following results were tabulated:
Method
GC/MS
Total Results
Results
Positive
Negative
BAR Rapid Test
Positive
98
2
100
Dipstick
Negative
4
146
150
Total Results
102
148
250
% Agreement
96.1%
98.6%
97.6%
Analytical Sensitivity
A drug-free urine pool was spiked with Secobarbital at the following concentrations: 0 ng/mL,
150 ng/mL, 225 ng/mL, 300 ng/mL, 375 ng/mL, 450 ng/mL, and 900ng/mL. The result
demonstrates >99% accuracy at 50% above and 50% below the cut-off concentration. The data are
summarized below:
Visual Result
Secobarbital
Percent of Cut-off
n
Concentration (ng/mL)
Negative
Positive
0
0
30
30
0
150
-50%
30
30
0
225
-25%
30
27
3
300
Cut-off
30
15
15
375
+25%
30
3
27
450
+50%
30
0
30
900
3X
30
0
30
Analytical Specificity
The following table lists compounds that are positively detected in urine by the BAR Rapid Test
Dipstick (Urine) at 5 minutes.
Compound
Concentration(ng/mL)
Compound
Concentration
Amobarbital
5,000
Cyclopentobarbit
30,000
(ng/mL)
5,5-Diphenylhyda
8,000
Pentobarbital
8,000
al
Allobarbital
600
Alphenol
600
ntoin
Barbital
8,000
Aprobarbital
500
Talbutal
200
Butabarbital
200
Butalbital
8,000
Butethal
500
Phenobarbital
300
Secobarbital
300
Precision
A study was conducted at three hospitals by laypersons using three different lots of product to
demonstrate the within run, between run and between operator precision. An identical panel of coded
specimens, containing no Secobarbital, 25% Secobarbital above and below the cut-off, and 50%
Secobarbital above and below the 300 ng/mL cut-off was provided to each site. The following results
were tabulated:

Site A
Site B
Site C
n
per Site
+
+
+
10
10
0
10
0
10
0
10
10
0
10
0
10
0
10
9
1
8
2
9
1
10
2
8
1
9
2
8
10
0
10
0
10
0
10
Effect of Urinary Specific Gravity
Fifteen urine specimens of normal, high, and low specific gravity ranges were spiked with 150 ng/mL
and 450 ng/mL of Secobarbital respectively. The BAR Rapid Test Dipstick (Urine) was tested in
duplicate using the fifteen neat and spiked urine specimens. The results demonstrate that varying
ranges of urinary specific gravity do not affect the test results.
Effect of Urinary pH
The pH of an aliquoted negative urine pool was adjusted to a pH range of 5 to 9 in 1 pH unit increments
and spiked with Secobarbital to 150 ng/mL and 450 ng/mL. The spiked, pH-adjusted urine was tested
with The BAR Rapid Test Dipstick (Urine) in duplicate. The results demonstrate that varying ranges of
pH do not interfere with the performance of the test.
Cross-Reactivity
A study was conducted to determine the cross-reactivity of the test with compounds in either drug-free
urine or Barbiturates positive urine. The following compounds show no cross-reactivity when tested
with The BAR Rapid Test Dipstick (Urine) at a concentration of 100 g/mL.
Non Cross-Reacting Compounds
Secobarbital
Concentration (ng/mL)
0
150
225
375
450

Acetaminophenol
Acetophenetidin
N-Acetylprocainamide
Acetylsalicylic acid
Aminopyrine
Amitryptyline
Amoxicillin
Ampicillin
L-Ascorbic acid
D,L-Amphetamine sulfate
Apomorphine
Aspartame
Atropine
Benzilic acid
Benzoic acid
Benzoylecgonine
Benzphetamine
Bilirubin
() - Brompheniramine
Caffeine
Cannabidiol
Cannabinol
Chloralhydrate
Chloramphenicol
Chlorothiazide
() - Chlorpheniramine
Chlorpromazine
Chlorquine
Cholesterol
Clomipramine
Clonidine
Cocaethylene
Cocaine hydrochloride
Codeine
Cortisone
(-) Cotinine
Creatinine
Deoxycorticosterone
Dextromethorphan

Diazepam
Diclofenac
Diflunisal
Digoxin
Diphenhydramine
Doxylamine
Ecgonine hydrochloride
Ecgonine methylester
(-) -ψ-Ephedrine
[1R,2S] (-) Ephedrine
L - Epinephrine
Erythromycin
β-Estradiol
Estrone-3-sulfate
Ethyl-p-aminobenzoate
Fenoprofen
Furosemide
Gentisic acid
Hemoglobin
Hydralazine
Hydrochlorothiazide
Hydrocodone
Hydrocortisone
O-Hydroxyhippuric acid
p-Hydroxyamphetamine
p-Hydroxymethamphetamine
3-Hydroxytyramine
Ibuprofen
Imipramine
Iproniazid
() - Isoproterenol
Isoxsuprine
Ketamine
Ketoprofen
Labetalol
Levorphanol
Loperamide
Maprotiline

MDE
Meperidine
Meprobamate
Methadone
L-Methamphetamine
Methoxyphenamine
() - 3,4-Methylenedioxyamphetamine
() - 3,4-Methylenedioxy
methmphetamine
Morphine-3-β-D glucuronide
Morphine Sulfate
Nalidixic acid
Naloxone
Naltrexone
Naproxen
Niacinamide
Nifedipine
Norcodein
Norethindrone
D-Norpropoxyphene
Noscapine
D,L-Octopamine
Oxalic acid
Oxazepam
Oxolinic acid
Oxycodone
Oxymetazoline
Papaverine
Penicillin-G
Pentazocine hydrochloride
Perphenazine
Phencyclidine
Phenelzine
Phentermine
Trans-2-phenylcyclopropylamine hydrochloride
L-Phenylephrine
β-Phenylethylamine

Phenylpropanolamine
Prednisolone
Prednisone
Procaine
Promazine
Promethazine
D,L-Propranolol
D-Propoxyphene
D-Pseudoephedrine
Quinacrine
Quinidine
Quinine
Ranitidine
Salicylic acid
Serotonin
Sulfamethazine
Sulindac
Temazepam
Tetracycline
Tetrahydrocortisone,
3-Acetate
Tetrahydrocortisone
3-(β-D-glucuronide)
Tetrahydrozoline
Thiamine
Thioridazine
D,L-Tyrosine
Tolbutamide
Triamterene
Trifluoperazine
Trimethoprim
Trimipramine
Tryptamine
D,L-Tryptophan
Tyramine
Uric acid
Verapamil
Zomepirac

【BIBLIOGRAPHY】
1. Tietz NW. Textbook of Clinical Chemistry. W.B. Saunders Company. 1986; 1735
2. Baselt RC. Disposition of Toxic Drugs and Chemicals in Man. 2nd Ed. Biomedical Publ., Davis, CA.
1982; 488
3. Hawks RL, CN Chiang. Urine Testing for Drugs of Abuse. National Institute for Drug Abuse (NIDA),
Research Monograph 73, 1986
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A rapid test for the qualitative detection of Benzodiazepines in human urine.
For medical and other professional in vitro diagnostic use only.
【INTENDED USE】
The BZO Rapid Test Dipstick (Urine) is a rapid chromatographic immunoassay for the detection of
Oxazepam (major metabolite) in urine at a cut-off concentration of 300ng/ml. This test will detect other
related compounds, please refer to the Analytical Specificity table in this package insert.
This assay provides only a qualitative, preliminary analytical test result. A more specific alternate
chemical method must be used in order to obtain a confirmed analytical result. Gas
chromatography/mass spectrometry (GC/MS) is the preferred confirmatory method. Clinical
consideration and professional judgment should be applied to any drug of abuse test result, particularly
when preliminary positive results are used.
【SUMMARY】
Benzodiazepines are medications that are frequently prescribed for the symptomatic treatment of
anxiety and sleep disorders. They produce their effects via specific receptors involving a
neurochemical called gamma aminobutyric acid (GABA). Because they are safer and more effective,
Benzodiazepines have replaced Barbiturates in the treatment of both anxiety and insomnia.
Benzodiazepines are also used as sedatives before some surgical and medical procedures, and for the
treatment of seizure disorders and alcohol withdrawal.
Risk of physical dependence increases if Benzodiazepines are taken regularly (e.g., daily) for more
than a few months, especially at higher than normal doses. Stopping abruptly can bring on such
symptoms as trouble sleeping, gastrointestinal upset, feeling unwell, loss of appetite, sweating,
trembling, weakness, anxiety and changes in perception. Only trace amounts (less than 1%) of most
Benzodiazepines are excreted unaltered in the urine; most of the concentration in urine is conjugated
drug. The detection period for the Benzodiazepines in the urine is 3-7 days.
The BZO Rapid Test Dipstick (Urine) is a rapid urine-screening test that can be performed without the
use of an instrument. The test utilizes the antibody to selectively detect elevated levels of
Benzodiazepines in urine. The BZO Benzodiazepines Test Dipstick (Urine) yields a positive result
when the Benzodiazepines in urine exceeds the cut-off level.
【PRINCIPLE】
The BZO Rapid Test Dipstick (Urine) is an immunoassay based on the principle of competitive binding.
Drugs which may be present in the urine specimen compete against the drug conjugate for binding
sites on the antibody.
During testing, a urine specimen migrates upward by capillary action. Benzodiazepines, if present in
the urine specimen below the cut-off level, will not saturate the binding sites of the antibody in the test.
The antibody coated particles will then be captured by immobilized Benzodiazepines-protein conjugate
and a visible colored line will show up in the test line region. The colored line will not form in the test
line region if the Benzodiazepines level exceeds the cut-off level, because it will saturate all the binding
sites of anti-Benzodiazepines antibody.
A drug-positive urine specimen will not generate a colored line in the test line region because of drug
competition, while a drug-negative urine specimen or a specimen containing a drug concentration less
than the cut-off will generate a line in the test line region. To serve as a procedural control, a colored
line will always appear at the control line region indicating that proper volume of specimen has been
added and membrane wicking has occurred.
【REAGENTS】
The test contains mouse monoclonal anti-Benzodiazepines antibody coupled particles and
Benzodiazepines-protein conjugate. A goat antibody is employed in the control line system.
【PRECAUTIONS】
 For medical and other professional in vitro diagnostic use only. Do not use after the expiration date.
 The test should remain in the sealed pouch until use.
 All specimens should be considered potentially hazardous and handled in the same manner as an
infectious agent.
 The used test should be discarded according to local regulations.
【STORAGE AND STABILITY】
Store as packaged at room temperature or refrigerated (2-30°C). The test is stable through the
expiration date printed on the sealed pouch or label of the closed canister. The test must remain in the
sealed pouch or closed canister until use. DO NOT FREEZE. Do not use beyond the expiration date.
NOTE: Once the canister has been opened, the remaining test(s) are stable for 50 days only.
【SPECIMEN COLLECTION AND PREPARATION】
Urine Assay
The urine specimen must be collected in a clean and dry container. Urine collected at any time of the
day may be used. Urine specimens exhibiting visible particles should be centrifuged, filtered, or
allowed to settle to obtain a clear specimen for testing.
Specimen Storage
Urine specimens may be stored at 2-8°C for up to 48 hours prior to testing. For prolonged storage,
specimens may be frozen and stored below -20°C. Frozen specimens should be thawed and mixed
before testing.
【MATERIALS】
Materials Provided
 Test Dipsticks
 Package insert
Materials Required But Not Provided
 Specimen collection container
 Timer
【DIRECTIONS FOR USE】
Allow the test, urine specimen, and/or controls to reach room temperature (15-30C) prior to
testing.
1. Bring the pouch to room temperature before opening it. Remove the test dipstick from the sealed
pouch and use it within one hour.
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2. With arrows pointing toward the urine specimen, immerse the test dipstick vertically in the urine
specimen for at least 10-15 seconds. Do not pass the maximum line (MAX) on the Test Dipstick
when immersing the strip. See the illustration below.
3. Place the test dipstick on a non-absorbent flat surface, start the timer and wait for the colored line(s)
to appear. Read results at 5 minutes. Do not interpret the result after 10 minutes
【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
NEGATIVE:* Two lines appear. One colored line should be in the control line region (C), and another
apparent colored line should be in the test line region (T). This negative result indicates that the
Benzodiazepine concentration is below the detectable cut-off level.
*NOTE: The shade of color in the test line region (T) may vary, but it should be considered negative
whenever there is even a faint colored line.
POSITIVE: One colored line appears in the control line region (C). No line appears in the test line
region (T). This positive result indicates that the Benzodiazepine concentration exceeds the detectable
cut-off level.
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural techniques are
the most likely reasons for control line failure. Review the procedure and repeat the test with a new test. If the
problem persists, discontinue using the test kit immediately and contact your local distributor.
【QUALITY CONTROL】
A procedural control is included in the test. A colored line appearing in the control line region (C) is
considered an internal procedural control. It confirms sufficient specimen volume, adequate membrane
wicking and correct procedural technique.
Control standards are not supplied with this kit; however, it is recommended that positive and negative
controls be tested as good laboratory testing practice to confirm the test procedure and to verify proper
test performance.
【LIMITATIONS】
1. The BZO Rapid Test Dipstick (Urine) provides only a qualitative, preliminary analytical result. A
secondary analytical method must be used to obtain a confirmed result. Gas chromatography/mass
spectrometry (GC/MS) is the preferred confirmatory method. 1,2
2. It is possible that technical or procedural errors, as well as other interfering substances in the urine
specimen may cause erroneous results.
3. Adulterants, such as bleach and/or alum, in urine specimens may produce erroneous results regardless of
the analytical method used. If adulteration is suspected, the test should be repeated with another urine
specimen.
4. A positive result indicates presence of the drug or its metabolites but does not indicate level of
intoxication, administration route or concentration in urine.
5. A negative result may not necessarily indicate drug-free urine. Negative results can be obtained
when drug is present but below the cut-off level of the test.
6. Test does not distinguish between drugs of abuse and certain medications.
【EXPECTED VALUES】
This negative result indicates that the Benzodiazepines concentration is below the detectable level of
300ng/ml. Positive result means the concentration of Benzodiazepines is above the level of 300ng/ml.
The BZO Rapid Test Dipstick has a sensitivity of 300ng/ml
【PERFORMANCE CHARACTERISTICS】
Accuracy
A side-by-side comparison was conducted using The BZO Rapid Test Dipstick (Urine) and a
commercially available BZO rapid test. Testing was performed on 95 clinical specimens previously
collected from subjects present for Drug Screen Testing. The following results were tabulated:
Method
Other BZO Rapid Test
Total Results
Results
Positive
Negative
BZO Rapid
Positive
43
0
43
Test Dipstick
Negative
0
52
52
Total Results
43
52
95
% Agreement
>99.9%
>99.9%
>99.9%
A side-by-side comparison was conducted using The BZO Rapid Test Dipstick (Urine) and GC/MS at the
cut-off of 300ng/ml. Testing was performed on 250 clinical specimens previously collected from subjects
present for Drug Screen Testing. The following results were tabulated:
Method
GC/MS
Total Results
Results
Positive
Negative
BZO Rapid
Positive
121
1
122
Test Dipstick
Negative
2
126
128
Total Results
123
127
250
% Agreement
98.4%
99.2%
98.8%
Analytical Sensitivity
A drug-free urine pool was spiked with Oxazepam at the following concentrations: 0ng/ml, 150ng/ml, 225
ng/ml, 300ng/ml, 375ng/ml, 450ng/ml and 900 ng/ml. The result demonstrates >99% accuracy at 50%
above and 50% below the cut-off concentration. The data are summarized below:
Visual Result
Oxazepam
Percent of Cut-off
n
Concentration (ng/mL)
Negative
Positive
0
0
30
30
0
150
-50%
30
30
0
225
-25%
30
27
3
300
Cut-off
30
15
15
375
+25%
30
3
27
450
+50%
30
0
30
900
3X
30
0
30
Analytical Specificity
The following table lists compounds that are positively detected in urine by the BZO Rapid Test
Dipstick (Urine) at 5 minutes.
Compound
Concentration (ng/mL) Compound
Concentration (ng/mL)
Alprazolam
100
Flunitrazepam
200
a-hydroxyalprazolam
1,500
() Lorazepam
3,000
Bromazepam
900
RS-Lorazepam glucuronide
200
Chlordiazepoxide
900
Midazolam
6,000
Clobazam
200
Nitrazepam
200
Clonazepam
500
Norchlordiazepoxide
100
Clorazepate dipotassium
500
Nordiazepam
900
Delorazepam
900
Oxazepam
300
Desalkylflurazepam
200
Temazepam
100
Diazepam
300
Triazolam
3,000
Estazolam
6,000
Precision
A study was conducted at three hospitals by laypersons using three different lots of product to

demonstrate the within run, between run and between operator precision. An identical panel of coded
specimens containing, according to GC/MS, no Oxazepam, 25% Oxazepam above and below the
cut-off and 50% Oxazepam above and below the 300ng/ml cut-off was provided to each site. The
following results were tabulated:
Site A
Site B
Site C
Oxazepam
n
Concentration (ng/mL)
per Site
+
+
+
0
10
10
0
10
0
10
0
150
10
10
0
10
0
10
0
225
10
9
1
9
1
9
1
375
10
1
9
1
9
1
9
450
10
0
10
0
10
0
10
Effect of Urinary Specific Gravity
Fifteen urine specimens of normal, high, and low specific gravity ranges were spiked with 150ng/ml
and 450ng/ml of Oxazepam. The BZO Test Dipstick (Urine) was tested in duplicate using the fifteen
neat and spiked urine specimens. The results demonstrate that varying ranges of urinary specific
gravity do not affect the test results.
Effect of Urinary pH
The pH of an aliquoted negative urine pool was adjusted to a pH range of 5 to 9 in 1 pH unit increments
and spiked with Oxazepam to 150ng/ml and 450ng/ml. The spiked, pH-adjusted urine was tested with
the BZO Rapid Test Dipstick (Urine) in duplicate. The results demonstrate that varying ranges of pH do
not interfere with the performance of the test.
Cross-Reactivity
A study was conducted to determine the cross-reactivity of the test with compounds in either drug-free
urine or Oxazepam positive urine. The following compounds show no cross-reactivity when tested with
the BZO Rapid Test Dipstick (Urine) at a concentration of 100 g/ml.
Non Cross-Reacting Compounds
Acetaminophen
Deoxycorticosterone
MDE
β-Phenylethylamine
Acetophenetidin
Dextromethorphan
Meperidine
Phenylpropanolamine
N-Acetylprocainamide Diclofenac
Meprobamate
Prednisolone
Acetylsalicylic acid
Diflunisal
Methadone
Prednisone
Aminopyrine
Digoxin
L-Methamphetamine
Procaine
Amitryptyline
Diphenhydramine
Methoxyphenamine
Promazine
Amobarbital
Doxylamine
(±) - 3,4-MethylenedioxyPromethazine
Amoxicillin
Ecgonine
amphetamine
D,L-Propranolol
Ampicillin
Ecgonine methylester
(±) - 3,4-MethylenedioxyD-Propoxyphene
L-Ascorbic acid
(-)-ψ-Ephedrine
methamphetamine
D-Pseudoephedrine
D,L-Amphetamine sulfate [1R,2S] (-) Ephedrine
Morphine-3-β-D glucuronide Quinacrine
Apomorphine
(L) - Epinephrine
Morphine Sulfate
Quinidine
Aspartame
Erythromycin
Nalidixic acid
Quinine
Atropine
β-Estradiol
Naloxone
Ranitidine
Benzilic acid
Estrone-3-sulfate
Naltrexone
Salicylic acid
Benzoic acid
Ethyl-p-aminobenzoate
Naproxen
Secobarbital
Benzoylecgonine
Fenoprofen
Niacinamide
Serotonin
Benzphetamine
Furosemide
Nifedipine
Sulfamethazine
Bilirubin
Gentisic acid
Norcodein
Sulindac
(±) – Brompheniramine Hemoglobin
Norethindrone
Tetracycline
Caffeine
Hydralazine
D-Norpropoxyphene
Tetrahydrocortisone,
Cannabidiol
Hydrochlorothiazide
Noscapine
3-Acetate
Cannabinol
Hydrocodone
D,L-Octopamine
Tetrahydrocortisone
Chloralhydrate
Hydrocortisone
Oxalic acid
3-(β-D-glucuronide)
Chloramphenicol
O-Hydroxyhippuric acid
Oxolinic acid
Tetrahydrozoline
Chlorothiazide
p-Hydroxyamphetamine
Oxycodone
Thiamine
(±) – Chlorpheniramine p-HydroxyOxymetazoline
Thioridazine
Chlorpromazine
methamphetamine
Papaverine
D,L-Tyrosine
Chlorquine
3-Hydroxytyramine
Penicillin-G
Tolbutamide
Cholesterol
Ibuprofen
Pentazocine
Triamterene
Clomipramine
Imipramine
Pentobarbital
Trifluoperazine
Clonidine
Iproniazid
Perphenazine
Trimethoprim
Cocaethylene
(±) - Isoproterenol
Phencyclidine
Trimipramine
Cocaine
Isoxsuprine
Phenelzine
Tryptamine
Codeine
Ketamine
Phenobarbital
D,L-Tryptophan
Cortisone
Ketoprofen
Phentermine
Tyramine
(-) Cotinine
Labetalol
Trans-2-phenylcycloUric acid
Creatinine
Loperamide
propylamine hydrochloride Verapamil
Maprotiline
L-Phenylephrine
Zomepirac
【BIBLIOGRAPHY】
1. Baselt RC. Disposition of Toxic Drugs and Chemicals in Man. 2nd Ed. Biomedical Publ., Davis, CA.
1982; 488
2. Hawks RL, CN Chiang. Urine Testing for Drugs of Abuse. National Institute for Drug Abuse (NIDA),
Research Monograph 73, 1986
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A rapid test for the qualitative detection of Cocaine metabolite in human urine.
For professional in vitro diagnostic use only.
【INTENDED USE】
The COC Rapid Test Dipstick is a rapid chromatographic immunoassay for the qualitative detection of
Cocaine metabolite, Benzoylecgonine, in human urine at a cut-off concentration of 300 ng/mL. This
test will detect other related compounds, please refer to the Analytical Specificity table in this package
insert.
This assay provides only a preliminary analytical test result. A more specific alternate chemical method
must be used in order to obtain a confirmed analytical result. Gas chromatography/mass spectrometry
(GC/MS) is the preferred confirmatory method. Clinical consideration and professional judgment
should be applied to any drug of abuse test result, particularly when preliminary positive results are
used.
【SUMMARY】
Cocaine is a potent central nervous system (CNS) stimulant and a local anesthetic. Initially, it brings
about extreme energy and restlessness while gradually resulting in tremors, over-sensitivity and
spasms. In large amounts, Cocaine causes fever, unresponsiveness, and difficulty in breathing and
unconsciousness. Cocaine is often self-administered by nasal inhalation, intravenous injection and
free-base smoking. It is excreted in the urine in a short time primarily as Benzoylecgonine.1,2
Benzoylecgonine, a major metabolite of Cocaine, has a longer biological half-life (5 - 8 hours) than
Cocaine (0.5 - 1.5 hours), and can generally be detected for 24-48 hours after Cocaine exposure.2
The COC (Cocaine) Test Dipstick is a rapid urine screening test that can be performed without the use
of an instrument. The test utilizes a monoclonal antibody to selectively detect elevated levels of
Cocaine metabolite in urine. The COC Rapid Test Dipstick yields a positive result when the Cocaine
metabolite in urine exceeds 300ng/ml. This is the suggested screening cut-off for positive specimens
set by the Substance Abuse and Mental Health Services Administration (SAMHSA, USA).
【PRINCIPLE】
The COC Rapid Test Dipstick is an immunoassay based on the principle of competitive binding. Drugs
which may be present in the urine specimen compete against the drug conjugate for binding sites on
the antibody. During testing, a urine specimen migrates upward by capillary action. Benzoylecgonine,
if present in the urine specimen below 300ng/ml, will not saturate the binding sites of antibody in the
test. The antibody coated particles will then be captured by immobilized Benzoylecgonine conjugate
and a visible colored line will appear in the test line region. The colored line will not form in the test line
region if the Benzoylecgonine level is above 300ng/ml because it will saturate all the binding sites of
antibodies.
A drug-positive urine specimen will not generate a colored line in the test line region because of drug
competition, while a drug-negative urine specimen or a specimen containing a drug concentration less
than the cut-off will generate a line in the test line region. To serve as a procedural control, a colored
line will always appear at the control line region indicating that proper volume of specimen has been
added and membrane wicking has occurred.
【REAGENTS】
The test contains mouse monoclonal anti-Benzoylecgonine antibody-coupled particles and
Benzoylecgonine-protein conjugate. A goat antibody is employed in the control line system.
【PRECAUTIONS】
Please read all the information in this package insert before performing the test.
• For medical and other professional in vitro diagnostic use only. Do not use after the exp. date.
• The test should remain in the sealed pouch until use.
• All specimens should be considered potentially hazardous and handled in the same manner as an
infectious agent.
• The used test should be discarded according to local regulations.
【STORAGE AND STABILITY】
Store as packaged at room temperature or refrigerated (2-30°C). The test is stable through the
expiration date printed on the sealed pouch or label of the closed canister. The test must remain in the
sealed pouch or closed canister until use. DO NOT FREEZE. Do not use beyond the expiration date.
NOTE: Once the canister has been opened, the remaining test(s) are stable for 50 days only.
【SPECIMEN COLLECTION AND PREPARATION】
Urine Assay
The urine specimen must be collected in clean and dry container. Urine collected at any time of the
day may be used. Urine specimens exhibiting visible particles should be centrifuged, filtered, or
allowed to settle to obtain a clear specimen for testing
Specimen Collection
Urine specimens may be stored at 2-8°C for up to 48 hours prior to assay. For long-term storage,
specimens may be frozen and stored below -20°C. Frozen specimens should be thawed and mixed
before testing.
【MATERIALS PROVIDED】
Material provided
• Test dipsticks
• Package insert
Materials required but not provided
• Specimen collection container
• Timer
【DIRECTIONS FOR USE】
1. Bring the pouch to room temperature before opening it. Remove the Test Dipstick from the sealed
pouch and use it within one hour.
2. With arrows pointing towards the urine specimen, immerse the Test Dipstick vertically in the urine
specimen in such a way that urine does not cross MAX line on the Test Dipstick for 10-15 seconds.
See the illustration below.
3. Wait for the color line(s) to appear. The result should be read at 5 minutes. Do not interpret the
result after 10 minutes.
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【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
NEGATIVE:* Two lines appear. One color line should be in the control region (C), and another
apparent color line should be in the test region (T). This negative result indicates that the
Benzoylecgonine concentration is below the detectable level of 300ng/ml.
*NOTE: The shade of color in the test region (T) may vary, but it should be considered negative
whenever there is even a faint color line.
POSITIVE: One color line appears in the control region (C). No line appears in the test region (T). This
positive result indicates that the Benzoylecgonine concentration is above the detectable level of
300ng/ml.
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural techniques
are the most likely reasons for control line failure. Review the procedure and repeat the test with a new
Test Dipstick. If the problem persists, discontinue using the Test Dipstick immediately and contact your
local distributor.
【QUALITY CONTROL】
A procedural control is included in the test. A color line appearing in the control region (C) is
considered an internal procedural control. It confirms sufficient specimen volume and correct
procedural technique.
Control standards are not supplied with this Test Dipstick; however it is recommended that positive
and negative controls be tested as good laboratory testing practices to confirm the test procedure and
to verify proper test performance.
【LIMITATIONS】
1. The COC Rapid Test Dipstick provides only a qualitative, preliminary analytical result. A secondary
analytical method must be used to obtain a confirmed result. Gas chromatography/mass
spectrophotometry (GC/MS) is the preferred confirmatory method. 1,2
2. It is possible that technical or procedural errors, as well as other interfering substances in the urine
specimen may cause erroneous results.
3. Adulterants, such as bleach and/or alum, in urine specimens may produce erroneous results
regardless of the analytical method used. If adulteration is suspected, the test should be repeated
with another urine specimen.
4. A positive result indicates presence of the drug or its metabolites but does not indicate level of
intoxication, administration route or concentration in urine.
5. A negative result may not necessarily indicate drug-free urine. Negative results can be obtained
when drug is present but below the cut-off level of the test.
6. Test does not distinguish between drugs of abuse and certain medications.
【EXPECTED VALUES】
This negative result indicates that the Benzoylecgonine concentration is below the detectable level of
300ng/ml. Positive result means the concentration of Benzoylecgonine is above the level of 300ng/ml.
The COC Rapid Test Dipstick has a sensitivity of 300ng/ml
【PERFORMANCE CHARACTERISTICS】
Sensitivity and Specificity
A side-by-side comparison was conducted using The COC Rapid Test Dipstick and a commercially
available COC rapid test. Testing was performed on 100 clinical specimens previously collected from
subjects present for Drug Screen Testing. The following results were tabulated:
Method
Other COC Rapid Test
Total Results
Results
Positive
Negative
The COC Rapid Test Dipstick
Positive
40
0
40
Negative
0
60
60
Total Results
40
60
100
% Agreement with this Rapid Test
>99.9%
>99.9%
>99.9%
A side-by-side comparison was conducted using The COC Rapid Test Dipstick and GC/MS at the cutoff of 300ng/ml. Testing was performed on 250 clinical specimens previously collected from subjects
present for Drug Screen Testing. The following results were tabulated:
Method
GC/MS
Total
Results
Results
Positive
Negative
The COC Rapid Test Dipstick
Positive
111
3
114
Negative
2
134
136
Total Results
113
137
250
% Agreement with this Rapid Test
98.2%
97.8%
98.0%
The following table lists
Dipstick at 5 minutes.
Compound
Benzoylecgonine
Cocaine HCl

Analytical Specificity
compounds that are positively detected in urine by the COC Rapid Test
Concentration(ng/ml)
300
200

Compound
Cocaethylene
Ecgonine HCl

Concentration(ng/ml)
20,000
30,000

Analytical Sensitivity
A drug-free urine pool was spiked with Benzoylecgonine at the following concentrations: 0ng/ml,
150ng/ml,
225ng/ml,
300ng/ml,
375ng/ml,
450ng/ml
and
900ng/ml.
The
result
demonstrates >99%accuracy at 50% above and 50% below the cut-off concentration. The data are
summarized below:
Visual Result
Benzoylecgonine
Cut-off
n
Concentration(ng/ml)
+
0
0
30
30
0
150
-50%
30
30
0
225
-25%
30
26
4
300
Cut-off
30
13
17
375
+25%
30
3
27
450
+50%
30
0
30
900
3×
30
0
30
Precision
A study was conducted at three hospitals by laypersons using three different lots of product to
demonstrate the within run, between run and between operator precision. An identical panel of coded
specimens containing, according to GC/MS, no Benzoylecgonine, 25% Benzoylecgonine above and
below the cut-off, and 50% Benzoylecgonine above and below the 300ng/ml cut-off was provided to
each site. The results are given below:
Benzoylecgonine
Site A
Site B
Site C
n per Site
Concentration(ng/ml)
+
+
+
0
10
10
0
10
0
10
0
150
10
10
0
10
0
10
0
225
10
9
1
9
1
9
1
375
10
1
9
1
9
1
9
450
10
0
10
0
10
0
10

Effect of Urinary Specific Gravity
Fifteen urine specimens of normal, high, and low specific gravity ranges were spiked with 150ng/ml
and 450ng/ml of Benzoylecgonine. The COC Rapid Test Dipstick was tested in duplicate using the
fifteen neat and spiked urine specimens. The results demonstrate that varying ranges of urinary
specific gravity do not affect the test results.
Effect of Urinary pH
The pH of an aliquoted negative urine pool was adjusted to a pH range of 5 to 9 in 1 pH unit
increments and spiked with Benzoylecgonine to 150ng/ml and 450ng/ml. The spiked, pH-adjusted
urine was tested with the COC Rapid Test Dipstick in duplicate. The results demonstrate that varying
ranges of pH do not interfere with the performance of the test.
Cross-Reactivity
A study was conducted to determine the cross-reactivity of the test with compounds in either drug-free
urine or Benzoylecgonine positive urine. The following compounds show no cross-reactivity when
tested with COC Rapid Test Dipstick at a concentration of 100µg/ml
Non Cross-Reacting Compounds
Acetominophen
Diazepam
Methadone
Prednisone
Acetophenetidin
Diclofenac
Methoxyphenamine
Procaine
N-Acetylprocainamide
Diflunisal
(±)-3,4-MethylenedioxyPromazine
Acetylsalicylic acid
Digoxin
amphetamine
Promethazine
Aminopyrine
Diphenhydramine
(±)-3,4-MethylenedioxyD,L-Propranolol
Amitryptyline
Doxylamine
methamphetamine
D-Propoxyphene
Amobarbital
Ecgonine methylester
Morphine-3-β-D
D-Pseudoephedrine
Amoxicillin
(-)-ψ-Ephedrine
glucuronide
Quinidine
Ampicillin
Erythromycin
Morphine Sulfate
Quinine
L-Ascorbic acid
β-Estradiol
Nalidixic acid
Ranitidine
D,L-Amphetamine sulfate Estrone-3-sulfate
Naloxone
Salicylic acid
Apomorphine
Ethyl-p-aminobenzoate
Naltrexone
Secobarbital
Aspartame
Fenoprofen
Naproxen
Serotonin
Atropine
Furosemide
Niacinamide
Sulfamethazine
Benzilic acid
Gentisic acid
Nifedipine
Sulindac
Benzoic acid
Hemoglobin
Norcodein
Temazepam
Benzphetamine
Hydralazine
Norethindrone
Tetracycline
Bilirubin
Hydrochlorothiazide
D-Norpropoxyphene
Tetrahydrocortisone,
(±) -Brompheniramine
Hydrocodone
Noscapine
3-Acetate
Caffeine
Hydrocortisone
D,L-Octopamine
Tetrahydrocortisone
Cannabidiol
O-Hydroxyhippuric acid Oxalic acid
3-(β-D glucuronide)
Cannabinol
p-HydroxyOxazepam
Tetrahydrozoline
Chloralhydrate
methamphetamine
Oxolinic acid
Thebaine
Chloramphenicol
3-Hydroxytyramine
Oxycodone
Thiamine
Chlordiazepoxide
Ibuprofen
Oxymetazoline
Thioridazine
Chlorothiazide
Imipramine
Papaverine
D,L-Tyrosine
(±) -Chlorpheniramine
Iproniazid
Penicillin-G
Tolbutamide
Chlorpromazine
(±) - Isoproterenol
Pentobarbital
Triamterene
Chlorquine
Isoxsuprine
Perphenazine
Trifluoperazine
Cholesterol
Ketamine
Phencyclidine
Trimethoprim
Clomipramine
Ketoprofen
Phenelzine
Trimipramine
Clonidine
Labetalol
Phenobarbital
Tryptamine
Codeine
Levorphanol
Phentermine
D,L-Tryptophan
Cortisone
Loperamide
L-Phenylephrine
Tyramine
(-) Cotinine
Maprotiline
β-Phenylethylamine
Uric acid
Creatinine
Meperidine
Phenylpropanolamine
Verapamil
Deoxycorticosterone
Meprobamate
Prednisolone
Zomepirac
Dextromethorphan
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MDMA Rapid Test Cassette (Urine)
Package Insert
REF DMD-102

English

A rapid test for the qualitative detection of Methylenedioxy-methamphetamine (MDMA) in human urine.
For medical and other professional in vitro diagnostic use only.
【INTENDED USE】
The MDMA Rapid Test Cassette (Urine) is a rapid chromatographic immunoassay for the detection of
Methylenedioxy-methamphetamine (primary ingredient of Ecstasy) in human urine at a cut-off
concentration of 500 ng/mL. This test will detect other related compounds, please refer to the Analytical
Specificity table in this package insert.
This assay provides only a qualitative, preliminary analytical test result. A more specific alternate
chemical method must be used in order to obtain a confirmed analytical result. Gas
chromatography/mass spectrometry (GC/MS) is the preferred confirmatory method. Clinical
consideration and professional judgment should be applied to any drug of abuse test result, particularly
when preliminary positive results are used.
【SUMMARY】
Methylenedioxy-methamphetamine (Ecstasy) is a designer drug first synthesized in 1914 by a German
drug company for the treatment of obesity. 1 Those who take the drug frequently report adverse effects,
such as increased muscle tension and sweating. MDMA is not clearly a stimulant, although it has, in
common with amphetamine drugs, a capacity to increase blood pressure and heart rate. MDMA does
produce some perceptual changes in the form of increased sensitivity to light, difficulty in focusing, and
blurred vision in some users. Its mechanism of action is thought to be via release of the
neurotransmitter serotonin. MDMA may also release dopamine, although the general opinion is that
this is a secondary effect of the drug (Nichols and Oberlender, 1990). The most pervasive effect of
MDMA, occurring in virtually all people who have taken a reasonable dose of the drug, is to produce a
clenching of the jaws. The MDMA Rapid Test Cassette (Urine) yields a positive result when
Methylenedioxy-methamphetamine in urine exceeds 500 ng/mL.
【PRINCIPLE】
The MDMA Rapid Test Cassette (Urine) is an immunoassay based on the principle of competitive
binding. Drugs which may be present in the urine specimen compete against the drug conjugate for
binding sites on the antibody.
During testing, a urine specimen migrates upward by capillary action. Methylenedioxymethamphetamine, if present in the urine specimen below 500 ng/mL, will not saturate the binding sites
of antibody coated particles in the test. The antibody coated particles will then be captured by
immobilized Methylenedioxy-methamphetamine conjugate and a visible colored line will show up in the
test line region. The colored line will not form in the test line region if the Methylenedioxymethamphetamine level exceeds 500 ng/mL because it will saturate all the binding sites of
anti-Methylenedioxy-methamphetamine antibodies.
A drug-positive urine specimen will not generate a colored line in the test line region, while a
drug-negative urine specimen or a specimen containing a drug concentration less than the cut-off will
generate a line in the test line region. To serve as a procedural control, a colored line will always
appear at the control line region indicating that proper volume of specimen has been added and
membrane wicking has occurred.
【REAGENTS】
The test contains mouse monoclonal anti-Methylenedioxy-methamphetamine antibody-coupled
particles and Methylenedioxy-methamphetamine-protein conjugate. A goat antibody is employed in the
control line system.
【PRECAUTIONS】
 For medical and other professional in vitro diagnostic use only. Do not use after the expiration date.
 The test should remain in the sealed pouch until use.
 All specimens should be considered potentially hazardous and handled in the same manner as an
infectious agent.
 The used test should be discarded according to local regulations.
【STORAGE AND STABILITY】
Store as packaged in the sealed pouch either at room temperature or refrigerated (2-30°C). The test is
stable through the expiration date printed on the sealed pouch. The test must remain in the sealed
pouch until use. DO NOT FREEZE. Do not use beyond the expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
Urine Assay
The urine specimen must be collected in a clean and dry container. Urine collected at any time of the
day may be used. Urine specimens exhibiting visible particles should be centrifuged, filtered, or allowed
to settle to obtain a clear specimen for testing.
Specimen Storage
Urine specimens may be stored at 2-8°C for up to 48 hours prior to assay. For long-term storage,
specimens may be frozen and stored below -20°C. Frozen specimens should be thawed and mixed
before testing.
【MATERIALS】
Materials Provided
 Test cassettes
 Droppers
 Package insert
Materials Required But Not Provided
 Specimen collection container
 Timer
【DIRECTIONS FOR USE】
Allow test, urine specimen, and/or controls to reach room temperature (15-30°C) prior to testing.
1. Bring the pouch to room temperature before opening it. Remove the cassette from the sealed
pouch and use it within one hour.
2. Place the cassette on a clean and level surface. Hold the dropper vertically and transfer 3 full
drops of urine (approx. 120l) to the specimen well of the cassette, and then start the timer. Avoid
trapping air bubbles in the specimen well. See illustration below.
3. Wait for the color line(s) to appear. The result should be read at 5 minutes. Do not interpret the
result after 10 minutes.

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
NEGATIVE:* Two lines appear. One colored line should be in the control line region (C), and another
apparent colored line should be in the test line region (T). This negative result indicates that the
Methylenedioxy-methamphetamine concentration is below the detectable level (500 ng/mL).
*NOTE: The shade of color in the test line region (T) may vary, but it should be considered negative
whenever there is even a faint colored line.
POSITIVE: One colored line appears in the control line region (C). No line appears in the test line
region (T). This positive result indicates that the Methylenedioxy-methamphetamine concentration
exceeds the detectable level (500 ng/mL).
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural
techniques are the most likely reasons for control line failure. Review the procedure and repeat the test
using a new test. If the problem persists, discontinue using the lot immediately and contact your local
distributor.
【QUALITY CONTROL】
A procedural control is included in the test. A colored line appearing in the control line region (C) is
considered an internal procedural control. It confirms sufficient specimen volume, adequate membrane
wicking and correct procedural technique.
Control standards are not supplied with this kit; however, it is recommended that positive and negative
controls be tested as good laboratory practice to confirm the test procedure and to verify proper test
performance.
【LIMITATIONS】
1. The MDMA Rapid Test Cassette (Urine) provides only a qualitative, preliminary analytical result. A
secondary analytical method must be used to obtain a confirmed result. Gas chromatography/mass
spectrometry (GC/MS) is the preferred confirmatory method. 2,3
2. It is possible that technical or procedural errors, as well as other interfering substances in the urine
specimen may cause erroneous results.
3. Adulterants, such as bleach and/or alum, in urine specimens may produce erroneous results
regardless of the analytical method used. If adulteration is suspected, the test should be repeated
with another urine specimen.
4. A positive result indicates presence of the drug or its metabolites but does not indicate level of
intoxication, administration route or concentration in urine.
5. A negative result may not necessarily indicate drug-free urine. Negative results can be obtained
when drug is present but below the cut-off level of the test.
6. Test does not distinguish between drugs of abuse and certain medications.
7. A positive test result might be obtained from certain foods or food supplements.
【EXPECTED VALUES】
This negative result indicates that the Methylenedioxy-methamphetamine concentration is below the
detectable level of 500ng/ml. Positive result means the concentration of Methylenedioxymethamphetamine is above the level of 500ng/ml. The MDMA Rapid Test Cassette has a sensitivity of
500ng/ml.
【PERFORMANCE CHARACTERISTICS】
Accuracy
A side-by-side comparison was conducted using The MDMA Rapid Test Cassette and a commercially
available MDMA rapid test. Testing was performed on 110 clinical specimens previously collected from
subjects present for Drug Screen Testing. The following results were tabulated:
Method
Other MDMA Rapid Test
Total Results
Results
Positive
Negative
MDMA Rapid Test
Positive
48
0
48
Cassette
Negative
0
62
62
Total Results
48
62
110
% Agreement
>99.9%
>99.9%
>99.9%
A side-by-side comparison was conducted using The MDMA Rapid Test Cassette and GC/MS at the
cut-off of 500ng/mL. Testing was performed on 250 clinical specimens previously collected from subjects
present for Drug Screen Testing. The following results were tabulated:
Method
GC/MS
Total Results
Results
Positive
Negative
MDMA
Positive
102
1
103
Rapid Test Cassette
Negative
2
145
147
Total Results
104
146
250
% Agreement
98.1%
99.3%
98.8%
Analytical Sensitivity
A drug-free urine pool was spiked with Methylenedioxy-methamphetamine at the following
concentrations: 0 ng/mL, 250 ng/mL, 375 ng/mL, 500 ng/mL, 625 ng/mL 750 ng/mL and 1,500 ng/mL.
The result demonstrates >99% accuracy at 50% above and 50% below the cut-off concentration. The
data are summarized below:
Visual Result
Methylenedioxy-methamphetamin Percent of
n
e Concentration (ng/mL)
Cut-off
Negative
Positive
0
0%
30
30
0
250
-50%
30
30
0
375
-25%
30
25
5
500
Cut-off
30
14
16
625
+25%
30
4
26
750
+50%
30
0
30
1,500
3X
30
0
30
Analytical Specificity
The following table lists compounds that are positively detected in urine by The MDMA Rapid Test
Cassette (Urine) at 5 minutes.
Compound
Concentration (ng/mL)
() 3,4-Methylenedioxymethamphetamine HCl (MDMA)
500
() 3,4-Methylenedioxyamphetamine HCl (MDA)
3,000
3,4-Methylenedioxyethyl-amphetamine (MDE)
300
Precision
A study was conducted at three hospitals by laypersons using three different lots of product to
demonstrate the within run, between run and between operator precision. An identical panel of coded
specimens containing no Methylenedioxy-methamphetamine, 25% Methylenedioxymethamphetamine
above and below the cut-off and 50% Methylenedioxy-methamphetamine above and below the 500
ng/mL cut-off were provided to each site. The results are given below:
Site A
Site B
Site C
Methylenedioxy-methamphetamin
n
e Concentration (ng/mL)
per Site
+
+
+
0
10
10
0
10
0
10
0
250
10
10
0
10
0
10
0
375
10
8
2
9
1
9
1
625
10
1
9
1
9
1
9
750
10
0
10
0
10
0
10

Effect of Urinary Specific Gravity
Fifteen urine specimens of normal, high, and low specific gravity ranges were spiked with 250 ng/mL
and 750 ng/mL of Methylenedioxy-methamphetamine. The MDMA Rapid Test Cassette (Urine) was
tested in duplicate using the fifteen neat and spiked urine specimens. The results demonstrate that
varying ranges of urinary specific gravity do not affect the test results.
Effect of Urinary pH
The pH of an aliquoted negative urine pool was adjusted to a pH range of 5 to 9 in 1 pH unit increments
and spiked with Methylenedioxymethamphetamine to 250 ng/mL and 750 ng/mL. The spiked,
pH-adjusted urine was tested with- The MDMA Rapid Test Cassette (Urine) in duplicate. The results
demonstrate that varying ranges of pH do not interfere with the performance of the test.
Cross-Reactivity
A study was conducted to determine the cross-reactivity of the test with compounds in either drug-free
urine or Methylenedioxy-methamphetamine positive urine. The following compounds show no
cross-reactivity when tested with The MDMA Rapid Test Cassette (Urine) at a concentration of
100g/mL.
Non Cross-Reacting Compounds
4-Acetamidophenol
Dextromethorphan
Meprobamate
Procaine
Acetophenetidin
Diclofenac
Methamphetamine
Promazine
N-Acetylprocainamide Diazepam
Methadone
Promethazine
Acetylsalicylic acid
Diflunisal
Methoxyphenamine
D,L-Propranolol
Aminopyrine
Digoxin
Methylphenidate
D-Propoxyphene
Amitryptyline
Dicylomine
MorphineD-Pseudoephedrine
Amobarbital
Diphenhydramine
3--D-glucuronide
Quinacrine
Amoxicillin
5,5 - Diphenylhydantoin
Morphine sulfate
Quinidine
Ampicillin
Doxylamine
Nalidixic acid
Quinine
L-Ascorbic acid
Ecgonine hydrochloride
Naloxone
Ranitidine
D-Amphetamine
Ecgonine methylester
Naltrexone
Salicylic acid
D,L-Amphetamine
(-) -ψ-Ephedrine
Naproxen
Secobarbital
sulfate
L-Amphetamine
[1R,2S](-) Ephedrine
Niacinamide
Serotonin
Apomorphine
L – Epinephrine
Nifedipine
(5-Hydroxytyramine)
Aspartame
Erythromycin
Nimesulidate
Sulfamethazine
Atropine
-Estradiol
Norcodein
Sulindac
Benzilic acid
Estrone-3-sulfate
Norethindrone
Sustiva
Benzoic acid
Ethyl-p-aminobenzoate
D-Norpropoxyphene
Temazepam
Benzoylecgonine
Fenoprofen
Noscapine
Tetracycline
Benzphetamine
Furosemide
D,L-Octopamine
Tetrahydrocortisone,
Bilirubin
Gentisic acid
Oxalic acid
3- Acetate
(±) - Brompheniramine Hemoglobin
Oxazepam
Tetrahydrocortisone
Buspiron
Hydralazine
Oxolinic acid
3-(-D glucuronide)
Caffeine
Hydrochlorothiazide
Oxycodone
Tetrahydrozoline
Cannabidiol
Hydrocodone
Oxymetazoline
Thebaine
Cannabinol
Hydrocortisone
Papaverine
Theophynine
Chloralhydrate
O-Hydroxyhippuric acid
Penicillin-G
Thiamine
Chloramphenicol
p-Hydroxyamphetamine Pentazocine
Trans-2Chlordiazepoxide
p-Hydroxyhydrochloride
phenylcyclopropylamine
Chlorothiazide
methamphetamine
Pentobarbital
Thioridazine
(±) - Chlorpheniramine 3-Hydroxytyramine
Perphenazine
Tolbutamide
Chlorpromazine
Imipramine
Phencyclidine
Trazodone
Chlorquine
Iproniazid
Phenelzine
D,L-Tyrosine
Cholesterol
(±) - Isoproterenol
Phenobarbital
Triamterene
Clomipramine
Isoxsuprine
Phentermine
Trifluoperazine
Clonidine
Ketamine
Trans-2-phenyl
Trimethoprim
Cocaethylene
Ketoprofen
cyclopropylamine
Trimipramine
Cocaine hydrochloride Labetalol
hydrochloride
Tryptamine
Codeine
Levorphanol
L-Phenylephrine
D,L-Tryptophan
Cortisone
Loperamide
β-Phenylethylamine
Tyramine
(-) Cotinine
Maprotiline
Phenylpropanolamine
Uric acid
Creatinine
Meperidine
Prednisolone
Verapamil
Deoxycorticosterone
Mephentermine
Prednisone
Zomepirac
【BIBLIOGRAPHY】
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MET Rapid Test Cassette (Urine)
Package Insert
REF DME-102 English
A rapid test for the qualitative detection of Methamphetamine in human urine.
For professional in vitro diagnostic use only.
【INTENDED USE】
The MET Rapid Test Cassette is a rapid chromatographic immunoassay for the detection of
Methamphetamine in human urine at the cut-off concentration of 1000ng/ml. This test will detect other
compounds, please refer to Analytical Specificity table in this package insert.
This assay provides only a qualitative, preliminary, analytical test result. A more specific alternate
chemical method must be used in order to obtain a confirmed analytical result. Gas
chromatography/mass spectrometry (GC/MS) is the preferred confirmatory method. Clinical
consideration and professional judgment should be applied to any drug of abuse test result,
particularly when preliminary positive results are used.
【SUMMARY】
Methamphetamine is an addictive stimulant drug that strongly activates certain systems in the brain.
Methamphetamine is closely related chemically to Amphetamine, but the central nervous system
effects of Methamphetamine are greater. Methamphetamine is made in illegal laboratories and has a
high potential for abuse and dependence. The drug can be taken orally, injected, or inhaled. Acute
higher doses lead to enhanced stimulation of the central nervous system and induce euphoria,
alertness, reduced appetite, and a sense of increased energy and power. Cardiovascular responses to
Methamphetamine include increased blood pressure and cardiac arrhythmias. More acute responses
produce anxiety, paranoia, hallucinations, psychotic behavior, and eventually, depression and
exhaustion.
The effects of Methamphetamine generally last 2-4 hours and the drug have a half-life of 9-24 hours in
the body. Methamphetamine is excreted in the urine primarily as Amphetamine, and oxidized and
deaminated derivatives. However, 10-20% of Methamphetamine is excreted unchanged. Thus, the
presence of the parent compound in the urine indicates Methamphetamine use. Methamphetamine is
generally detectable in the urine for 3-5 days, depending on urine pH level.
The MET Rapid Test Cassette is a rapid urine screening test that can be performed without the use of
an instrument. The test utilizes a monoclonal antibody to selectively detect elevated levels of
Methamphetamine in urine. The MET Rapid Test Cassette yields a positive result when the
Methamphetamine in urine exceeds 1,000ng/mL
【PRINCIPLE】
The MET Rapid Test Cassette is an immunoassay based on the principle of competitive binding.
Drugs which may be present in the urine specimen compete against the drug conjugate for binding
sites on the antibody.
During testing, a urine specimen migrates upward by capillary action. Methamphetamine, if present in
the urine specimen below 1000ng/mL, will not saturate the binding sites of the antibody coated
particles in the test device. The antibody coated particles will then be captured by immobilized
Methamphetamine conjugate and a visible colored line will show up in the test line region. The colored
line will not form in the test line region if the Methamphetamine level is at or above 1000ng/mL
because it will saturate all the binding sites of anti-Methamphetamine antibodies.
A drug-positive urine specimen will not generate a colored line in the test line region because of drug
competition, while a drug-negative urine specimen or a specimen containing a drug concentration less
than the cut-off will generate a line in the test line region. To serve as a procedural control, a colored
line will always appear at the control line region indicating that proper volume of specimen has been
added and membrane wicking has occurred.
【REAGENTS】
The test contains mouse monoclonal anti-Methamphetamine antibody-coupled particles and
Methamphetamine-protein conjugate. A goat antibody is employed in the control line system.
【PRECAUTIONS】
 For medical and other professional in vitro diagnostic use only. Do not use after the expiration date.
 The test should remain in the sealed pouch until use.
 All specimens should be considered potentially hazardous and handled in the same manner as an
infectious agent.
 The used test should be discarded according to local regulations.
【STORAGE AND STABILITY】
Store as packaged in the sealed pouch either at room temperature or refrigerated (2-30°C). The test is
stable through the expiration date printed on the sealed pouch. The test must remain in the sealed
pouch until use. DO NOT FREEZE. Do not use beyond the expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
Urine Assay
The urine specimen must be collected in a clean and dry container. Urine collected at any time of the
day may be used. Urine specimens exhibiting visible particles should be centrifuged, filtered, or
allowed to settle to obtain clear specimen for testing.
Specimen Storage
Urine specimens may be stored at 2-8°C for up to 48 hours prior to assay. For long-term storage,
specimens may be frozen and stored below -20°C. Frozen specimens should be thawed and mixed
before testing.
【MATERIALS】
Materials Provided
 Test cassettes
 Droppers
 Package insert
Materials Required But Not Provided
 Specimen collection container
 Timer
【DIRECTIONS FOR USE】
Allow the test, urine specimen, and/or controls to reach room temperature (15-30ºC) prior to
testing.
1. Bring the pouch to room temperature before opening it. Remove the test cassette from the sealed
pouch and use it within one hour.
2. Place the test cassette on a clean and level surface. Hold the dropper vertically and transfer 3
full drops of urine (approx. 120 L) to the specimen well (S) of the test cassette, and then start
the timer. Avoid trapping air bubbles in the specimen well (S). See the illustration below.
3. Wait for the color line(s) to appear. The result should be read at 5 minutes. Do not interpret the
result after 10 minutes.
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【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
NEGATIVE:* Two lines appear. One color line should be in the control region (C), and another
apparent color line should be in the test region (T). This negative result indicates that the
Methamphetamine concentration is below the detectable level of 1000ng/ml.
*NOTE: The shade of color in the test region (T) may vary, but it should be considered negative
whenever there is even a faint color line.
POSITIVE: One color line appears in the control region (C). No line appears in the test region (T). This
positive result indicates that the Methamphetamine concentration is above the detectable level of
1000ng/ml.
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural techniques
are the most likely reasons for control line failure. Review the procedure and repeat the test with a new
test cassette. If the problem persists, discontinue using the test cassette immediately and contact your
local distributor.
【QUALITY CONTROL】
A procedural control is included in the test. A color line appearing in the control region (C) is
considered an internal procedural control. It confirms sufficient specimen volume and correct
procedural technique.
Control standards are not supplied with this test cassette; however it is recommended that positive and
negative controls be tested as good laboratory testing practices to confirm the test procedure and to
verify proper test performance.
【LIMITATIONS】
1. The MET Rapid Test Cassette provides only a qualitative, preliminary analytical result. A secondary
analytical method must be used to obtain a confirmed result. Gas chromatography/mass
spectrophotometry (GC/MS) is the preferred confirmatory method 1.2.
2. It is possible that technical or procedural errors, as well as other interfering substances in the urine
specimen may cause erroneous results.
3. Adulterants, such as bleach and/or alum, in urine specimens may produce erroneous results
regardless of the analytical method used. If adulteration is suspected, the test should be repeated with
another urine specimen.
4. A positive result indicates presence of the drug or its metabolites but does not indicate level of
intoxication, administration route or concentration in urine.
5. A negative result may not necessarily indicate drug-free urine. Negative results can be obtained
when drug is present but below the cut-off level of the test.
6. Test does not distinguish between drugs of abuse and certain medications.
【EXPECTED VALUES】
This negative result indicates that the Methamphetamine concentration is below the detectable level of
1000ng/ml. Positive result means the concentration of Methamphetamine is above the level of
1000ng/ml. The MET Rapid Test Cassette has a sensitivity of 1000ng/ml
【PERFORMANCE CHARACTERISTICS】
Accuracy
A side-by-side comparison was conducted using The MET Rapid Test Cassette and a commercially
available MET rapid test. Testing was performed on 107 clinical specimens previously collected from
subjects present for Drug Screen Testing. The following results were tabulated:
Method
Other MET Rapid Test
Total Results
Results
Positive
Negative
The MET Rapid Test
Positive
55
0
55
cassette
Negative
0
52
52
Total Results
55
52
107
% Agreement with this Rapid Test
>99.9%
>99.9%
>99.9%
A side-by-side comparison was conducted using The MET Rapid Test Cassette and GC/MS at the
cut-off of 1000ng/mL. Testing was performed on 250 clinical specimens previously collected from
subjects present for Drug Screen Testing. The following results were tabulated:
Method
GC/MS
Total Results
Results
Positive
Negative
The MET Rapid Test
Positive
76
5
81
Cassette
Negative
3
166
169
Total Results
79
171
250
% Agreement with this Rapid Test
96.2%
97.1%
96.8%
Analytical Sensitivity
A drug-free urine pool was spiked with Methamphetamine at the following concentrations: 0 ng/mL,
500 ng/mL, 750 ng/mL, 1,000 ng/mL, 1,250 ng/mL 1,500 ng/mL and 3,000 ng/mL. The result
demonstrates >99% accuracy at 50% above and 50% below the cut-off concentration. The data are
summarized below:
Visual Result
Methamphetamine
Percent of Cut-off
n
Concentration (ng/Ml)
Negative
Positive
0
0
30
30
0
500
-50%
30
30
0
750
-25%
30
26
4
1,000
Cut-off
30
14
16
1,250
+25%
30
3
27
1,500
+50%
30
0
30
3,000
3X
30
0
30
Analytical Specificity
The following table lists compounds that are positively detected in urine by The MET Rapid Test
Cassette at 5 minutes.
Compound
Concentration (ng/mL)
-Hydroxymethamphetamine
25,000
D-Methamphetamine
1,000
L-Methamphetamine
20,000
()-3,4-Methylenedioxymethamphetamine
12,500
Mephentermine
50,000
Precision
A study was conducted at three hospitals by laypersons using three different lots of product to
demonstrate the within run, between run and between operator precision. An identical panel of coded
specimens containing, according to GC/MS, no Methamphetamine, 25% Methamphetamine above
and below the cut-off, and 50% Methamphetamine above and below the 1,000 ng/mL cut-off was
provided to each site.
Site A
Site B
Site C
Methamphetamine
n per site
Concentration (ng/mL)
+
+
+
0
10
10
0
10
0
10
0
500
10
10
0
10
0
10
0
750
10
9
1
9
1
9
1
1,250
10
1
9
2
8
1
9

1,500
10
0
10
0
10
0
10
Effect of Urinary Specific Gravity
Fifteen urine specimens of normal, high, and low specific gravity ranges were spiked with 500 ng/mL
and 1,500 ng/mL of Methamphetamine. The MET Rapid Test Cassette was tested in duplicate using
the fifteen neat and spiked urine specimens. The results demonstrate that varying ranges of urinary
specific gravity do not affect the test results.
Effect of Urinary pH
The pH of an aliquoted negative urine pool was adjusted to a pH range of 5 to 9 in 1 pH unit
increments and spiked with Methamphetamine to 500 ng/mL and 1,500 ng/mL. The spiked, pHadjusted urine was tested with The MET Rapid Test Cassette in duplicate. The results demonstrate
that varying ranges of pH do not interfere with the performance of the test.
Cross-Reactivity
A study was conducted to determine the cross-reactivity of the test with compounds in either drug-free
urine or Methamphetamine positive urine. The following compounds show no cross-reactivity when
tested with The MET Rapid Test Cassette at a concentration of 100 g/mL.
Non Cross-Reacting Compounds
4-Acetamidophenol
Creatinine
Loperamide
Prednisone
Acetophenetidin
Deoxycorticosterone
Maprotiline
Procaine
N-Acetylprocainamide
Dextromethorphan
Meperidine
Promazine
Acetylsalicylic acid
Diazepam
Meprobamate
Promethazine
Aminopyrine
Diclofenac
Methadone
D,L-Propanolol
Amitryptyline
Diflunisal
Methoxyphenamine
D-Propoxyphene
Amobarbital
Digoxin
(+) 3,4-MethylenedioxyD-Pseudoephedrine
Amoxicillin
Diphenhydramine
amphetamine
Quinacrine
Ampicillin
Doxylamine
3,4-MethylenedioxyethylQuinidine
L-Ascorbic acid
Ecgonine hydrochloride
amphetamine
Quinine
D-Amphetamine
Ecgonine methylester
Methylphenidate
Ranitidine
D,L-Amphetamine
(1R,2S)-(-)-Ephedrine
Morphine-3-β-DSalicylic acid
L-Amphetamine
L-Epinephrine
glucuronide
Secobarbital
Apomorphine
(-)-ψ-Ephedrine
Nalidixic acid
Serotonin
Aspartame
Erythromycin
Naloxone
(5-Hydroxytyramine)
Atropine
β-Estradiol
Naltrexone
Sulfamethazine
Benzilic acid
Estrone-3-sulfate
Naproxen
Sulindac
Benzoic acid
Ethyl-p-aminobenzoate
Niacinamide
Temazepam
Benzoylecgonine
Fenfluramine
Nifedipine
Tetracycline
Benzphetamine
Fenoprofen
Norethindrone
Tetrahydrocortisone,
Bilirubin
Furosemide
D-Norpropoxyphene
3-Acetate
(±)-Brompheniramine
Gentisic acid
Noscapine
Tetrahydrocortisone
Caffeine
Hemoglobin
D,L-Octopamine
3-(β-D glucuronide)
Cannabidiol
Hydralazine
Oxalic acid
Tetrahydrozoline
Chloralhydrate
Hydrochlorothiazide
Oxazepam
Thiamine
Chloramphenicol
Hydrocodone
Oxolinic acid
Thioridazine
Chlordiazepoxide
Hydrocortisone
Oxycodone
D, L-Tyrosine
Chlorothiazide
p-Hydroxyamphetamine
Oxymetazoline
Tolbutamine
(±) Chlorpheniramine
O-Hydroxyhippuric acid
Papaverine
Trans-2- phenyl
Chlorpromazine
3-Hydroxytyramine
Penicillin-G
cyclopropylamine
Chlorquine
Ibuprofen
Pentobarbital
Triamterene
Cholesterol
Imipramine
Perphenazine
Trifluoperazine
Clomipramine
Iproniazid
Phencyclidine
Trimethoprim
Clonidine
(±)-Isoproterenol
Phenelzine
Trimipramine
Cocaethylene
Isoxsuprine
Phenobarbital
Tryptamine
Cocaine hydrochloride
Ketamine
Phentermine
D, L-Tryptophan
Codeine
Ketoprofen
L-Phenylephrine
Tyramine
Cortisone
Labetalol
β-Phenylethylamine
Uric acid
(-) Cotinine
Levorphanol
Phenylpropanolamine
Verapamil
Prednisolone
Zomepirac
【BIBLIOGRAPHY】
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MOP Rapid Test Cassette (Urine)
Package Insert
REF DMO-102 English
A rapid test for the qualitative detection of Morphine in human urine.
For professional in vitro diagnostic use only.
【INTENDED USE】
The MOP Rapid Test Cassette is a rapid chromatographic immunoassay for the detection of Morphine
in human urine at the cut-off concentration of 300ng/ml. This test will detect other compounds, please
refer to Analytical Specificity table in this package insert.
This assay provides only a qualitative, preliminary, analytical test result. A more specific alternate
chemical method must be used in order to obtain a confirmed analytical result. Gas
chromatography/mass spectrometry (GC/MS) is the preferred confirmatory method. Clinical
consideration and professional judgment should be applied to any drug of abuse test result,
particularly when preliminary positive results are used.
【SUMMARY】
Opioid analgesics comprise a large group of substances which control pain by depressing the central
nervous system. Large doses of Morphine can produce higher tolerance levels and physiological
dependency in users, and may lead to substance abuse. Morphine is excreted unmetabolized, and is
also the major metabolic product of codeine and heroin. Morphine is detectable in the urine for several
days after an opiate dose. 1
The MOP Rapid Test Cassette is a rapid urine screening test that can be performed without the use of
an instrument. The test utilizes a monoclonal antibody to selectively detect elevated levels of Morphine
in urine. The MOP Rapid Test Cassette yields a positive result when Morphine in urine reaches
300ng/mL. This is the suggested screening cut-off for positive specimens set by the Substance Abuse
and Mental Health Services Administration (SAMHSA, USA).
【PRINCIPLE】
The MOP Rapid Test Cassette is an immunoassay based on the principle of competitive binding.
Drugs which may be present in the urine specimen compete against the drug conjugate for binding
sites on the antibody.
During testing, a urine specimen migrates upward by capillary action. Morphine, if present in the urine
specimen below 300ng/ml, will not saturate the binding sites of the antibody coated particles in the test
device. The antibody coated particles will then be captured by immobilized Morphine conjugate and a
visible colored line will show up in the test line region. The colored line will not form in the test line
region if the Morphine level is at or above 300ng/mL because it will saturate all the binding sites of
anti-Morphine antibodies.
A drug-positive urine specimen will not generate a colored line in the test line region because of drug
competition, while a drug-negative urine specimen or a specimen containing a drug concentration less
than the cut-off will generate a line in the test line region. To serve as a procedural control, a colored
line will always appear at the control line region indicating that proper volume of specimen has been
added and membrane wicking has occurred.
【REAGENTS】
The test contains mouse monoclonal anti-Morphine antibody-coupled particles and Morphine-protein
conjugate. A goat antibody is employed in the control line system.
【PRECAUTIONS】
 For medical and other professional in vitro diagnostic use only. Do not use after the expiration date.
 The test should remain in the sealed pouch until use.
 All specimens should be considered potentially hazardous and handled in the same manner as an
infectious agent.
 The used test should be discarded according to local regulations.
【STORAGE AND STABILITY】
Store as packaged in the sealed pouch either at room temperature or refrigerated (2-30°C). The test is
stable through the expiration date printed on the sealed pouch. The test must remain in the sealed
pouch until use. DO NOT FREEZE. Do not use beyond the expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
Urine Assay
The urine specimen must be collected in a clean and dry container. Urine collected at any time of the
day may be used. Urine specimens exhibiting visible particles should be centrifuged, filtered, or
allowed to settle to obtain clear specimen for testing.
Specimen Storage
Urine specimens may be stored at 2-8°C for up to 48 hours prior to assay. For long-term storage,
specimens may be frozen and stored below -20°C. Frozen specimens should be thawed and mixed
before testing.
【MATERIALS】
Materials Provided
 Test cassettes
 Droppers
 Package insert
Materials Required But Not Provided
 Specimen collection container
 Timer
【DIRECTIONS FOR USE】
Allow the test, urine specimen, and/or controls to reach room temperature (15-30ºC) prior to
testing.
1. Bring the pouch to room temperature before opening it. Remove the test cassette from the sealed
pouch and use it within one hour.
2. Place the test cassette on a clean and level surface. Hold the dropper vertically and transfer 3
full drops of urine (approx. 120 L) to the specimen well (S) of the test cassette, and then start
the timer. Avoid trapping air bubbles in the specimen well (S). See the illustration below.
3. Wait for the color line(s) to appear. The result should be read at 5 minutes. Do not interpret the
result after 10 minutes.
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【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
NEGATIVE:* Two lines appear. One color line should be in the control region (C), and another
apparent color line should be in the test region (T). This negative result indicates that the Morphine
concentration is below the detectable cutoff level.
*NOTE: The shade of color in the test region (T) may vary, but it should be considered negative
whenever there is even a faint color line.
POSITIVE: One color line appears in the control region (C). No line appears in the test region (T). This
positive result indicates that the Morphine concentration is above the detectable cutoff level.
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural techniques
are the most likely reasons for control line failure. Review the procedure and repeat the test with a new
test cassette. If the problem persists, discontinue using the test cassette immediately and contact your
local distributor.
【QUALITY CONTROL】
A procedural control is included in the test. A color line appearing in the control region (C) is
considered an internal procedural control. It confirms sufficient specimen volume and correct
procedural technique.
Control standards are not supplied with this test cassette; however it is recommended that positive and
negative controls be tested as good laboratory testing practices to confirm the test procedure and to
verify proper test performance.
【LIMITATIONS】
1. The MOP Rapid Test Cassette provides only a qualitative, preliminary analytical result. A secondary
analytical method must be used to obtain a confirmed result. Gas chromatography/mass
spectrophotometry (GC/MS) is the preferred confirmatory method2.3.
2. It is possible that technical or procedural errors, as well as other interfering substances in the urine
specimen may cause erroneous results.
3. Adulterants, such as bleach and/or alum, in urine specimens may produce erroneous results
regardless of the analytical method used. If adulteration is suspected, the test should be repeated
with another urine specimen.
4. A positive result indicates presence of the drug or its metabolites but does not indicate level of
intoxication, administration route or concentration in urine.
5. A negative result may not necessarily indicate drug-free urine. Negative results can be obtained
when drug is present but below the cut-off level of the test.
6. Test does not distinguish between drugs of abuse and certain medications.
【EXPECTED VALUES】
This negative result indicates that the Morphine concentration is below the detectable level of
300ng/ml. Positive result means the concentration of Morphine is above the level of 300ng/ml. The
MOP Rapid Test Cassette has a sensitivity of 300ng/ml
【PERFORMANCE CHARACTERISTICS】
Accuracy
A side-by-side comparison was conducted using The MOP Rapid Test Cassette and a commercially
available MOP rapid test. Testing was performed on 100 clinical specimens previously collected from
subjects present for Drug Screen Testing. The following results were tabulated:
Method
Other MOP Rapid Test
Total Results
Results
Positive
Negative
MOP Rapid Test
Positive
43
0
43
Cassette
Negative
0
57
57
Total Results
43
57
100
% Agreement
>99.9%
>99.9%
>99.9%
A side-by-side comparison was conducted using The MOP Rapid Test Cassette and GC/MS at the cutoff of 300ng/ml. Testing was performed on 250 clinical specimens previously collected from subjects
present for Drug Screen Testing. The following results were tabulated:
Method
GC/MS
Total Results
Results
Positive
Negative
MOP Rapid
Positive
95
7
102
Test Cassette
Negative
5
143
148
Total Results
100
150
250
% Agreement
95%
95.3%
95.2%
Analytical Sensitivity
A drug-free urine pool was spiked with Morphine at the following concentrations: 0ng/ml, 150ng/ml,
225ng/ml, 300ng/ml, 375ng/ml, 450ng/ml and 900ng/ml. The result demonstrates >99% accuracy at
50% above and 50% below the cut-off concentration. The data are summarized below:
Visual Result
Morphine
Percent of Cut-off
n
Concentration (ng/mL)
Negative
Positive
0
0
30
30
0
150
-50%
30
30
0
225
-25%
30
26
4
300
Cut-off
30
15
15
375
+25%
30
3
27
450
+50%
30
0
30
900
3×
30
0
30
Analytical Specificity
The following table lists compounds that are positively detected in urine by The MOP Rapid Test
Cassette at 5 minutes.
Compound
Concentration (ng/mL) Compound
Concentration (ng/mL)
Codeine
200
Morphine
300
Ethylmorphine
6,000
Norcodeine
6,000
Hydrocodone
50,000
Normorphone
50,000
Hydromorphone
3,000
Oxycodone
30,000
Levorphanol
1,500
Oxymorphone
50,000
6-Monoacethylmorphine
300
Procaine
15,000
800
Thebaine
6,000
Morphine 3--D-glucuronide
Precision
A study was conducted at three hospitals by laypersons using three different lots of product to
demonstrate the within run, between run and between operator precision. An identical panel of coded
specimens containing, according to GC/MS, no Morphine, 25% Morphine above and below the cut-off
and 50% Morphine above and below the 300ng/ml cut-off was provided to each site. The results are
given below:
Site B
Site C
Site A
Morphine
n
Concentration (ng/mL)
per Site
+
+
+
0
10
10
0
10
0
10
0

150
225
375
450

10
10
0
10
0
10
0
10
9
1
9
1
9
1
10
1
9
1
9
2
8
10
0
10
0
10
0
10
Effect of Urinary Specific Gravity
Fifteen urine specimens of normal, high, and low specific gravity ranges were spiked with 150ng/ml
and 450ng/ml of Morphine. The MOP Rapid Test Cassette was tested in duplicate using the fifteen
neat and spiked urine specimens. The results demonstrate that varying ranges of urinary specific
gravity do not affect the test results.
Effect of Urinary pH
The pH of an aliquoted negative urine pool was adjusted to a pH range of 5 to 9 in 1 pH unit
increments and spiked with Morphine to 150ng/ml and 450ng/ml. The spiked, pH-adjusted urine was
tested with The MOP Rapid Test Cassette in duplicate. The results demonstrate that varying ranges of
pH do not interfere with the performance of the test.
Cross-Reactivity
A study was conducted to determine the cross-reactivity of the test with compounds in either drug-free
urine or Morphine positive urine. The following compounds show no cross-reactivity when tested with
The MOP Rapid Test Cassette at a concentration of 100g/ml.
Non Cross-Reacting Compounds
4-Acetamidophenol
Creatinine
Loperamide
β-Phenylethylamine
Deoxycorticosterone
Maprotiline
Phenylpropanolamine
Acetophenetidin
Meperidine
Prednisone
N-Acetylprocainamide
Dextromethorphan
Diazepam
Meprobamate
D,L-Propanolol
Acetylsalicylic acid
Aminopyrine
Diclofenac
Methadone
D-Propoxyphene
Amitryptyline
Diflunisal
Methoxyphenamine
D-Pseudoephedrine
(+) 3,4-MethylenedioxyQuinidine
Amobarbital
Digoxin
Diphenhydramine
amphetamine
Quinine
Amoxicillin
Doxylamine
(+) 3,4-MethylenedioxyRanitidine
Ampicillin
Ecgonine hydrochloride
methamphetamine
Salicylic acid
L-Ascorbic acid
Nalidixic acid
Secobarbital
D,L-Amphetamine
Ecgonine methylester
Apomorphine
(-)-ψ-Ephedrine
Nalorphine
Serotonin
Aspartame
Erythromycin
Naloxone
(5-Hydroxytyramine)
Atropine
β-Estradiol
Naltrexone
Sulfamethazine
Estrone-3-sulfate
Naproxen
Sulindac
Benzilic acid
Ethyl-p-aminobenzoate
Niacinamide
Temazepam
Benzoic acid
Nifedipine
Tetracycline
Benzoylecgonine
Fenoprofen
Benzphetamine
Furosemide
Norethindrone
Tetrahydrocortisone,
Gentisic acid
D-Norpropoxyphene
3-Acetate
Bilirubin
Noscapine
Tetrahydrocortisone
(±) - Brompheniramine
Hemoglobin
3-(β-D glucuronide)
Caffeine
Hydralazine
D,L-Octopamine
Tetrahydrozoline
Cannabidiol
Hydrochlorothiazide
Oxalic acid
Thiamine
Chloralhydrate
Hydrocortisone
Oxazepam
Oxolinic acid
Thioridazine
Chloramphenicol
O-Hydroxyhippuric acid
p-HydroxyOxymetazoline
D, L-Tyrosine
Chlordiazepoxide
Chlorothiazide
methamphetamine
Papaverine
Tolbutamide
(±) Chlorpheniramine
3-Hydroxytyramine
Penicillin-G
Triamterene
Pentazocine
Trifluoperazine
Chlorpromazine
Ibuprofen
Chlorquine
Imipramine
Pentobarbital
Trimethoprim
Perphenazine
Trimipramine
Cholesterol
Iproniazid
Clomipramine
(±) Isoproterenol
Phencyclidine
Tryptamine
Clonidine
Isoxsuprine
Phenelzine
D, L-Tryptophan
Cocaine hydrochloride
Ketamine
Phenobarbital
Tyramine
Cortisone
Ketoprofen
Phentermine
Uric acid
(-) Cotinine
Labetalol
L-Phenylephrine
Verapamil
Zomepirac
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English

A rapid, test for the qualitative detection of Phencyclidine in human urine.
For medical and other professional in vitro diagnostic use only.

【INTENDED USE】

The PCP Rapid Test Cassette (Urine) is a rapid chromatographic immunoassay for the detection of
Phencyclidine in urine at a cut-off concentration of 25 ng/mL. This test will detect other related
compounds, please refer to the Analytical Specificity table in this package insert.
This assay provides only a preliminary analytical test result. A more specific alternate chemical
method must be used in order to obtain a confirmed analytical result. Gas chromatography/mass
spectrometry (GC/MS) is the preferred confirmatory method. Clinical consideration and
professional judgment should be applied to any drug of abuse test result, particularly when
preliminary positive results are used.

【SUMMARY】

Phencyclidine, also known as PCP, is a hallucinogen that was first marketed as a surgical anesthetic in
the 1950’s. It was removed from the market because patients receiving it became delirious and
experienced hallucinations.
Phencyclidine is used in powder, capsule, and tablet form. The powder is either snorted or smoked
after mixing it with marijuana or vegetable matter. PCP is most commonly administered by inhalation
but can be used intravenously, intra-nasally, and orally. After low doses, the user thinks and acts swiftly
and experiences mood swings from euphoria to depression. Self-injurious behavior is one of the
devastating effects of PCP.
PCP can be found in urine within 4 to 6 hours after use and will remain in urine for 7 to 14 days,
depending on factors such as metabolic rate, user’s age, weight, activity, and diet. PCP is excreted in
the urine as unchanged drug (4% to 19%) and conjugated metabolites (25% to 30%). 1

【PRINCIPLE】

The PCP Rapid Test Cassette (Urine) is an immunoassay based on the principle of competitive
binding. Drugs that may be present in the urine specimen compete against the drug conjugate for
binding sites on the antibody.
During testing, a urine specimen migrates upward by capillary action. Phencyclidine, if present in the
urine specimen below 25 ng/mL, will not saturate the binding sites of the antibody in the test. The
antibody coated particles will then be captured by immobilized Phencyclidine conjugate and a visible
colored line will show up in the test line region. The colored line will not form in the test line region if the
Phencyclidine level exceeds 25 ng/mL because it will saturate all the binding sites of
anti-Phencyclidine antibodies.
A drug-positive urine specimen will not generate a colored line in the test line region because of drug
competition, while a drug-negative urine specimen or a specimen containing a drug concentration less
than the cut-off will generate a line in the test line region. To serve as a procedural control, a colored
line will always appear at the control line region indicating that proper volume of specimen has been
added and membrane wicking has occurred.

【REAGENTS】

The test contains mouse monoclonal anti-Phencyclidine antibody-coupled particles
Phencyclidine-protein conjugate. A goat antibody is employed in the control line system.

and

【PRECAUTIONS】

 For medical and other professional in vitro diagnostic use only. Do not use after the expiration date.
 The test should remain in the sealed pouch until use.
 All specimens should be considered potentially hazardous and handled in the same manner as an
infectious agent.
 The used test should be discarded according to local regulations.

【STORAGE AND STABILITY】

Store as packaged at room temperature or refrigerated (2-30°C). The test is stable through the
expiration date printed on the sealed pouch or label of the closed canister. The test must remain in the
sealed pouch or closed canister until use. DO NOT FREEZE. Do not use beyond the expiration date.

【SPECIMEN COLLECTION

AND PREPARATION】

Urine Assay
The urine specimen must be collected in a clean and dry container. Urine collected at any time of the
day may be used. Urine specimens exhibiting visible particles should be centrifuged, filtered, or
allowed to settle to obtain a clear specimen for testing.
Specimen Storage
Urine specimens may be stored at 2-8°C for up to 48 hours prior to testing. For prolonged storage,
specimens may be frozen and stored below -20°C. Frozen specimens should be thawed and mixed
before testing.

【MATERIALS】

Materials Provided
 Test Cassettes
 Droppers
Materials Required But Not Provided
 Specimen collection container
 Timer



Package insert

【DIRECTIONS FOR USE】

Allow the test, urine specimen, and/or controls to reach room temperature (15-30ºC)
prior to testing.
1.
2.

Bring the pouch to room temperature before opening it. Remove the test cassette from the sealed
pouch and use it within one hour.
Place the test cassette on a clean and level surface. Hold the dropper vertically and transfer 3 full
drops of urine (approx. 120 L) to the specimen well (S) of the test cassette, and then start the
timer. Avoid trapping air bubbles in the specimen well (S). See the illustration below.
PCP

3 Drops of Urine

C

C

T

S

T

PCP

3.

S

Positive

Negative

Invalid

Wait for the color line(s) to appear. The result should be read at 5 minutes. Do not interpret the
result after 10 minutes.

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
NEGATIVE:* Two lines appear. One colored line should be in the control line region (C), and another

apparent colored line should be in the test line region (T). This negative result indicates that the
Phencyclidine concentration is below the detectable level (25 ng/mL).
*NOTE: The shade of color in the test line region (T) may vary, but it should be considered negative
whenever there is even a faint colored line.
POSITIVE: One colored line appears in the control line region (C). No line appears in the test line
region (T). This positive result indicates that the Phencyclidine concentration exceeds the detectable
level (25 ng/mL).
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural techniques
are the most likely reasons for control line failure. Review the procedure and repeat the test with a new test.
If the problem persists, discontinue using the test kit immediately and contact your local distributor.

【QUALITY CONTROL】

A procedural control is included in the test. A colored line appearing in the control line region (C) is
considered an internal procedural control. It confirms sufficient specimen volume, adequate membrane
wicking and correct procedural technique.
Control standards are not supplied with this kit; however, it is recommended that positive and negative controls
be tested as good laboratory testing practice to confirm the test procedure and to verify proper test
performance.

【LIMITATIONS】

1. The PCP Rapid Test Cassette (Urine) provides only a qualitative, preliminary analytical result. A
secondary analytical method must be used to obtain a confirmed result. Gas
chromatography/mass spectrometry (GC/MS) is the preferred confirmatory method. 2,3
2. It is possible that technical or procedural errors, as well as other interfering substances in the urine
specimen may cause erroneous results.
3. Adulterants, such as bleach and/or alum, in urine specimens may produce erroneous results
regardless of the analytical method used. If adulteration is suspected, the test should be repeated
with another urine specimen.
4. A positive result indicates presence of the drug or its metabolites but does not indicate level of
intoxication, administration route or concentration in urine.
5. A negative result may not necessarily indicate drug-free urine. Negative results can be obtained
when drug is present but below the cut-off level of the test.
6. Test does not distinguish between drugs of abuse and certain medications.

【EXPECTED VALUES】

This negative result indicates that the Phencyclidine concentration is below the detectable level of
25ng/ml. Positive result means the concentration of Phencyclidine is above the level of 25ng/ml. The
PCP Rapid Test Cassette has a sensitivity of 25ng/ml

【PERFORMANCE CHARACTERISTICS】

Accuracy
A side-by-side comparison was conducted using PCP Rapid Test Cassette and a commercially
available PCP rapid test. Testing was performed on 95 clinical specimens previously collected from
subjects present for Drug Screen Testing. The following results were tabulated:
Method

Other PCP Rapid Test
Positive
Negative

Results
Positive
Negative

PCP Rapid
Test Cassette
Total Results
% Agreement

Total Results

38
0
38

0
57
57

38
57
95

>99.9%

>99.9%

>99.9%

A side-by-side comparison was conducted using The PCP Rapid Test Cassette and GC/MS at the
cut-off of 25ng/mL. Testing was performed on 250 clinical specimens previously collected from
subjects present for Drug Screen Testing. The following results were tabulated:
Method
PCP Rapid
Test Cassette

GC/MS
Results
Positive
Negative

Total Results
% Agreement

Total Results

Positive

Negative

85
7
92

5
153
158

90
160
250

92.4%

96.8%

95.2%

Analytical Sensitivity
A drug-free urine pool was spiked with Phencyclidine at the following concentrations: 0 ng/mL,
12.5 ng/mL, 18.75 ng/mL, 25 ng/mL, 31.25 ng/mL, 37.5 ng/mL and 75 ng/mL. The result
demonstrates >99% accuracy at 50% above and 50% below the cut-off concentration. The data are
summarized below:
Phencyclidine
Concentration (ng/mL)
0
12.5
18.75
25
31.25
37.5
75

Percent of Cut-off

n

0
-50%
-25%
Cut-off
+25%
+50%
3X

30
30
30
30
30
30
30

Visual Result
Negative
Positive
30
0
30
0
26
4
15
15
3
27
0
30
0
30

Effect of Urinary pH
The pH of an aliquoted negative urine pool was adjusted to a pH range of 5 to 9 in 1 pH unit increments
and spiked with Phencyclidine to 12.5 ng/mL and 37.5 ng/mL. The spiked, pH-adjusted urine was
tested with the PCP Rapid Test Cassette (Urine) in duplicate. The results demonstrate that varying
ranges of pH do not interfere with the performance of the test.
Cross-Reactivity
A study was conducted to determine the cross-reactivity of the test with compounds in either drug-free
urine or Phencyclidine positive urine. The following compounds show no cross-reactivity when tested
with the PCP Rapid Test Cassette (Urine) at a concentration of 100 g/mL.
Non Cross-Reacting Compounds
Acetaminophen
Acetophenetidin
N-Acetylprocainamide
Acetylsalicylic acid
Aminopyrine
Amitryptyline
Amobarbital
Amoxicillin
Ampicillin
L-Ascorbic acid
D,L-Amphetamine
Apomorphine
Aspartame
Atropine
Benzilic acid
Benzoic acid
Benzoylecgonine
Benzphetamine
Bilirubin
(±) – Brompheniramine
Caffeine
Cannabidiol
Cannabinol
Chloralhydrate
Chloramphenicol
Chlordiazepoxide
Chlorothiazide
(±) Chlorpheniramine
Chlorpromazine
Chlorquine
Cholesterol
Clomipramine
Clonidine
Cocaine hydrochloride
Codeine
Cortisone
(-) Cotinine

Creatinine
Deoxycorticosterone
Dextromethorphan
Diazepam
Diclofenac
Diflunisal
Digoxin
Diphenhydramine
Doxylamine
Ecgonine hydrochloride
Ecgonine methylester
(-)-ψ-Ephedrine
Erythromycin
β-Estradiol
Estrone-3-sulfate
Ethyl-p-aminobenzoate
Fenoprofen
Furosemide
Gentisic acid
Hemoglobin
Hydralazine
Hydrochlorothiazide
Hydrocodone
Hydrocortisone
O-Hydroxyhippuric acid
p-HydroxyMethamphetamine
3-Hydroxytyramine
Ibuprofen
Imipramine
Iproniazid
(±) - Isoproterenol
Isoxsuprine
Ketamine
Ketoprofen
Labetalol
Loperamide
Maprotiline

【BIBLIOGRAPHY】

Meperidine
Meprobamate
Methadone
Methoxyphenamine
(+) 3,4-MethylenedioxyAmphetamine
(+) 3,4-Methylenedioxymethamphetamine
Morphine-3-D glucuronide
Morphine Sulfate
Nalidixic acid
Naloxone
Naltrexone
Naproxen
Niacinamide
Nifedipine
Norcodein
Norethindrone
D-Norpropoxyphene
Noscapine
D,L-Octopamine
Oxalic acid
Oxazepam
Oxolinic acid
Oxycodone
Oxymetazoline
Papaverine
Penicillin-G
Pentazocine hydrochloride
Pentobarbital
Perphenazine
Phenelzine
Phenobarbital
Phentermine
L-Phenylephrine
β-Phenylethylamine
Phenylpropanolamine

Prednisolone
Prednisone
Procaine
Promazine
Promethazine
D,L-Propanolol
D-Propoxyphene
D-Pseudoephedrine
Quinidine
Quinine
Ranitidine
Salicylic acid
Secobarbital
Serotonin
(5-Hydroxytyramine)
Sulfamethazine
Sulindac
Temazepam
Tetracycline
Tetrahydrocortisone,
3-Aacetate
Tetrahydrocortisone
3-(-D glucuronide)
Tetrahydrozoline
Thiamine
Thioridazine
D, L-Tyrosine
Tolbutamide
Triamterene
Trifluoperazine
Trimethoprim
Trimipramine
Tryptamine
D, L-Tryptophan
Tyramine
Uric acid
Verapamil
Zomepirac

1. Robert DeCresce. Drug Testing in the Workplace. BNA Books. 1989; 114
2. Baselt RC. Disposition of Toxic Drugs and Chemicals in Man. 2nd Ed. Biomedical Publ., Davis, CA.
1982; 488
3. Hawks RL, CN Chiang. Urine Testing for Drugs of Abuse. National Institute for Drug Abuse (NIDA),
Research Monograph 73, 1986
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Analytical Specificity
The following table lists compounds that are positively detected in urine by the PCP Rapid Test
Cassette (Urine) at 5 minutes.
Compound
4-Hydroxyphencyclidine
Phencyclidine

Number:
145068700
Effective date: 2015-09-28

Concentration (ng/mL)

12,500
25

Precision
A study was conducted at three hospitals by laypersons using three different lots of product to
demonstrate the within run, between run and between operator precision. An identical panel of coded
specimens containing, according to GC/MS, no Phencyclidine, 25% Phencyclidine above and below
the cut-off, and 50% Phencyclidine above and below the 25 ng/mL cut-off was provided to each site.
The following results were tabulated:
Phencyclidine Concentration
(ng/mL)
0
12.5
18.75
31.25
37.5

n
per Site
10
10
10
10
10

Site A
10
10
8
1
0

Site B
+
0
0
2
9
10

10
10
9
1
0

Site C
+
0
0
1
9
10

10
10
9
1
0

+
0
0
1
9
10

Effect of Urinary Specific Gravity
Fifteen urine specimens with normal, high, and low specific gravity ranges were spiked with 12.5 ng/mL
and 37.5 ng/mL of Phencyclidine. The PCP Rapid Test Cassette (Urine) was tested in duplicate using
the fifteen neat and spiked urine specimens. The results demonstrate that varying ranges of urinary
specific gravity do not affect the test results.

Synthetic Marijuana (K2) Rapid
Test Cassette (Urine) Package Insert

after 10 minutes.
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A rapid test for the qualitative detection of synthetic marijuana in human urine.
For medical and other professional in vitro diagnostic use only.
【INTENDED USE】
The Synthetic Marijuana (K2) Rapid Test Cassette (Urine) is a rapid chromatographic
immunoassay for the detection of Synthetic Marijuana metabolite in human urine. The
synthetic marijuana detected by the test includes, but are not limited to, the metabolites of
JWH-018 and JWH-073.
This assay provides only a preliminary analytical test result. A more specific alternate chemical
method must be used in order to obtain a confirmed analytical result. Gas
chromatography/mass spectrometry (GC/MS) is the preferred confirmatory method. Clinical
consideration and professional judgment should be applied to any drug of abuse test result,
particularly when preliminary positive results are used.
【SUMMARY】
Synthetic Marijuana or K2 is a psychoactive herbal and chemical product that, when
consumed, mimics the effects of Marijuana. It is best known by the brand names K2 and
Spice, both of which have largely become genericized trademarks used to refer to any
synthetic Marijuana product. The studies suggest that synthetic marijuana intoxication is
associated with acute psychosis, worsening of previously stable psychotic disorders, and also
may have the ability to trigger a chronic (long-term) psychotic disorder among vulnerable
individuals such as those with a family history of mental illness.
Elevated levels of urinary metabolites are found within hours of exposure and remain
detectable for 72 hours after smoking (depending on usage/dosage).
As of March 1, 2011, five cannabinoids, JWH-018, JWH-073, CP-47, JWH-200 and
cannabicyclo hexanol are now illegal in the US because these substances have the potential
to be extremely harmful and, therefore, pose an imminent hazard to the public safety.
The Synthetic Marijuana Rapid Test Cassette (Urine) is a rapid urine screening test that can
be performed without the use of an instrument. The test utilizes a monoclonal antibody to
selectively detect elevated levels of synthetic marijuana metabolite in human urine. The
Synthetic Marijuana Rapid Test Cassette (Urine) yields a positive result when the synthetic
marijuana metabolite in urine exceeds 50 ng/mL.
【PRINCIPLE】
The K2 Rapid Test Cassette (Urine) is an immunoassay based on the principle of competitive
binding. Drugs which may be present in the urine specimen compete against the drug
conjugate for binding sites on the antibody.
During testing, a urine specimen migrates upward by capillary action. Synthetic Marijuana
metabolite, if present in the urine specimen below 50ng/mL, will not saturate the binding sites
of antibody-coated particles in the test device. The antibody-coated particles will then be
captured by immobilized synthetic marijuana conjugate and a visible colored line will show up
in the test line region. The colored line will not form in the test line region if the Synthetic
Marijuana metabolite level exceeds 50ng/mL because it will saturate all the binding sites of
anti- Synthetic Marijuana antibodies.
A drug-positive urine specimen will not generate a colored line in the test line region, while a
drug-negative urine specimen or a specimen containing a drug concentration less than the
cut-off will generate a line in the test line region. To serve as a procedural control, a colored
line will always appear at the control line region indicating that proper volume of specimen has
been added and membrane wicking has occurred.
【REAGENTS】
The test cassette contains mouse monoclonal anti- synthetic marijuana antibody-coupled
particles and synthetic marijuana -protein conjugate. A goat antibody is employed in the
control line system.
【PRECAUTIONS】
 For medical and other professional in vitro diagnostic use only. Do not use after the
expiration date.
 The test should remain in the sealed pouch until use.
 All specimens should be considered potentially hazardous and handled in the same manner
as an infectious agent.
 The used test should be discarded according to local regulations.
【STORAGE AND STABILITY】
Store as packaged in the sealed pouch either at room temperature or refrigerated (2-30°C).
The test is stable through the expiration date printed on the sealed pouch. The test must
remain in the sealed pouch until use. DO NOT FREEZE. Do not use beyond the expiration
date.
【SPECIMEN COLLECTION AND PREPARATION】
Urine Assay
The urine specimen must be collected in a clean and dry container. Urine collected at any time
of the day may be used. Urine specimens exhibiting visible particles should be centrifuged,
filtered, or allowed to settle to obtain clear specimen for testing.
Specimen Storage
Urine specimens may be stored at 2-8°C for up to 48 hours prior to testing. For long-term
storage, specimens may be frozen and stored below -20°C. Frozen specimens should be
thawed and mixed before testing.
【MATERIALS】
Materials Provided
 Test cassettes
 Droppers
 Package insert
Materials Required But Not Provided
 Specimen collection container
 Timer
【DIRECTIONS FOR USE】
Allow the test, urine specimen, and/or controls to reach room temperature (15-30ºC)
prior to testing.
1. Bring the pouch to room temperature before opening it. Remove the test cassette from the
sealed pouch and use it within one hour.
2. Place the test cassette on a clean and level surface. Hold the dropper vertically and
transfer 3 full drops of urine (approx. 120 L) to the specimen well (S) of the test
cassette, and then start the timer. Avoid trapping air bubbles in the specimen well (S). See
the illustration below.
3. Wait for the colored line(s) to appear. Read results at 5 minutes. Do not interpret the result

37.5
62.5
75

K2

3 Drops of Urine

S

Positive

Negative

Invalid

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
NEGATIVE:* Two lines appear. One colored line should be in the control line region (C), and
another apparent colored line should be in the test line region (T). A negative result indicates
that the Synthetic Marijuana metabolite concentration is below the detectable level (50ng/mL).
*NOTE: The shade of color in the test line region (T) may vary, but it should be considered
negative whenever there is even a faint colored line.
POSITIVE: One colored line appears in the control line region (C). No line appears in the
test line region (T). A positive result indicates that the Synthetic Marijuana metabolite
concentration exceeds the detectable level (50ng/mL).
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural
techniques are the most likely reasons for control line failure. Review the procedure and
repeat the test using a new test. If the problem persists, discontinue using the lot immediately
and contact your local distributor.
【QUALITY CONTROL】
A procedural control is included in the test. A colored line appearing in the control line region
(C) is considered an internal procedural control. It confirms sufficient specimen volume,
adequate membrane wicking and correct procedural technique.
Control standards are not supplied with this kit; however, it is recommended that positive and
negative controls be tested as good laboratory testing practice to confirm the test procedure
and to verify proper test performance.
【LIMITATIONS】
1. The K2 Rapid Test Cassette (Urine) provides only a qualitative, preliminary analytical result.
A secondary analytical method must be used to obtain a confirmed result.
Gas
chromatography/mass spectrometry (GC/MS) is the preferred confirmatory method. 1,2
2. It is possible that technical or procedural errors, as well as other interfering substances in
the urine specimen may cause erroneous results.
3. Adulterants, such as bleach and/or alum, in urine specimens may produce erroneous
results regardless of the analytical method used. If adulteration is suspected, the test
should be repeated with another urine specimen.
4. A positive result indicates presence of the drug or its metabolites but does not indicate level
of intoxication, administration route or concentration in urine.
5. A negative result may not necessarily indicate drug-free urine. Negative results can be
obtained when drug is present but below the cut-off level of the test.
6. Test does not distinguish between drugs of abuse and certain medications.
【EXPECTED VALUES】
This negative result indicates that the synthetic marijuana metabolite concentration is below
the detectable level of 50ng/ml. Positive result means the concentration of synthetic marijuana
metabolite is above the level of 50ng/ml. The K2 Rapid Test Cassette has a sensitivity of
50ng/ml
【PERFORMANCE CHARACTERISTICS】
Accuracy
A side-by-side comparison was conducted using the K2 Rapid Test Cassette (Urine) and
GC/MS. The following results were tabulated:
Method
GC/MS
Total Results
Results
Positive
Negative
K2 Rapid
Positive
78
3
81
Test Cassette
Negative
2
167
169
Total Results
80
170
250
% Agreement
97.5%
98.2%
98.0%
Analytical Sensitivity
A drug-free urine pool was spiked with K2 at the following concentrations: 0、25、37.5、50、
62.5、75 and 150ng/mL. The results demonstrate >99% accuracy at 50% above and 50%
below the cut-off concentration. The data are summarized below:
Visual Result
Synthetic Marijuana
Percent of
n
Concentration (ng/mL)
Cut-off
Negative
Positive
0
0%
30
30
0
25
-50%
30
30
0
37.5
-25%
30
26
4
50
Cut-off
30
15
15
62.5
+25%
30
3
27
75
+50%
30
0
30
150
3X
30
0
30
Analytical Specificity
The following table lists compounds that are positively detected in urine by the K2 Rapid Test
Cassette (Urine) at 5 minutes.
Compound
Concentration (ng/mL)
JWH-018 5-Pentanoic acid metabolite
50
JWH-073 4-butanoic acid metabolite
50
JWH-018 4-Hydroxypentyl metabolite
400
JWH-018 5-Hydroxypentyl metabolite
500
JWH-073 4-Hydroxybutyl metabolite
500
Precision
A study was conducted at three hospitals by laypersons using three different lots of product to demonstrate
the within run, between run and between operator precision. An identical panel of coded specimens
containing, according to GC/MS, no synthetic marijuana, 25%synthetic marijuana above and below
the cut-off, and 50% synthetic marijuana above and below the 50ng/mL cut-off was provided to
each site. The following results were tabulated:
Site A
Site B
Site C
K2
Concentration (ng/mL) n per Site
+
+
+
0
10
10
0
10
0
10
0
25
10
10
0
10
0
10
0

10
8
2
8
2
9
1
10
1
9
2
8
2
8
10
0
10
0
10
0
10
Effect of Urinary Specific Gravity
Fifteen (15) urine samples of normal, high, and low specific gravity ranges were spiked with
25ng/mL and 75ng/mL of synthetic marijuana. The K2 Rapid Test Cassette (Urine) was tested
in duplicate using the fifteen neat and spiked urine samples. The results demonstrate that
varying ranges of urinary specific gravity (1.005-1.045) do not affect the test results.
Effect of Urinary pH
The pH of an aliquoted negative urine pool was adjusted to a pH range of 5 to 9 in 1 pH unit
increments and spiked with synthetic marijuana to 25ng/mL and 75ng/mL. The spiked,
pH-adjusted urine was tested with the K2 Rapid Test Cassette (Urine) in duplicate. The results
demonstrated that varying ranges of pH do not interfere with the performance of the test.
Cross-Reactivity
A study was conducted to determine the cross-reactivity of the test with compounds in either
drug-free urine or synthetic marijuana positive urine. The following compounds show no
cross-reactivity when tested with the K2 Rapid Test Cassette (Urine) at a concentration of 100
µg/mL.
Non Cross-Reacting Compounds
4-Acetaminophenol
Acetone
Acetophenetidin
N-Acetylprocainamide
Acetylsalicylic acid
Albumin
Amitriptyline
Amobarbital
Amoxapine
Amoxicillin
Ampicillin
Ascorbic acid
Aminopyrine
Apomorphine
Aspartame
Atropine
Benzilic acid
Benzoic acid
Benzphetamine
Bilirubin
Brompheniramine
Buspirone
Cannabinol
Cimetidine
Chloral hydrate
Chloramphenicol
Chlordiazepoxide
Chloroquine
Chlorothiazide
(+)-Chlorpheniramine
(±)-Chlorpheniramine
Chlorpromazine
Chlorprothixene
Cholesterol
Clomipramine
Codeine
Cortisone
(-)-Cotinine
Creatinine
Cyclobarbital
Cyclobenzaprine
Deoxycorticosterone
R (-)Deprenyl
Dextromethorphan
Diazepam
Diclofenac
Dicyclomine
Diflunisal
4-Acetaminophenol
Acetone
Acetophenetidin

4-Dimethylaminoantipyrine
Diphenhydramine
5,5-Diphenylhydantoin
Disopyramide
Doxylamine
Ecgonine
Ecgonine methylester
EMDP
Ephedrine
l-Ephedrine
l-Epinephrine
(±)-Epinephrine
Erythromycin
β-Estradiol
Estrone-3-sulfate
Ethanol (Ethyl alcohol)
Ethyl-p-aminobenzoate
Etodolac
Famprofazone
Fentanyl
Fluoxetine
Furosemide
Gentisic acid
d-Glucose
Guaiacol glyceryl ether
Hemoglobin
Hydralazine
Hydrochlorothiazide
Hydrocortisone
o-Hydroxyhippuric acid
p-Hydroxymethamphetamine
3-Hydroxytyramine
(Dopamine)
Hydroxyzine
Ibuprofen
Imipramine
Iproniazide
(-)-Isoproterenol
Isoxsuprine
Kanamycin
Ketamine
Ketoprofen
Labetalol
Levorphanol
Lidocaine
Lindane
(Hexachlorocyclohexane)
Loperamide
4-Dimethylaminoantipyrine
Diphenhydramine
5,5-Diphenylhydantoin

Maprotiline
Meperidine
Meprobamate
d-Methamphetamine
l-Methamphetamine
Methadone
Methoxyphenamine
(+)-3,4-MethylendioxyMethylphenidate
Mephentermine
Metoprolol
Morphine-3-β-D-glucuronide
Morphine sulfate
Methyprylon
Nalidixic acid
Nalorphine
Naloxone
Naltrexone
α-Naphthaleneacetic acid
Naproxen
Niacinamide
Nifedipine
Nimesulide
Norcodeine
Norethindrone
d-Norpropoxyphene
Noscapine
d,l-Octopamine
Orphenadrine
Oxalic acid
Oxazepam
Oxolinic acid
Oxycodone
Oxymetazoline
Oxymorphone
Papaverine
Pemoline
Penicillin-G
Pentazocine
Perphenazine
Phencyclidine
Phenelzine
Pheniramine
Phenobarbital
Phenothiazine
Phentermine
Prednisolone
Prednisone
Maprotiline
Meperidine
Meprobamate

Procaine
Promazine
Promethazine
l-Propoxyphene
d,l-Propranolol
d-Pseudoephedrine
Quinacrine
Quinidine
Quinine
Ranitidine
Riboflavin
Salicylic acid
Serotonin
(5-Hydroxytryptamine)
Sodium chloride
Sulfamethazine
Sulindac
Sustiva (Efavirenz)
Temazepam
Tetracycline
Tetrahydrocortexolone
Tetrahydrocortisone,
3-acetate
Tetrahydrozoline
Thebaine
Thiamine
Thioridazine
l-Thyroxine
Tolbutamide
cis-Tramadol
trans-2Phenylcyclopropylamine
Trazodone
Trimethobenzamide
Triamterene
Trifluoperazine
Trimethoprim
Trimipramine
Tryptamine
d,l-Tryptophan
Tyramine
d,l-Tyrosine
Uric acid
Verapamil
Digoxin
Lithium carbonate
l-Phenylephrine
Procaine
Promazine
Promethazine
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TCA Rapid Test Cassette (Urine)
Package Insert
REF DTC-102 English
A rapid test for the qualitative detection of Tricyclic Antidepressants in human urine.
For medical and other professional in vitro diagnostic use only.
【INTENDED USE】
The TCA Rapid Test Cassette (Urine) is a lateral flow chromatographic immunoassay for the
detection of Nortriptyline in human urine at a cut-off concentration of 1,000 ng/mL. This test will
detect other related compounds, please refer to the Analytical Specificity table in this package
insert.
This assay provides only a preliminary analytical test result. A more specific alternate chemical
method must be used in order to obtain a confirmed analytical result. Gas chromatography/mass
spectrometry (GC/MS) or high performance liquid chromatography (HPLC) are the preferred
confirmatory methods. Clinical consideration and professional judgment should be applied to any
drug of abuse test result, particularly when preliminary positive results are used.
【SUMMARY】
TCA (Tricyclic Antidepressants) are commonly used for the treatment of depressive disorders.
TCA overdoses can result in profound central nervous system depression, cardiotoxicity and
anticholinergic effects. TCA overdose is the most common cause of death from prescription drugs.
TCAs are taken orally and sometimes by injection. TCAs are metabolized in the liver, both TCAs
and their metabolites are excreted in urine mostly in the form of metabolites for up to ten days.
The TCA Rapid Test Cassette (Urine) is a rapid urine-screening test that can be performed without
the use of an instrument. The test utilizes a monoclonal antibody to selectively detect elevated
levels of Nortriptyline in urine. The TCA Rapid Test Cassette (Urine) yields a positive result when
the Nortriptyline in urine exceeds 1,000 ng/mL.
【PRINCIPLE】
The TCA Rapid Test Cassette (Urine) is a rapid chromatographic immunoassay based on the
principle of competitive binding. Drugs which may be present in the urine specimen compete
against the drug conjugate for binding sites on the antibody.
During testing, a urine specimen migrates upward by capillary action. Tricyclic Antidepressants, if
present in the urine specimen below the cut-off level, will not saturate the binding sites of the
antibody coated particles in the test. The antibodies coated particles will then be captured by
immobilized Tricyclic Antidepressants conjugate and a visible colored line will show up in the tes t
line region. The colored line will not form in the test line region if the Tricyclic Antidepressants level
exceeds the cut-off level because it will saturate all the binding sites of anti-Tricyclic
Antidepressants antibodies.
A drug-positive urine specimen will not generate a colored line in the test line region because of
drug competition, while a drug-negative urine specimen will generate a line in the test line region
because of the absence of drug competition. To serve as a procedural control, a colo red line will
always appear at the control line region indicating that proper volume of specimen has been added
and membrane wicking has occurred.
【REAGENTS】
The test contains anti-Tricyclic Antidepressants particles and Tricyclic Antidepressants conjugate
coated on the membrane. A goat antibody is employed in the control line system.
【PRECAUTIONS】
 For medical and other professional in vitro diagnostic use only. Do not use after the expiration date.
 The test should remain in the sealed pouch until use.
 All specimens should be considered potentially hazardous and handled in the same manner as
an infectious agent.
 The used test should be discarded according to local regulations.
【STORAGE AND STABILITY】
Store as packaged in the sealed pouch either at room temperature or refrigerated (2 -30°C).
The test is stable through the expiration date printed on the sealed pouch. The test must
remain in the sealed pouch until use. DO NOT FREEZE. Do not use beyond the expiration
date.
【SPECIMEN COLLECTION AND PREPARATION】
Urine Assay
The urine specimen must be collected in a clean and dry container. Urine collected at any time of the
day may be used. Urine specimens exhibiting visible particles should be centrifuged, filtered, or
allowed to settle to obtain clear specimen for testing.
Specimen Storage
Urine specimens may be stored at 2-8°C for up to 48 hours prior to testing. For long-term storage,
specimens may be frozen and stored below -20°C. Frozen specimens should be thawed and mixed
before testing.
【MATERIALS】
Materials Provided
 Test cassettes
 Droppers
 Package insert
Materials Required But Not Provided
 Specimen collection container
 Timer
【DIRECTIONS FOR USE】
Allow the test, urine specimen, and/or controls to reach room temperature (15-30ºC) prior to
testing.
1. Bring the pouch to room temperature before opening it. Remove the test cassette from the
sealed pouch and use it within one hour.
2. Place the test cassette on a clean and level surface. Hold the dropper vertically and transfer 3
full drops of urine (approx. 120 L) to the specimen well (S) of the test cassette, and then start
the timer. Avoid trapping air bubbles in the specimen well (S). See the illustratio n below.
3. Wait for the colored line(s) to appear. Read results at 5 minutes. Do not interpret the result
after 10 minutes.
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3 Drops of Urine
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C
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S

T

S
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【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
NEGATIVE:* Two lines appear. One colored line should be in the control line region (C), and
another apparent colored line should be in the test line region (T). This negative result indicates
that the Tricyclic Antidepressant concentration is below the detectable level.
*NOTE: The shade of color in the test line region (T) will vary, but it should always be considered as
negative whenever there is even a faint colored line.
POSITIVE: One colored line appears in the control line region (C). No line appears in the test line
region (T). This positive result indicates that the Tricyclic Antidepressant concentration exceeds the
detectable level.
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural
techniques are the most likely reasons for control line failure. Review the procedure and repeat the
test using a new test. If the problem persists, discontinue using the lot immediately and contact your
local distributor.
【QUALITY CONTROL】
A procedural control is included in the test. A colored line appearing in the control line region (C) is
considered an internal positive procedural control. It confirms sufficient specimen volume, adequate
membrane wicking and correct procedural technique. In addition, if the test has been performed
properly, the background will clear to provide a distinctive result.
Control standards are not supplied with this kit; however it is recommended that positive and negative
controls be tested as good laboratory testing practice to confirm the test procedure and to verify
proper test performance.
【LIMITATIONS】
1. The TCA Rapid Test Cassette (Urine) provides only a preliminary analytical result. A secondary
analytical method must be used to obtain a confirmed result. Gas chromatography/mass
spectrometry (GC/MS) or high performance liquid chromatography (HPLC) are the preferred
confirmatory methods.1,2
2. The TCA Rapid Test Cassette (Urine) is a qualitative screening assay and can not determine either
the drug concentration in the urine or the level of intoxication.
3. It is possible that technical or procedural errors, as well as other interfering substances in the urine
specimen may cause erroneous results.
4. Adulterants, such as bleach and/or alum, in urine specimens may produce erroneous results
regardless of the analytical method used. If adulteration is suspected, the test should be repeated
with another urine specimen.
5. A positive result indicates presence of the drug or its metabolites but does not indicate level or
intoxication, administration route or concentration in urine.
6. A negative result may not necessarily indicate drug-free urine. Negative results can be obtained
when drug is present but below the cut-off level of the test.
【EXPECTED VALUES】
This negative result indicates that the Tricyclic Antidepressants concentration is below the detectable
level of 1000ng/ml. Positive result means the concentration of Tricyclic Antidepressants is above the
level of 1000ng/ml. The TCA Rapid Test Cassette has a sensitivity of 1000ng/ml.
【PERFORMANCE CHARACTERISTICS】
Accuracy
A comparison was conducted using the TCA Rapid Test Cassette (Urine) and GC/MS. The following
results were tabulated:
Method
GC/MS
Total Results
Results
Positive
Negative
TCA Rapid Test Cassette

91
13
104
5
141
146
96
154
250
94.8%
91.6%
92.8%
Analytical Sensitivity
A drug-free urine pool was spiked with at the following Nortriptyline concentrations: 0 ng/mL,
500 ng/mL, 750 ng/mL, 1,000 ng/mL, 1,250 ng/Ml,1,500 ng/mL and 3,000 ng/mL. The result
demonstrates >99% accuracy at 50% above and 50% below the cut-off concentration. The data
are summarized below:
Visual Result
Nortriptyline
Percent of Cut-off
n
Concentration (ng/mL)
Negative
Positive
0
0%
30
30
0
500
-50%
30
30
0
750
-25%
30
25
5
1,000
Cut-off
30
15
15
1,250
+25%
30
3
27
1,500
+50%
30
0
30
3,000
3X
30
0
30
Analytical Specificity
The following table lists compounds that are positively detected in urine by The TCA Rapid Test
Cassette (Urine) at 5 minutes.
Compound
Concentration (ng/mL) Compound
Concentration (ng/mL)
Nortriptyline
1,000
Imipramine
400
Nordoxepine
500
Clomipramine
50,000
Trimipramine
3,000
Doxepine
2,000
Amitriptyline
1,500
Maprotiline
2,000
Promazine
3,000
Promethazine
50,000
Desipramine
200
Perphenazine
50,000
Cyclobenzaprine
2,000
Dithiaden
10,000
Precision
A study was conducted at three hospitals by laypersons using three different lots of product to demonstrate the
within run, between run and between operator precision. An identical panel of coded specimens containing,
according to HPLC, no Nortriptyline, 25% Nortriptyline above and below the cut-off and 50% Nortriptyline above
and below the 1,000 ng/mL cut-off was provided to each site. The following results were tabulated:
Site A
Site B
Site C
Nortriptyline Concentration
n
(ng/mL)
per Site
+
+
+
0
10
10
0
10
0
10
0
500
10
10
0
10
0
10
0
750
10
9
1
8
2
8
2
1,250
10
1
9
1
9
1
9
1,500
10
0
10
0
10
0
10
Total Results
% Agreement

Positive
Negative

Effect of Urinary Specific Gravity
Fifteen urine specimens of normal, high, and low specific gravity ranges were spiked with 500 ng/mL
and 1,500 ng/mL of Nortriptyline. The TCA Rapid Test Cassette (Urine) was tested in duplicate using
the fifteen neat and spiked urine specimens. The results demonstrate that varying ranges of urinary
specific gravity do not affect the test results.
Effect of Urinary pH
The pH of an aliquoted negative urine pool was adjusted to a pH range of 5 to 9 in 1 pH unit
increments and spiked with Nortriptyline to 500 ng/mL and 1,500 ng/mL. The spiked, pH-adjusted
urine was tested with The TCA Rapid Test Cassette (Urine) in duplicate and interpreted according to
the package insert. The results demonstrate that varying ranges of pH do not interfere with the
performance of the test.
Cross-Reactivity
A study was conducted to determine the cross-reactivity of the test with compounds in a drug-free
urine pool and a drug-free urine pool spiked to contain a 1,500 ng/mL concentration of Nortriptyline.
The following compounds show no cross-reactivity when tested with The TCA Rapid Test Cassette
(Urine) at a concentration of 100 g/mL.
Non Cross-Reacting Compounds
Acetophenetidin
Dextromethorphan
Methadone
Phenylpropanolamine
N-Acetylprocainamide Diazepam
D-methamphetamine
Prednisolone
Acetylsalicylic acid
Diclofenac
(L)-methamphetamine
Prednisone
Aminopyrine
Diflunisal
Methoxyphenamine
Procaine
Amobarbital
Digoxin
3,4-Methylenedioxyethyl- D,L-Propanolol
Amoxicillin
Diphenhydramine
amphetamine
D-Propoxyphene
Ampicillin
Doxylamine
(±) 3,4-Methylenedioxy- D-Pseudoephedrine
L-Ascorbic acid
Ecgonine hydrochloride methamphetamine
Quinidine
Apomorphine
Ecgonine methylester Methylphenidate
Quinine
Aspartame
(IR,2S)-(-)-Ephedrine
Morphine-3-b-DRanitidine
Atropine
L-Ephedrine
glucuronide
Salicylic acid
D,L -Amphetamine
Erythromycin
Nalidixic acid
Secobarbital
L-Amphetamine
Ethyl-p-aminobenzoate Naloxone
Serotonin
Benzilic acid
Fenfluramine
Naltrexone
(5-Hydroxytyramine)
Sulfamethazine
Benzoic acid
Fenoprofen
Naproxen
Benzoylecgonine
Furosemide
Niacinamide
Sulindac
Benzphetamine
Gentisic acid
Nifedipine
Temazepam
Bilirubin
Hemoglobin
Norcodein
Tetracycline
(±)-Brompheniramine Hydralazine
(-)-ψ- Ephedrine
Tetrahydrocortisone,
Caffeine
Hydrochlorothiazide
Norethindrone
3 Acetate
Cannabidiol
Hydrocodone
D-Norpropoxyphene
Tetrahydrocortisone
Cannabinol
Hydrocortisone
Noscapine
3 (b-D glucuronide)
Chloralhydrate
p-Hydroxyamphetamine D,L-Octopamine
Tetrahydrozoline
Chloramphenicol
O-Hydroxyhippuric acid Oxalic acid
Thebaine
Chlordiazepoxide
3-Hydroxytyramine
b-Estradiol
Thiamine
Chlorothiazide
p-HydroxyOxycodone
Thioridazine
(±) Chlorpheniramine methamphetamine
Oxymetazoline
Tolbutamine
Chlorpromazine
Ibuprofen
Papaverine
Triamterene
Chlorquine
(±)-Isoproterenol
Penicillin-G
Trifluoperazine
Cholesterol
Isoxsuprine
Pentazocine
Trimethoprim
Clonidine
Ketamine
Pentobarbital
D, L-Tryptophan
Cocaine hydrochloride Ketoprofen
Phencyclidine
Tyramine
Codeine
Labetalol
Phenelzine
D, L-Tyrosine
Cortisone
Levorphanol
Phenobarbital
Uric acid
(-) Cotinine
Loperamide
Phentermine
Verapamil
Creatinine
Meperidine
L-Phenylephrine
Oxazepam
Deoxycorticosterone Meprobamate
b-Phenylethlamine
Zomepirac
【BIBLIOGRAPHY】
1. Rose,J.B., Tricyclic antidepressants toxicity. J. Toxicity Clin. Toxicol. 11,381-402,1977
2. Hawks RL, CN Chiang. Urine Testing for Drugs of Abuse. National Institute for Drug Abuse (NIDA),
Research Monograph 73, 1986
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THC Rapid Test Cassette (Urine)
Package Insert
REF DTH-102 English
A rapid test for the qualitative detection of Marijuana in human urine.
For professional in vitro diagnostic use only.
【INTENDED USE】
The THC Rapid Test Cassette (Urine) is a rapid chromatographic immunoassay for the detection of
11-nor-9 -THC-9 COOH (THC metabolite) in human urine at a cut-off concentration of 50ng/mL.
This assay provides only a preliminary analytical test result. A more specific alternate chemical method
must be used in order to obtain a confirmed analytical result. Gas chromatography/mass
spectrophotometry (GC/MS) is the preferred confirmatory method. Clinical consideration and
professional judgment should be applied to any drug of abuse test result, particularly when preliminary
positive results are used.
【SUMMARY】
THC (9-tetrahydrocannabinol) is the primary active ingredient in cannabinoids (Marijuana). When
smoked or orally administered, it produces euphoric effects. Users have impaired short term memory
and slowed learning. Users may also experience transient episodes of confusion and anxiety. Long
term relatively heavy use may be associated with behavioral disorders. The peak effect of smoking
Marijuana occurs in 20-30 minutes and the duration is 90-120 minutes after one cigarette. Elevated
levels of urinary metabolites are found within hours of exposure and remain detectable for 3-10 days
after smoking. The main metabolite excreted in the urine is 11-nor-9-tetrahydrocannabinol-9carboxylic acid (9-THC-COOH).
The THC Rapid Test Cassette (Urine) is a rapid urine screening test that can be performed without the
use of an instrument. The test utilizes a monoclonal antibody to selectively detect elevated levels of
Marijuana in urine. The THC Rapid Test Cassette yields a positive result when the concentration of
Marijuana in urine exceeds 50ng/ml. This is the suggested screening cut-off for positive specimens set
by the Substance Abuse and Mental Health Services Administration (SAMHSA, USA).
【PRINCIPLE】
THC Rapid Test Cassette (Urine) is a rapid chromatographic immunoassay based on the principle of
competitive binding. Drugs which may be present in the urine specimen compete against the drug
conjugate for binding sites on the antibody. During testing, a urine specimen migrates upward by
capillary action. Marijuana, if present in the urine specimen below 50ng/ml, will not saturate the binding
sites of the antibody coated particles in the cassette. The antibody coated particles will then be
captured by immobilized THC conjugate and a visible colored line will show up in the test line region.
The colored line will not form in the test line region if the Marijuana level is above 50ng/mL because it
will saturate all the binding sites of anti-Marijuana antibodies. A drug-positive urine specimen will not
generate a colored line in the test line region because of drug competition, while a drug-negative urine
specimen or a specimen containing a drug concentration less than the cut-off will generate a line in the
test line region. To serve as a procedural control, a colored line will always appear at the control line
region indicating that proper volume of specimen has been added and membrane wicking has
occurred.
【REAGENTS】
The test contains mouse monoclonal anti-THC antibody-coupled particles and THC-protein conjugate.
A goat antibody is employed in the control line system.
【PRECAUTIONS】
 For medical and other professional in vitro diagnostic use only. Do not use after the expiration date.
 The test should remain in the sealed pouch until use.
 All specimens should be considered potentially hazardous and handled in the same manner as an
infectious agent.
 The used test should be discarded according to local regulations.
【STORAGE AND STABILITY】
Store as packaged in the sealed pouch either at room temperature or refrigerated (2-30°C). The test is
stable through the expiration date printed on the sealed pouch. The test must remain in the sealed
pouch until use. DO NOT FREEZE. Do not use beyond the expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
Urine Assay
The urine specimen must be collected in a clean and dry container. Urine collected at any time of the
day may be used. Urine specimens exhibiting visible particles should be centrifuged, filtered, or
allowed to settle to obtain clear specimen for testing.
Specimen Storage
Urine specimens may be stored at 2-8°C for up to 48 hours prior to assay. For long-term storage,
specimens may be frozen and stored below -20°C. Frozen specimens should be thawed and mixed
before testing.
【MATERIALS】
Materials Provided
 Test cassettes
 Droppers
 Package insert
Materials Required But Not Provided
 Specimen collection container
 Timer
【INSTRUCTIONS】
Allow the test, urine specimen, and/or controls to reach room temperature (15-30ºC) prior to
testing.
1. Bring the pouch to room temperature before opening it. Remove the test cassette from the sealed
pouch and use it within one hour.
2. Place the test cassette on a clean and level surface. Hold the dropper vertically and transfer 3 full
drops of urine (approx. 120 L) to the specimen well (S) of the test cassette, and then start the
timer. Avoid trapping air bubbles in the specimen well (S). See the illustration below.
3. Wait for the color line(s) to appear. The result should be read at 5 minutes. Do not interpret the
result after 10 minutes

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
NEGATIVE:* Two lines appear. One color line should be in the control region (C), and another
apparent color line should be in the test region (T). This negative result indicates that the Marijuana
concentration is below the detectable level of 50ng/ml.
*NOTE: The intensity of the color in the test line region (T) may vary depending on the concentration
of 11-nor-9 -THC-9 COOH (THC metabolite) present in the specimen. Therefore, any shade of color
in the test line region (T) should be considered negative.
POSITIVE: One color line appears in the control region (C). No line appears in the test region (T). This
positive result indicates that the Marijuana concentration is above the detectable level of 50ng/ml.
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural techniques
are the most likely reasons for control line failure. Review the procedure and repeat the test with a new
test cassette. If the problem persists, discontinue using the test cassette immediately and contact your
local distributor.
【QUALITY CONTROL】
A procedural control is included in the test. A color line appearing in the control region (C) is
considered an internal procedural control. It confirms sufficient specimen volume and correct
procedural technique.
Control standards are not supplied with this test cassette; however it is recommended that positive and
negative controls be tested as good laboratory testing practices to confirm the test procedure and to
verify proper test performance.
【LIMITATIONS】
1. THC Rapid Test Cassette (Urine) provides only a qualitative, preliminary analytical result. A
secondary analytical method must be used to obtain a confirmed result. Gas chromatography/mass
spectrophotometry (GC/MS) is the preferred confirmatory method. 1,2
2. It is possible that technical or procedural errors, as well as other interfering substances in the urine
specimen may cause erroneous results.
3. Adulterants, such as bleach and/or alum, in urine specimens may produce erroneous results
regardless of the analytical method used. If adulteration is suspected, the test should be repeated
with another urine specimen.
4. A positive result indicates presence of the drug or its metabolites but does not indicate level of
intoxication, administration route or concentration in urine.
5. A negative result may not necessarily indicate drug-free urine. Negative results can be obtained
when drug is present but below the cut-off level of the test.
6. Test does not distinguish between drugs of abuse and certain medications.
【EXPECTED VALUES】
This negative result indicates that the Marijuana concentration is below the detectable level of
50ng/mL. Positive result means the concentration of Marijuana is above the level of 50ng/mL. The
THC Rapid Test Cassette has a sensitivity of 50ng/mL
【PERFORMANCE CHARACTERISTICS】
Accuracy
A side-by-side comparison was conducted using The THC Rapid Test Cassette and a commercially
available THC rapid test. Testing was performed on 100 clinical specimens previously collected from
subjects present for Drug Screen Testing. The following results were tabulated:
Method
Other THC Rapid Test
Total Results
Results
Positive
Negative
THC Rapid Test
41
0
41
Positive
Cassette
Negative
0
59
59
Total Results
41
59
100
% Agreement
>99.9%
>99.9%
>99.9%
A side-by-side comparison was conducted using The THC Rapid Test Cassette and GC/MS at the cutoff of 50ng/mL. Testing was performed on 250 clinical specimens previously collected from subjects
present for Drug Screen Testing. The following results were tabulated:
Method
GC/MS
Total Results
Results
Positive
Negative
THC Rapid
Positive
92
3
95
Test Cassette
Negative
2
153
155
Total Results
94
156
250
% Agreement
97.9%
98.1%
98.0%
Analytical Sensitivity
A drug-free urine pool was spiked with 11-nor-9-Tetrahydrocannabinol-9-COOH at the following
concentrations: 0ng/mL, 25ng/mL, 37.5ng/mL, 50ng/mL, 62.5ng/mL 75ng/mL and 150ng/mL. The
result demonstrates >99% accuracy at 50% above and 50% below the cut-off concentration. The data
are summarized below:
Visual Result
11-nor-9-THC-9 COOH Percent of Cutn
Concentration (ng/mL)
off
Negative
Positive
0
0
30
30
0
25
-50%
30
30
0
37.5
-25%
30
26
4
50
Cut-off
30
14
16
62.5
+25%
30
3
27
75
+50%
0
30
30
150
3X
30
0
30
Analytical Specificity
The following table lists compounds and their respective concentrations in urine that yield a positive
result in the THC Rapid Test Cassette (Urine) at 5 minutes.
Compound
Cannabinol
11-nor-8-THC-9 COOH
11-nor-9-THC-9 COOH

Concentration (ng/mL)
35,000
30
50

8-THC

17,000

11-nor-9-THC-9 COOH
Concentration (ng/mL)
0
25
37.5
62.5
75

Site A
Site B
Site C
n
per Site
+
+
+
10
10
0
10
0
10
0
10
10
0
10
0
10
0
10
9
1
8
2
9
1
10
1
9
1
9
2
8
10
0
10
0
10
0
10
Effect of Urinary Specific Gravity
Fifteen urine specimens of normal, high, and low specific gravity ranges were spiked with 25ng/mL
and 75ng/mL of 11-nor-9-Tetrahydrocannabinol-9-carboxylic acid. The THC Rapid Test Cassette
(Urine) was tested in duplicate using the fifteen neat and spiked urine specimens. The results
demonstrate that varying ranges of urinary specific gravity do not affect the test results.
Effect of Urinary pH
The pH of an aliquoted negative urine pool was adjusted to a pH range of 5 to 9 in 1 pH unit
increments and spiked with 11-nor-9-Tetrahydrocannabinol-9-carboxylic acid to 25ng/mL and
75ng/mL. The spiked, pH-adjusted urine was tested with the THC Rapid Test Cassette (Urine) in
duplicate. The results demonstrate that varying ranges of pH do not interfere with the performance of
the test.
Cross-Reactivity
A study was conducted to determine the cross-reactivity of the test with compounds in either drug-free
urine or Marijuana positive urine. The following compounds show no cross-reactivity when tested with
THC Rapid Test Cassette (Urine) at a concentration of 100g/ml
Non Cross-Reacting Compounds
4-Acetamidophenol
Deoxycorticosterone
(+) 3,4-MethylenedioxyPrednisolone
Acetophenetidin
Dextromethorphan
amphetamine
Prednisone
N-Acetylprocainamide
Diazepam
(+) 3,4-MethylenedioxyProcaine
Acetylsalicylic acid
Diclofenac
methamphetamine
Promazine
Aminopyrine
Diflunisal
Methylphenidate
Promethazine
Amitryptyline
Digoxin
Methyprylon
D,L-Propanolol
Amobarbital
Diphenhydramine
Morphine-3D-Propoxyphene
Amoxicillin
Doxylamine
β-D-glucuronide
D-Pseudoephedrine
Ampicillin
Ecgonine hydrochloride Nalidixic acid
Quinidine
L-Ascorbic acid
Ecgonine methylester
Nalorphine
Quinine
D,L-Amphetamine
(-)-ψ-Ephedrine
Naloxone
Ranitidine
L-Amphetamine
Erythromycin
Naltrexone
Salicylic acid
Apomorphine
β-Estradiol
Naproxen
Secobarbital
Serotonin (5Aspartame
Estrone-3-sulfate
Niacinamide
Hydroxytyramine)
Atropine
Ethyl-p-aminobenzoate
Nifedipine
Sulfamethazine
Benzilic acid
Fenoprofen
Norcodein
Sulindac
Benzoic acid
Furosemide
Norethindrone
Temazepam
Benzoylecgonine
Gentisic acid
D-Norpropoxyphene
Tetracycline
Benzphetamine
Hemoglobin
Noscapine
Tetrahydrocortisone,
Bilirubin
Hydralazine
D,L-Octopamine
3-Acetate
(±)-Brompheniramine
Hydrochlorothiazide
Oxalic acid
Tetrahydrocortisone
Caffeine
Hydrocodone
Oxazepam
3 (β-D-glucuronide)
Cannabidiol
Hydrocortisone
Oxolinic acid
Tetrahydrozoline
Chloralhydrate
O-Hydroxyhippuric acid Oxycodone
Thebaine
Chloramphenicol
3-Hydroxytyramine
Oxymetazoline
Thiamine
Chlordiazepoxide
Ibuprofen
p-HydroxyThioridazine
Chlorothiazide
Imipramine
methamphetamine
D, L-Thyroxine
(±) Chlorpheniramine
Iproniazid
Papaverine
Tolbutamine
Chlorpromazine
(±) - Isoproterenol
Penicillin-G
Triamterene
Chlorquine
Isoxsuprine
Pentazocine
Trifluoperazine
Cholesterol
Ketamine
Pentobarbital
Trimethoprim
Clomipramine
Ketoprofen
Perphenazine
Trimipramine
Clonidine
Labetalol
Phencyclidine
Tryptamine
Cocaine hydrochloride
Levorphanol
Phenelzine
D, L-Tryptophan
Codeine
Loperamide
Phenobarbital
Tyramine
Cortisone
Maprotiline
Phentermine
D, L-Tyrosine
(-) Cotinine
Meprobamate
L-Phenylephrine
Uric acid
Creatinine
Methadone
β-Phenylethylamine
Verapamil
Methoxyphenamine
Phenylpropanolamine
Zomepirac
【BIBLIOGRAPHY】
1. Hawks RL, CN Chiang. Urine Testing for Drugs of Abuse. National Institute for Drug Abuse (NIDA),
Research Monograph 73, 1986
2. Baselt RC. Disposition of Toxic Drugs and Chemicals in Man. 2nd Ed. Biomedical Publ., Davis, CA.
1982; 488
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9-THC

17,000
Precision
A study was conducted at three hospitals by laypersons using three different lots of product to
demonstrate the within run, between run and between operator precision. An identical panel of coded
specimens containing, according to GC/MS, no 11-nor-9-Tetrahydrocannabinol-9-carboxylic acid, 25%
11-nor-9-Tetrahydrocannabinol-9-carboxylic acid above and below the cut-off, and 50% 11-nor-9Tetrahydrocannabinol-9-carboxylic acid above and below the 50ng/mL cut-off was provided to each site.
The following results were tabulated:
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AFP Rapid Test Cassette
(Whole Blood /Serum /Plasma)
Package Insert
REF TAF-402

English

A rapid test for the qualitative detection of Alpha-Fetoprotein (AFP) in whole blood, serum or
plasma.
For professional in vitro diagnostic use only.
【INTENDED USE】
The AFP Rapid Test Cassette (Whole Blood /Serum /Plasma) is a rapid chromatographic
immunoassay for the qualitative detection of AFP in whole blood, serum or plasma to aid in the
diagnosis of Hepatocellular Carcinoma or fetal open neural tube defects.
【SUMMARY】
Alpha-Fetoprotein (AFP) is normally produced during fetal and neonatal
development by the
liver, yolk sac and in small concentrations by the gastrointestinal tract. 1 By the second year of
life, AFP concentrations
decrease
rapidly,
and
thereafter
only
trace
amounts
are normally
detected3in serum.2 In general, normal adults have serum AFP concentrations of less than
10ng/ml. Elevated AFP levels occur in several malignant diseases including hepatocellular4
carcinoma, testicular nonseminomatous origin, and occasionally of other entodermal origin.
AFP has also been used to detect early tumors in people at high risk for liver cancer. Studies
of patients with large hepatic
metastases or viral hepatitis also indicate slightly elevated or
persistent AFP values.5 In areas where liver cancer is common, the use of 6AFP tests for
screening has resulted in the detection of many tumors at an earlier stage. Detection
of
elevated AFP levels can also be used in the detection of fetal open neural tube defects. 7
The AFP Rapid Test Cassette (Whole Blood /Serum /Plasma) utilizes a combination of
anti-AFP antibody coated particles and anti-AFP antibodies to detect elevated levels of AFP in
whole blood, serum or plasma. The minimum detection level is 10ng/ml.
【PRINCIPLE】
The AFP Rapid Test Cassette (Whole Blood /Serum /Plasma) is a qualitative membrane
based immunoassay for the detection of AFP in whole blood, serum or plasma. The
membrane is pre-coated with anti-AFP antibodies on the test line region. During testing, the
specimen reacts with the particle coated with anti-AFP antibodies. The mixture migrates
upward on the membrane chromatographically by capillary action to react with anti-AFP
antibodies on the membrane and generate a colored line. The presence of this colored line in
the test line region indicates a positive result, while its absence indicates a negative result. To
serve as a procedural control, a colored line will always appear in the control line region,
indicating that proper volume of specimen has been added and membrane wicking has
occurred.
【REAGENTS】
The test cassette contains anti-AFP antibody coated particles and anti-AFP antibody coated
on the membrane.
【PRECAUTIONS】
Please read all the information in this package insert before performing the test.
 For professional in vitro diagnostic use only. Do not use after the expiration date.
 The test cassette should remain in the sealed pouch until use.
 All specimens should be considered potentially hazardous and handled in the same
manner as an infectious agent.
 The used test should be discarded according to local regulations.
 Do not eat, drink or smoke in the area where the specimens or kits are handled.
 Humidity and temperature can adversely affect results.
【STORAGE AND STABILITY】
Store as packaged at room temperature or refrigerated (2-30°C). The test is stable through the
expiration date printed on the sealed pouch or label of the closed canister. The test must
remain in the sealed pouch until use. DO NOT FREEZE. Do not use beyond the expiration
date.
【SPECIMEN COLLECTION AND PREPARATION】
 The AFP Rapid Test Cassette (Whole Blood /Serum /Plasma) can be performed using
whole blood (from venipuncture or fingerstick), serum or plasma.
 To collect Fingerstick Whole Blood specimens:
 Wash the patient’s hand with soap and warm water or clean with an alcohol swab. Allow
to dry.
 Massage the hand without touching the puncture site by rubbing down the hand towards
the fingertip of the middle or ring finger.
 Puncture the skin with a sterile lancet. Wipe away the first sign of blood.
 Gently rub the hand from wrist to palm to finger to form a rounded drop of blood over the
puncture site.
 Add the Fingerstick Whole Blood specimen to the test by using a capillary tube:
 Touch the end of the capillary tube to the blood until filled to approximately 50 L.
Avoid air bubbles.
 Place the bulb onto the top end of the capillary tube, then squeeze the bulb to
dispense the whole blood to the specimen area of the test cassette.
 Add the Fingerstick Whole Blood specimen to the test by using hanging drops:
 Position the patient’s finger so that the drop of blood is just above the specimen area
of the test cassette.
 Allow 2 hanging drops of fingerstick whole blood to fall into the center of the specimen
area on the test cassette, or move the patient’s finger so that the hanging drop
touches the center of the specimen area. Avoid touching the finger directly to the
specimen area.
 Separate serum or plasma from blood as soon as possible to avoid hemolysis. Use only
clear non-hemolyzed specimens.
 Testing should be performed immediately after the specimens have been collected. Do not
leave the specimens at room temperature for prolonged periods. Serum and plasma
specimens may be stored at 2-8°C for up to 3 days. For long term storage, specimens

should be kept below -20°C. Whole blood collected by venipuncture should be stored at
2-8°C if the test is to be run within 2 days of collection. Do not freeze whole blood
specimens. Whole blood collected by fingerstick should be tested immediately.
 Bring specimens to room temperature prior to testing. Frozen specimens must be
completely thawed and mixed well prior to testing. Specimens should not be frozen and
thawed repeatedly.
 If specimens are to be shipped, they should be packed in compliance with local regulations
covering the transportation of etiologic agents.
【MATERIALS】
Materials provided
 Test cassettes
 Droppers
 Buffer
 Package insert
Materials required but not provided
 Specimen collection containers
 Centrifuge
 Lancets (for fingerstick whole blood only)
 Timer
 Heparinized capillary tubes and dispensing bulb (for fingerstick whole blood only)
【DIRECTIONS FOR USE】
Allow the test, specimen, buffer and/or controls to reach room temperature (15-30°C)
prior to testing.
1. Bring the pouch to room temperature before opening it. Remove the test cassette from the
sealed pouch and use it as soon as possible.
2. Place the cassette on a clean and level surface.
For Serum or Plasma specimen:
 Hold the dropper vertically and transfer 1 drop of serum or plasma (approximately 25L)
to the specimen well of test Cassette, then add 1 drop of buffer (approximately 40ul)
and start the timer. See illustration below.
For Venipuncture Whole Blood specimen:
 Hold the dropper vertically and transfer 2 drops of whole blood (approximately 50 L)
to the specimen area, then add 1 drop of buffer (approximately 40 L), and start the
timer. See illustration below.
For Fingerstick Whole Blood specimen:
 To use a capillary tube: Fill the capillary tube and transfer approximately 50L of
fingerstick whole blood specimen to the specimen area of test cassette, then add 1
drop of buffer (approximately 40 L) and start the timer. See illustration below.
 To use hanging drops: Allow 2 hanging drops of fingerstick whole blood specimen
(approximately 50 L) to fall into the specimen area of test cassette, then add 1 drop of
buffer (approximately 40 L) and start the timer. See illustration below.
3. Wait for the colored line(s) to appear. Read results at 10 minutes. Do not interpret the
result after 20 minutes.

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
POSITIVE:* Two distinct colored lines appear. One colored line should be in the control
region (C) and another colored line should be in the test region (T).
*NOTE: The intensity of the color in the test line region (T) will vary depending on the
concentration of AFP present in the specimen. Therefore, any shade of color in the test region
(T) should be considered positive.
NEGATIVE: One colored line appears in the control region (C). No apparent colored line
appears in the test region (T).
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural
techniques are the most likely reasons for control line failure. Review the procedure and
repeat the test with a new test cassette. If the problem persists, discontinue using the test kit
immediately and contact your local distributor.
【QUALITY CONTROL】
A procedural control is included in the test. A colored line appearing in the control region (C) is
the internal procedural control. It confirms sufficient specimen volume and correct procedural
technique. Control standards are not supplied with this kit; however, it is recommended that a
positive control and a negative control be tested as a good laboratory practice to confirm the
test procedure and to verify proper test performance.
【LIMITATIONS】
1. The AFP Rapid Test Cassette (Whole Blood /Serum /Plasma) is for in vitro diagnostic use
only. The test should be used for the detection of AFP in whole blood, serum or plasma
specimens only. Neither the quantitative value nor the rate of increase in AFP concentration
can be determined by this qualitative test.
2. The AFP Rapid Test Cassette (Whole Blood /Serum /Plasma) will only indicate the

presence of AFP in the specimen and should not be used as the sole criteria for the
diagnosis of Hepatocellular Carcinoma or fetal open neural tube defects.
3. The AFP Rapid Test Cassette (Whole Blood /Serum /Plasma) cannot detect less than
10ng/ml of AFP in specimens. A negative result at any time does not preclude the possibility
of Hepatocellular Carcinoma or fetal open neural tube defects.
4. As with all diagnostic tests, all results must be interpreted together with other clinical
information available to the physician.
5. If the test result is negative and clinical symptoms persist, additional testing using other
clinical methods is recommended. A negative result does not at any time preclude the
possibility of Hepatocellular Carcinoma or fetal open neural tube defects.
【EXPECTED VALUES】
The AFP Rapid Test Cassette (Whole Blood /Serum /Plasma) has been compared with a
leading commercial AFP EIA test. The correlation between these two systems is over 99.2%.
【PERFORMANCE CHARACTERISTICS】
Sensitivity and Specificity
The AFP Rapid Test Cassette (Whole Blood /Serum /Plasma) has correctly identified a panel
of specimens and has been compared to a leading commercial AFP EIA test using clinical
specimens. The results show that the relative sensitivity of the AFP Rapid Test Cassette
(Whole Blood /Serum /Plasma) is 99.4%, and the relative specificity is 99.0%.
Method

EIA
Total Results
Results
Positive
Negative
Positive
317
5
322
Negative
2
503
505
Total Results
319
508
827
Relative Sensitivity: 99.4% (95%CI*: 97.8%-99.9%)
* Confidence Interval
Relative Specificity: 99.0% (95%CI*: 97.7%-99.7%)
Accuracy: 99.2% (95%CI*: 98.3%-99.7%)
Precision
Intra-Assay
Within-run precision has been determined by using 10 replicates of three specimens: a
negative, a low positive and a high positive. The negative, low positive and high positive
values were correctly identified >99% of the time.
Inter-Assay
Between-run precision has been determined by 10 independent assays on the same three
specimens: a negative, a low positive and a high positive. Three different lots of the AFP Rapid
Test Cassette (Whole Blood /Serum /Plasma) have been tested using negative, low positive
and high positive specimens. The specimens were correctly identified >99% of the time.
Cross-reactivity
Specimens positive for HAMA, Carcinectomy and Rheumatoid factor (RF) have been tested.
No cross-reactivity was observed, indicating that the AFP Rapid Test Cassette (Whole Blood
/Serum /Plasma) has a high degree of specificity for Alpha-Fetoprotein.
Interfering Substances
The AFP Rapid Test Cassette (Whole Blood /Serum /Plasma) has been tested for possible
interference from visibly hemolyzed and lipemic specimens. No interference was observed. In
addition, no interference was observed in specimens containing up to 2,000mg/dl Hemoglobin,
1,000mg/dl Bilirubin, and 2,000mg/dl human serum Albumin.
【BIBLIOGRAPHY】
1. Gitlin D, Perricelli A, Gitlin GM. Synthesis of α-Fetoprotein by Liver, Yolk Sac, and
Gastrointestinal Tact of the Human Conceptus. Cancer Res. 32: 979, 1972.
2. Gitlin D. Normal biology of α-fetoprotein. Ann N Y Acad Sci. 259:7-16, 1975.
3. Davids, Jacobs, et al. Laboratory test handbook, Lexi-Comp Inc, 1996, 4th Edition: 73.
4. Abelev GI. Alpha-fetoprotein in ontogenesis and its association with malignant tumors. Adv.
Cancer Res. 14: 295-358, 1971.
5. Ding-Shinn C, Juei-Low S. Serum Alphafetoprotein in Hepatocellular Carcinoma. Cancer.
40(2):779-783, 1977.
6. Nasser J. The Role of Biologic Tumor Markers in Testicular Cancer. Cancer.
45(7):1755-1761,1980.
7. Bock J. Current Issues in Maternal Serum Alpha-Fetoprotein Screening. Clinical Chemistry.
97(4)541-554, 1992.
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A rapid, one step test for the qualitative detection of human hemoglobin, transferring and
Haptoglobin/Hemoglobin complex in human feces specimen.
For professional in vitro diagnostic use only.
【INTENDED USE】
The Transferrin/FOB and Hb-Hp Combo Rapid Test Cassette (Feces) is a rapid
chromatographic immunoassay (non-invasive assay) for the qualitative detection of human
hemoglobin, transferrin and Hemoglobin(Hb)-Haptoglobin(Hp) complex in human feces
specimens, which might be useful for the diagnosis of bleeding gastrointestinal disorders.
【SUMMARY】
Colorectal cancer is cancer that occurs in the colon or rectum, and affects both men and
women of all racial and ethnic groups, and is most often found in people aged 50 years or older.
For men, colorectal cancer is the third most common cancer after prostate and lung cancers.
For women, colorectal cancer is the third most common cancer after breast and lung cancers.
Fecal occult blood should be an important indicator in the diagnostic evaluation of patients with
suspected gastrointestinal bleeding of any etiology, not just as an indication of colorectal cancer.
The presence of human hemoglobin in feces is inadequate as a screening test for stomach
cancer (upper gastrointestinal disorders), because of human hemoglobin derived from the
upper digestive tract is broken down in the intestinal tract (the antigenicity is lost).
Detection of fecal transferrin, which is more stable in stool than hemoglobin, provides an
alternative way of diagnosing the disease in the upper digestive tract.
Blood in the stool may be the only symptom of cancer, but not all blood in the stool is caused by
cancer. Other conditions that can cause blood in the stool include: Haemorrhoids, Anal fissures,
Colon polyps, Peptic ulcers, Ulcerative colitis. Gastroesophageal reflux disease (GERD).
Crohn's disease, use of non-steroidal anti-inflammatory drugs (NSAIDs).
The Hemoglobin-Haptoglobin Complex Rapid Test immunological test based on the detection
of the Hemoglobin-Haptoglobin (Hb-Hp) complex. Meguro, who also found excellent sensitivity
and fecal extracts the Hb-Hp complex was more stable than unbound hemoglobin. Thus, in
patients with proximal colorectal bleeding, the Hb-Hp complex could probably be detectable in
stool, even after a longer passage.
【PRINCIPLE】
The Transferrin/FOB Combo Rapid Test Cassette (Feces)
The membrane is precoated with anti-hemoglobin antibody and anti-transferrin antibody on the
test line region of the FOB and Transferrin. During testing, the specimen reacts with the particle
coated with anti-hemoglobin antibody and/or anti-transferrin antibody. The mixture migrates
upward on the membrane chromatographically by capillary action to react with anti-hemoglobin
antibody and/or anti-transferrin antibody on the membrane and generate a colored line. The
presence of this colored line in the test line region indicates a positive result, while its absence
indicates a negative result. To serve as a procedural control, a colored line will always appear
in the control line region, indicating that the proper volume of specimen has been added and
membrane wicking has occurred.
The Hb-Hp Rapid Test Cassette (Feces)
The membrane is precoated with anti-haptoglobin antibody on the test line region of the test.
During testing, the specimen reacts with the particle coated with anti-hemoglobin antibody. The
mixture migrates upward on the membrane chromatographically by capillary action to react with
anti-haptoglobin antibody on the membrane and generate a colored line. The presence of this
colored line in the test line region indicates a positive result, while its absence indicates a
negative result. To serve as a procedural control, a colored line will always appear in the control
line region, indicating that the proper volume of specimen has been added and membrane
wicking has occurred.
【REAGENTS】
The test contains anti-hemoglobin antibody, anti-transferrin antibody particles and antihemoglobin antibody, anti-transferrin antibody and anti-haptoglobin antibodhy coated on the
membrane.
【PRECAUTIONS】
• For professional in vitro diagnostic use only. Do not use after expiration date.
• The test should remain in the sealed pouch until use.
• Do not eat, drink or smoke in the area where the specimens or kits are handled.
• Handle all specimens as if they contain infectious agents. Observe established precautions
against microbiological hazards throughout all procedures and follow the standard
procedures for proper disposal of specimens.
• Wear protective clothing such as laboratory coats, disposable gloves and eye protection
when specimens are assayed.
• The used test should be discarded according to local regulations.
• Humidity and temperature can adversely affect results.
【STORAGE AND STABILITY】
The kit can be stored at room temperature or refrigerated (2-30°C). The test cassette is stable
through the expiration date printed on the sealed pouch. The test cassette must remain in the
sealed pouch until use. DO NOT FREEZE. Do not use beyond the expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
• Specimens should not be collected during or within three days of a menstrual period, or if
the patient suffers from bleeding hemorrhoids or blood in the urine.
• Alcohol, aspirin and other medications taken in excess may cause gastrointestinal irritation
resulting in occult bleeding. Such substances should be discontinued at least 48 hours prior
to testing.
• No dietary restrictions are necessary before using the Transferrin/FOB and Hb-Hp Combo
Rapid Test Cassette.
【MATERIALS】
Materials Provided
• Test cassettes
• Package insert
• Specimen collection tubes with extraction buffer
Materials Required But Not Provided
• Specimen collection containers
• Timer
【DIRECTIONS FOR USE】
Allow the test, specimen, buffer and/or controls to reach room temperature (15-30°C)
prior to testing.
1. To collect fecal specimens:
Collect sufficient quantity of feces (1-2ml or 1-2g) in a clean, dry specimen collection
container to obtain maximum antigens (if present). Best results will be obtained if the assay
is performed within 6 hours after collection. Specimen collected may be stored for 3 days at

2-8℃ if not tested within 6 hours. For long term storage, specimens should be kept below 20℃.
2. To process fecal specimens:
• For Solid Specimens:
Unscrew the cap of the specimen collection tube ， then randomly stab the specimen
collection applicator into the fecal specimen in at least 3 different sites to collect
approximately 50 mg of feces (equivalent to 1/4 of a pea). Do not scoop the fecal specimen.
• For Liquid Specimens:
Hold the dropper vertically, aspirate fecal specimens, and then transfer 2 drops
(approximately 80μL) into the specimen collection tube containing the extraction buffer.
3. Tighten the cap onto the specimen collection tube, then shake the specimen collection tube
vigorously to mix the specimen and the extraction buffer. Leave the tube alone for 2 minutes.
4. Bring the pouch to room temperature before opening it. Remove the test cassette from the
foil pouch and use it within one hour. Best results will be obtained if the test is performed
immediately after opening the foil pouch.
5. Hold the specimen collection tube upright and open the cap onto the specimen collection
tube. Invert the specimen collection tube and transfer 3 full drops of the extracted specimen
(approximately 120μL) to the specimen well (S) of the test cassette, then start the timer.
Avoid trapping air bubbles in the specimen well (S). See illustration below.
6. Read results at 5 minutes after dispensing the specimen. Do not read results after 10
minutes.
Note: If the specimen does not migrate (presence of particles), centrifuge the extracted
specimens contained in the extraction buffer vial. Collect 120μL of supernatant, dispense into
the specimen well (S) of a new test cassette and start afresh following the instructions
mentioned above.
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【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
Transferrin POSITIVE:* Two lines appear. One colored line should be in the control line region
(C) and another apparent colored line should be in the Transferrin line region (Tf).
FOB POSITIVE:* Two lines appear. One colored line should be in the control line region (C)
and another apparent colored line should be in the FOB line region (FOB).
FOB and Transferrin POSITIVE:* Three lines appear. One colored line should be in the
control line region (C) and another two lines appear in the FOB and Tf regions.
Hb-Hp Complex Positive* Two line appear. One colored line should be in the control line
region (C) and another apparent colored line should be in the Hemoglobin/Haptoglobin line
region (Hb-Hp).
*NOTE: The intensity of the color line in the FOB, Tf and Hb-Hp complex line region will vary
depending on the concentration of human hemoglobin and/or human transferring and/or Hb-Hp
complex present in the specimen. Therefore, any shade of color in the FOB and/or Tf and/or
Hb-Hp region should be considered positive.
NEGATIVE: One colored line appears in the control line region (C). No line appears in the FOB,
Tf and Hp/Hb region.
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural
techniques are the most likely reasons for control line failure. Review the procedure and repeat
the test with a new test. If the problem persists, discontinue using the test kit immediately and
contact your local distributor.
【QUALITY CONTROL】
Internal procedural controls are included in the test. A colored line appearing in the control
region (C) is an internal valid procedural control. It confirms sufficient specimen volume and
correct procedural technique.
Control standards are not supplied with this kit; however, 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.
【LIMITATIONS】
1. The Transferrin/FOB and Hb-Hp Combo Rapid Test Cassette (Feces) is for in vitro
diagnostic use only.
2. The Transferrin/FOB and Hb-Hp Combo Rapid Test Cassette (Feces) will only indicate the
presence of human hemoglobin, human transferring and human Hb-Hp complex in the feces
specimen. The presence of blood in feces does not necessarily indicate colorectal bleeding.
3. As with all diagnostic tests, all results must be considered with other clinical information
available to the physician.
4. Other clinically available tests are required if questionable results are obtained.

【EXPECTED VALUES】
The Transferrin/FOB and Hb-Hp Combo Rapid Test Cassette (Feces) has been compared with
another leading commercial rapid test. The correlation between this two system is 99.1% for
FOB, 99.3% for Tranferrin and 98.8% for Hb-Hp complex.
【PERFORMANCE CHARACTERISTICS】
Accuracy
The Transferrin/FOB and Hb-Hp Combo Rapid Test Cassette (Feces) has been compared with
another leading commercial rapid test using clinical specimens.
FOB Results
Method
Other Rapid Test
Total Result
Results
Positive
Negative
Rapid Test Cassette for FOB
Positive
143
1
144
(Feces)
Negative
3
289
292
Total Result
146
290
436
Relative sensitivity: 97.9% (95%CI*: 94.1%~99.6%);
Relative specificity: 99.7% (95%CI*: 98.1%~99.9%);
Accuracy: 99.1% (95%CI*: 97.7%~99.2%).
*Confidence Intervals
Transferrin Results
Method
Other Rapid Test
Total Result
Results
Positive
Negative
Rapid Test Cassette for transferrin
Positive
91
2
93
(Feces)
Negative
1
342
343
Total Result
92
344
436
Relative sensitivity: 98.9% (95%CI*: 94.1%~99.9%);
Relative specificity: 99.4% (95%CI*: 97.9%~99.9%);
Accuracy: 99.3% (95%CI*: 98.0%~99.9%).
*Confidence Intervals
Hp/Hb Complex Results
Method
Other Rapid Test
Total
Result
Results
Positive
Negative
Hb-Hp Complex Rapid Test
Positive
29
3
32
Cassette (Feces)
Negative
1
297
298
Total Result
30
300
330
Relative sensitivity: 96.7% (95%CI*: 82.8%~99.9%);
Relative specificity: 99.0% (95%CI*: 97.1%~99.8%);
Accuracy: 98.8% (95%CI*: 96.9%~99.7%).
*Confidence Intervals
Sensitivity
The Transferrin/FOB and Hb-Hp Combo Rapid Test Cassette (Feces) can detect levels of
50ng/ml FOB, 40ng/ml Transferrin and 50ng/ml Hb-Hp complex.
Precision
Intra-Assay
Within-run precision has been determined by using 15 replicates of four specimens: negative,
50ng/ml, 100ng/ml and 10μg/ml FOB positive specimens. The specimens were correctly
identified >99% of the time.
Within-run precision has been determined by using 15 replicates of four specimens: negative,
40ng/ml, 80ng/ml and 1μg/ml Transferrin positive specimens. The specimens were correctly
identified >99% of the time.
Within-run precision has been determined by using 15 replicates of four specimens: negative,
50ng/ml, 200ng/ml and 2μg/ml Hb-Hp complex positive specimens. The specimens were
correctly identified >99% of the time.
Inter-Assay
Between-run precision has been determined by 15 independent assays on the same 4
specimens: negative, 50ng/ml hemoglobin, 100ng/ml hemoglobin, 10μg/ml hemoglobin, three
different lots of Transferrin/FOB Combo Rapid Test Cassette (Feces) have been tested using
these specimens. The specimens were correctly identified >99% of the time.
Between-run precision has been determined by 15 independent assays on the same 4
specimens: negative, 40ng/ml transferrin, 80ng/ml transferrin, 1μg/ml transferrin, three different
lots of Transferrin/FOB Combo Rapid Test Cassette (Feces) have been tested using these
specimens. The specimens were correctly identified >99% of the time.
Between-run precision has been determined by 15 independent assays on the same 4
specimens: negative, 50ng/ml Hb-Hp, 20ng/ml Hb-Hp, 2μg/ml Hb-Hp, three different lots of HbHp Complex Rapid Test Cassette (Feces) have been tested using these specimens. The
specimens were correctly identified >99% of the time.
Cross-reactivity
It was performed an evaluation to determine the cross reactivity and interferences of
Transferrin/FOB and Hb-Hp Combo Rapid Test Cassette. There is not cross reactivity with
common gastrointestinal pathogens, other organisms and substances occasionally present in
feces.
【BIBLIOGRAPHY】
1 WALKER C.W., "Fecal occult blood tests reduce colorectal cancer mortality.", Am Fam
Physician. 2007 Jun 1;75(11):1652-3.
2 CHIEN-HUA CHIANG, et al. «A comparative study of three fecal occult blood tests in upper
gastrointestinal bleeding»; Kaohsiung J. Med. Sci May 2006, Vol 22, No 5: 223-228
3 HIROFUMI MIYOSHI, et al. «Accuracy of Detection of Colorectal Neoplasia using an
Immunochemical Occult Blood Test in Symptomatic Referred Patients: Comparison of
Retrospective and Prospective Studies. Internal Medicine Sept. 2000 Vol. 39, No. 9: 701-706
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Myoglobin/CK-MB/Troponin I Combo Rapid Test Cassette
(Whole Blood /Serum/Plasma)
Package Insert
REF CMA-435
English
A rapid test for the diagnosis of myocardial infarction (MI) to detect Myoglobin, CK-MB and cardiac
Troponin I (cTnI) qualitatively in whole blood, serum or plasma.
For professional in vitro diagnostic use only.
【INTENDED USE】
The Myoglobin/CK-MB/Troponin I Combo Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid
chromatographic immunoassay for the qualitative detection of human Myoglobin, CK-MB and cardiac
Troponin I (cTnI) in whole blood, serum or plasma as an aid in the diagnosis of myocardial infarction (MI).
【SUMMARY】
Myoglobin (MYO), Creatine Kinase MB (CK-MB) and cardiac Troponin I (cTnI) are proteins released into
the bloodstream after cardiac injury. Myoglobin is a heme-protein normally found in skeletal and cardiac
muscle with a molecular weight of 17.8 kDa. 1 When muscle cells are damaged, Myoglobin is released into
the blood rapidly due to its relatively small size. The level of Myoglobin increases measurably above
baseline within 2-4 hours post-infarct, peaking at 9-12 hours, and returning to baseline within 24-36
hours.2,3 CK-MB is an enzyme also present in the cardiac muscle, with a molecular weight of 87.0 kDa. 4
Creatine Kinase is a dimeric molecule formed from two subunits designated as “M” and “B”, which
combine to form three different isoenzymes, CK-MM, CK-BB and CK-MB. CK-MB is the isoenzyme of
Creatine Kinase most involved in the metabolism of cardiac muscle tissue. 5 The release of CK-MB into the
blood following an MI can be detected within 3-8 hours after the onset of symptoms. It peaks within 9 to 30
hours, and returns to baseline levels within 48 to 72 hours. 6 Cardiac Troponin I is a protein found in cardiac
muscle, with a molecular weight of 22.5 kDa. 7 Troponin I is part of a three subunit complex comprised of
Troponin T and Troponin C. Along with tropomyosin, this structural complex forms the main component
that regulates the calcium sensitive ATPase activity of actomyosin in striated skeletal and cardiac muscle. 8
After cardiac injury occurs, Troponin I is released into the blood 4-6 hours after the onset of pain. The
release pattern of Troponin I is similar to CK-MB, but while CK-MB levels return to normal after 72 hours,
Troponin I remains elevated for 6-10 days, thus providing for a longer window of detection for cardiac
injury.
The Myoglobin/CK-MB/Troponin I Combo Rapid Test Cassette (Whole Blood/Serum/Plasma) is a simple
test that utilizes a combination of antibody coated particles and capture reagents to qualitatively detect
Myoglobin, CK-MB and cardiac Troponin I (cTnI) in whole blood, serum or plasma. The minimum detection
level is 50ng/mL Myoglobin, 5ng/mL CK-MB and 0.5ng/mL Troponin I.
【PRINCIPLE】
The Myoglobin/CK-MB/Troponin I Combo Rapid Test Cassette (Whole Blood/Serum/Plasma) is a
qualitative, membrane based immunoassay for the detection of Myoglobin, CK-MB and cardiac Troponin I
(cTnI) in whole blood, serum or plasma. The membrane is pre-coated with specific capture antibodies in
each of the test line regions of the test. During testing, the whole blood, serum or plasma specimen reacts
with the particle coated with specific antibodies. The mixture migrates upward on the membrane
chromatographically by capillary action to react with specific capture reagents on the membrane and
generate a colored line. The presence of this colored line in the specific test line region indicates a positive
result, while its absence indicates a negative result. To serve as a procedural control, a colored line will
always appear in the control line region indicating that proper volume of specimen has been added and
membrane wicking has occurred.
【REAGENTS】
The test contains anti-Myoglobin antibody conjugated colloid gold particles, anti-CK-MB antibody
conjugated colloid gold particles, anti-Troponin I antibody conjugated colloid gold particles, and capture
reagents coated on the membrane.
【PRECAUTIONS】
 For professional in vitro diagnostic use only. Do not use after expiration date.
 Do not eat, drink or smoke in the area where the specimens or kits are handled.
 Do not use the test cassette if pouch is damaged.
 Handle all specimens as if they contain infectious agents. Observe established precautions against
microbiological hazards throughout all procedures and follow the standard procedures for proper
disposal of specimens.
 Wear protective clothing such as laboratory coats, disposable gloves and eye protection when specimens
are assayed.
 The used test materials should be discarded according to local regulations.
 Humidity and temperature can adversely affect results.
【STORAGE AND STABILITY】
Store as packaged in the sealed pouch either at room temperature or refrigerated (2 -30°C). The test
cassette is stable through the expiration date printed on the sealed pouch. The test cassette must
remain in the sealed pouch until use. DO NOT FREEZE. Do not use after the expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
 The Myoglobin/CK-MB/Troponin I Combo Rapid Test Cassette (Whole Blood/Serum/Plasma) can be
performed using whole blood (from venipuncture or fingerstick), serum or plasma.
 To collect Fingerstick Whole Blood specimens:
 Wash the patient’s hand with soap and warm water or clean with an alcohol swab. Allow to dry.
 Massage the hand without touching the puncture site by rubbing down the hand towards the fingertip
of the middle or ring finger.
 Puncture the skin with a sterile lancet. Wipe away the first sign of blood.
 Gently rub the hand from wrist to palm to finger to form a rounded drop of blood over the puncture
site.
 Add the Fingerstick Whole Blood specimen to the test cassette by using a capillary tube:
 Touch the end of the capillary tube to the blood until filled to approximately 50L. Avoid air
bubbles.
 Place the bulb onto the top end of the capillary tube, then squeeze the bulb to dispense the whole
blood to the specimen well of the test cassette.
 Add the Fingerstick Whole Blood specimen to the test cassette by using hanging drops:
 Position the patient’s finger so that the drop of blood is just above the specimen area of the test
cassette.
 Allow 2 hanging drops of fingerstick whole blood to fall into the center of the specimen area on the
test cassette, or move the patient’s finger so that the hanging drop touches the center of the
specimen area. Avoid touching the finger directly to the specimen area.
 Separate serum or plasma from blood as soon as possible to avoid hemolysis. Use only clear
non-hemolyzed specimens.
 Testing should be performed immediately after the specimens have been collected. Do not leave the
specimens at room temperature for prolonged periods. Serum and plasma specimens may be stored at
2-8°C for up to 2 days, for long term storage, specimens should be kept below -20°C. Whole blood
collected by venipuncture should be stored at 2-8°C if the test is to be run within 2 days of collection. Do
not freeze whole blood specimens. Whole blood collected by fingerstick should be tested immediately.
 Bring specimens to room temperature prior to testing. Frozen specimens must be completely thawed
and mixed well prior to testing. Specimens should not be frozen and thawed repeatedly.
 If specimens are to be shipped, they should be packed in compliance with local regulations covering the
transportation of etiologic agents.

【MATERIALS】
Materials provided
Droppers
 Buffer

Package insert
Materials required but not provided
 Specimen collection Containers
 Centrifuge

Timer
For fingerstick whole blood

 Lancets

Heparinized capillary tubes and dispensing bulb
【DIRECTIONS FOR USE】
Allow the test cassette, specimen, buffer and/or controls to reach room temperature (15-30°C)
prior to testing.
1. Bring the pouch to room temperature before opening it. Remove the test cassette from the sealed
pouch and use it as soon as possible.
2. Place the cassette on a clean and level surface.
For Serum or Plasma specimen:
 Hold the dropper vertically and transfer 2 drops of serum or plasma (approximately 50 L) to the
specimen well, then add 1 drop of buffer (approximately 40 L), and start the timer. See illustration
below.
For Venipuncture Whole Blood specimen:
 Hold the dropper vertically and transfer 2 drops of whole blood (approximately 50 L) to the
specimen well, then add 1 drop of buffer (approximately 40 L), and start the timer. See illustration
below.
For Fingerstick Whole Blood specimen:
 To use a capillary tube: Fill the capillary tube and transfer approximately 50 L of fingerstick
whole blood specimen to the specimen well of test cassette, then add 1 drop of buffer
(approximately 40 L) and start the timer. See illustration below.
 To use hanging drops: Allow 2 hanging drops of fingerstick whole blood specimen
(approximately 50 L) to fall into the specimen area of test cassette, then add 1 drop of buffer
(approximately 40 L) and start the timer. See illustration below.
3. Wait for the colored line(s) to appear. Read result at 10 minutes. Do not interpret the result after 20
minutes.


Test Cassettes



【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
POSITIVE:* A colored line in the control line region (C) and the presence of one or more colored
lines in the test line regions indicates a positive result. This indicates that the concentration of
Myoglobin, CK-MB and/or cardiac Troponin I is above the minimum detection level.
*NOTE: The intensity of the color in the test line region(s) will vary depending on the concentration of
Myoglobin, CK-MB and/or cardiac Troponin I present in the specimen. Therefore, any shade of color in the
test line regions should be considered positive.
NEGATIVE: One colored line appears in the control line region (C). No line appears in the test line
region (T).This indicates that the concentration of Myoglobin, CK-MB and cardiac Troponin I are below the
minimum detection levels.
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural techniques
are the most likely reasons for control line failure. Review the procedure and repeat the test with a new test.
If the problem persists, discontinue using the test kit immediately and contact your local distributor.
【QUALITY CONTROL】
A procedural control is included in the test. A colored line appearing in the control line region(C) is
considered an internal procedural control. It confirms sufficient specimen volume, adequate membrane
wicking and correct procedural technique.
Control standards are not supplied with this kit; however, 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.
【LIMITATIONS】
1. The Myoglobin/CK-MB/Troponin I Combo Rapid Test Cassette (Whole Blood/Serum/ Plasma) is for in vitro
diagnostic use only. This test should be used for the detection of Myoglobin, CK-MB, and cardiac Troponin
I (cTnI) in whole blood, serum or plasma specimens only. Neither the quantitative value nor the rate of
increase in Myoglobin, CK-MB and cardiac Troponin I can be determined by this qualitative test.
2. The Myoglobin/CK-MB/Troponin I Combo Rapid Test Cassette (Whole Blood/Serum/ Plasma) will only
indicate the qualitative level of Myoglobin, CK-MB and Troponin I in the specimen and should not be
used as the sole criteria for the diagnosis of myocardial infarction.
3. The Myoglobin/CK-MB/Troponin I Combo Rapid Test Cassette (Whole Blood/Serum/Plasma) cannot
detect less than 50ng/mL Myoglobin, 5ng/mL CK-MB and 0.5ng/mL cardiac Troponin I (cTnI) in
specimens. A negative result at any time does not preclude the possibility of myocardial infarction.
4. As with all diagnostic tests, all results must be interpreted together with other clinical information
available to the physician.
5. Some specimens containing unusually high titers of heterophile antibodies or rheumatoid factor (RF)
may affect expected results. Even if the test results are positive, further clinical evaluation should be
considered with other clinical information available to the physician.
6. There is a slight possibility that some whole blood specimens with very high viscosity or which have
been stored for more than 2 days may not run properly on the test cassette. Repeat the test with a
serum or plasma specimen from the same patient using a new test cassette.
【EXPECTED VALUES】
The Myoglobin/CK-MB/Troponin I Combo Rapid Test Cassette (Whole Blood/Serum/ Plasma) has been
compared with a leading commercial Myoglobin ELISA, CK-MB ELISA, cTnI ELISA test, demonstrating an
overall accuracy of 97.5% with Myoglobin, 99.1% with cardiac Troponin I (cTnI), 99.4% with CK-MB.

【PERFORMANCE CHARACTERISTICS】
Sensitivity and Specificity
The Myoglobin/CK-MB/Troponin I Combo Rapid Test Cassette (Whole Blood/Serum/ Plasma) has been evaluated
with a leading commercial Myoglobin ELISA, CK-MB ELISA, cTnI ELISA test using clinical specimens. The results
show that relative to leading ELISA tests, the Myoglobin/CK-MB/Troponin I Combo Rapid Test Cassette (Whole
Blood/Serum/ Plasma) shows >99.9% sensitivity and 97.2% specificity for Myoglobin, 99.4% sensitivity and 99.0%
specificity for cardiac Troponin I (cTnI), and >99.9% sensitivity and 99.4% specificity for CK-MB.
Myoglobin Rapid Test vs. ELISA
Method
ELISA
Total Results
Results
Positive
Negative
Myoglobin Rapid Test Cassette
Positive
54
11
65
(Whole Blood/Serum/Plasma)
Negative
0
379
379
Total Results
54
390
444
Relative sensitivity: 54/54=>99.9% (95%CI*: 94.6%~100.0%);
Relative specificity: 379/390=97.2% (95%CI*: 95.0%~98.6%);
Accuracy: (54+379)/(54+11+379)=97.5%(95%CI*: 95.6%~98.8%).
*Confidence Intervals
Cardiac Troponin I Rapid Test vs. ELISA
Method
ELISA
Total Results
Results
Positive
Negative
Cardiac Troponin I Rapid Test
Cassette (Whole
Positive
172
5
177
Blood/Serum/Plasma)
Negative
1
472
473
Total Results
173
477
650
Relative sensitivity: 172/173=99.4% (95%CI*: 96.8%~99.9%);
Relative specificity: 472/477=99.0% (95%CI*: 97.6%~99.7%);
Accuracy: (172+472)/(172+1+5+472)=99.1%(95%CI*: 98.0%~99.7%)
*Confidence Intervals
CK-MB Rapid Test vs. ELISA
Method
ELISA
Total Results
Results
Positive
Negative
CK-MB Rapid Test Cassette
Positive
62
3
65
(Whole Blood/Serum/Plasma)
Negative
0
468
468
Total Results
62
471
533
Relative sensitivity: 62/62=>99.9% (95%CI*: 95.3%~100.0%);
Relative specificity: 468/471=99.4% (95%CI*: 98.1%~99.9%);
Accuracy: (62+468)/(62+3+468)=99.4%(95%CI*: 98.4%~99.9%).
*Confidence Intervals
Precision
Intra-Assay
Within-run precision has been determined by using 15 replicates of below fifteen specimens: Myoglobin
specimen levels at 0 ng/mL, 50 ng/mL, 100 ng/mL, 200 ng/mL and 400 ng/mL, CK-MB specimen levels at 0
ng/mL, 5 ng/mL, 10 ng/mL, 20 ng/mL and 40 ng/mL and cardiac Troponin I (cTnI) specimen levels at 0ng/mL,
1.0ng/mL, 5.0ng/mL, 10ng/mL and 40ng/mL. The specimens were correctly identified >99% of the time.
Inter-Assay
Between-run precision has been determined by 3 independent assays on the same fifteen specimens:
0ng/mL, 50ng/mL, 100ng/mL, 200ng/mL and 400ng/mL of Myoglobin, 0ng/mL, 5ng/mL, 10ng/mL,
20ng/mL, and 40ng/mL of CK-MB and 0ng/mL, 1.0ng/mL, 5ng/mL, 10ng/mL and 40ng/mL of cardiac
Troponin I (cTnI). Three different lots of the Myoglobin/CK-MB/Troponin I Combo Rapid Test Cassette
(Whole Blood/Serum/Plasma) have been tested using these specimens. The specimens were correctly
identified >99% of the time.
Cross-reactivity
The Myoglobin/CK-MB/Troponin I Combo Rapid Test Cassette (Whole Blood/Serum/Plasma) has been
tested by 10,000ng/mL Skeletal Troponin I, 2,000ng/mL Troponin T, 20,000ng/mL Cardiac Myosin, 1,800
ng/mL CK-MM, 1,200ng/mL CK-BB, HBsAg, HBsAb, HBeAg, HBeAb, HBcAb, syphilis, anti-HIV,
anti-H.pylori, MONO, anti-CMV, anti-Rubella and anti-Toxoplasmosis positive specimens. The results
showed no cross-reactivity.
Interfering Substances
The following potentially interfering substances were added to Myoglobin, CK-MB and/or cardiac Troponin
I (cTnI) negative and positive specimens, respectively.
Acetaminophen: 20 mg/dL
Bilirubin: 1,000mg/dL
Albumin: 10,500mg/dL
Acetylsalicylic Acid: 20mg/dL
Cholesterol: 800mg/dL
Hemoglobin 1,000 mg/dL
Ascorbic Acid: 20mg/dL
Caffeine: 20 mg/dL
Oxalic Acid: 600mg/dL
Creatin: 200mg/dL
Gentisic Acid: 20 mg/dL
Triglycerides: 1,600mg/dL
None of the substances at the concentration tested interfered in the assay.
【BIBLIOGRAPHY】
1. Wong SS. Strategic utilization of cardiac markers for diagnosis of acute myocardial infarction. Ann Clin
Lab Sci, 26:301-12, 1996.
2. Kagen LJ. Myoglobin methods and diagnostic uses. CRC Crit. Rev. Clin. Lab. Sci., 2:273, 1978.
3. Chapelle JP. et al. Serum myoglobin determinations in the assessment of acute myocardial infarction.
Eur. Heart Journal, 3:122, 1982.
4. Apple FS, Preese LM. Creatine kinase-MB: detection of myocardial infarction and monitoring
reperfusion. J Clin Immunoassay, 17:24-9, 1994.
5. Lee TH, Goldman L. Serum enzyme assays in the diagnosis of acute myocardial infarction. Ann Intern
Med, 105:221-233, 1986.
6. Kallner A, Sylven C, Brodin. U, et al. Early diagnosis of acute myocardial infarction; a comparison
between chemical predictors. Scand J Clin Lab Invest, 49:633-9, 1989.
7. Adams, et al. Biochemical markers of myocardial injury, Immunoassay Circulation 88: 750-763, 1993.
8. Mehegan JP, Tobacman LS. Cooperative interaction between troponin molecules bound to the cardiac
thin filament. J.Biol.Chem. 266:966, 1991.
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PCT Rapid Test Cassette
(Whole Blood/Serum/Plasma)
Package Insert
REF CPC-402
English
A rapid test for the qualitative detection of Procalcitonin in human’s whole blood, serum or plasma.
For professional in vitro diagnostic use only.
【INTENDED USE】
The PCT Rapid Test Cassette (Whole Blood / Serum / Plasma) is a rapid
chromatographic immunoassay for the qualitative detection of Procalcitonin in whole
blood, serum or plasma.
【SUMMARY】
Procalcitonin (PCT) is a small protein that comprises 116 amino acid residues with a
molecular weight of approximately 13 kDa which was first described by Moullec et al. in
1984. PCT is produced normally in C-cells of the thyroid glands. In 1993, the elevated
level of PCT in patients with a system infection of bacterial origin was reported and
PCT is now considered to be the main marker of disorders accompanied by systemic
inflammation and sepsis. The diagnostic value of PCT is important due to the close
correlation between PCT concentration and the severity of inflammation. It was shown
that “inflammatory” PCT is not produced in C-cells. Cells of neuroendocrine origin are
presumably the source of PCT during inflammation.
【PRINCIPLE】
The PCT Rapid Test Cassette (Whole Blood/Serum/Plasma) is a qualitative, lateral
flowimmunoassay for the detection of PCT in Whole Blood, serum or plasma. The
membrane is pre-coated with anti-PCT antibody on the test line region. During testing,
the Whole Blood, serum or plasma specimen reacts with the particle coated with antiPCT antibody. The mixture migrates upward on the membrane chromatographically by
capillary action to react with anti-PCT antibody on the membrane and generate a
colored line. The presence of this colored line in the test region indicates a positive
result, while its absence indicates a negative result. To serve as a procedural control, a
colored line will always appear in the control line region indicating that proper volume
of specimen has been added and membrane wicking has occurred.
【REAGENTS】
The test cassette contains mouse anti-PCT antibody particles and mouse anti-PCT
antibody coated on the membrane.
【PRECAUTIONS】
Please read all the information in this package insert before performing the test.
1. For professional in vitro diagnostic use only. Do not use after the expiration date.
2. Do not eat, drink or smoke in the area where the specimen or kits are handled.
3. Handle all the specimens as if they contain infectious agents. Observe established
precautions against microbiological hazards throughout testing and follow the
standard procedures for proper disposal of specimens.
4. Wear protective clothing such as laboratory coats, disposable gloves and eye
protection when specimens are being tested.
5. Humidity and temperature can adversely affect results.
【STORAGE AND STABILITY】
Store as packaged at room temperature or refrigerated (2-30°C). The test is stable
through the expiration date printed on the sealed pouch. The test must remain in the
sealed pouch until use. DO NOT FREEZE. Do not use beyond the expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
 The PCT Rapid Test Cassette (Whole Blood/Serum/Plasma) can be performed
using whole blood (from venipuncture or fingerstick), serum or plasma.
 To collect Venipuncture Whole Blood specimens: Collect anti-coagulated blood
specimen (sodium or lithium heparin, potassium or sodium EDTA, sodium oxalate,
sodium citrate) following standard laboratory procedures.
 To collect Fingerstick Whole Blood specimens:
 Wash the patient’s hand with soap and warm water or clean with an alcohol swab.
Allow to dry.
 Massage the hand without touching the puncture site by rubbing down the hand
towards the fingertip of the middle or ring finger.
 Puncture the skin with a sterile lancet. Wipe away the first sign of blood.
 Gently rub the hand from wrist to palm to finger to form a rounded drop of blood
over the puncture site.
 Add the Fingerstick Whole Blood specimen to the test by using a capillary tube:
 Touch the end of the capillary tube to the blood until filled to approximately 50µL.
Avoid air bubbles.
 Place the bulb onto the top end of the capillary tube, then squeeze the bulb to
dispense the whole blood to the specimen well (S) of the Test Cassette.
 Separate serum or plasma from blood as soon as possible to avoid hemolysis. Use
only clear, non-hemolyzed specimens.
 Testing should be performed immediately after specimen collection. Do not leave the
specimens at room temperature for prolonged periods. Serum and plasma
specimens may be stored at 2-8°C for up to 3 days. For long-term storage,
specimens should be kept below -20°C. Whole blood collected by venipuncture
should be stored at 2-8°C if the test is to be run within 2 days of collection. Do not
freeze whole blood specimens. Whole blood collected by fingerstick should be tested
immediately.
 Bring specimens to room temperature prior to testing. Frozen specimens must be
completely thawed and mixed well prior to testing. Specimens should not be frozen
and thawed repeatedly.
If specimens are to be shipped, they should be packed in compliance with local
regulations covering the transportation of etiologic agents
【MATERIALS】
Materials provided
• Test Cassettes
• Droppers
• Package Insert
• Buffer
Materials required but not provided
• Specimen Collection Containers
• Centrifuge
• Timer

【DIRECTIONS FOR USE】
Allow test cassette, specimen, buffer and/or controls to equilibrate to room
temperature (15-30℃) prior to testing.
1. Remove the Test Cassette from the foil pouch and use it as soon as possible. Best
results will be obtained if the assay is performed within one hour.
2. Place the Test Cassette on a clean and level surface.
For Serum or Plasma specimens:
Hold the dropper vertically and transfer 1 drop of serum or plasma (approximately
25 L) to the specimen well (S) of the Test Cassette, and add 1 drop of buffer
(approximately 40 L), then start the timer. See illustration below.
For Venipuncture Whole Blood specimens:
Hold the dropper vertically and transfer 2 drops of whole blood (approximately
50 L) to the specimen well (S) of the Test Cassette, and add 1 drop of buffer
(approximately 40 L), then start the timer. See illustration below.
For Fingerstick Whole Blood specimens:
To use a capillary tube: Fill the capillary tube and transfer approximately 50 L of
fingerstick whole blood specimen to the specimen well (S) of the Test Cassette, then
add 1 drop of buffer (approximately 40 L) and start the timer. See illustration below.
3. Wait for the colored line is appeared. The result should be read at 15minutes. Do
not interpret the result after 20 minutes.

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
POSITIVE:* Two distinct colored lines appear. One colored line should be in the
control region (C) and another colored line should be in the test region (T).
*NOTE: The intensity of the color in the test line region (T) will vary depending on the
concentration of PCT antigen present in the specimen. Therefore, any shade of color in
the test region (T) should be considered positive.
NEGATIVE: One colored line appears in the control region (C). No apparent
colored line appears in the test region (T).
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect
procedural techniques are the most likely reasons for control line failure. Review the
procedure and repeat the test with a new test cassette. If the problem persists,
discontinue using the test kit immediately and contact your local distributor.
【QUALITY CONTROL】
An internal procedural control is included in the test. A colored line appearing in the
control region (C) is an internal positive procedural control. It confirms sufficient
specimen volume and correct procedural technique.
Control standards are not supplied with this kit; however, 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. LIMIT
【LIMITATIONS】
1. The PCT Rapid Test Cassette (Whole Blood/Serum/Plasma) is for in vitro diagnostic
use only. This test should be used for the detection of PCT in Whole Blood, serum or
plasma specimen.
2. The PCT Rapid Test Cassette (Whole Blood/Serum/Plasma) cannot detect less than
1ng/ml of PCT in specimens.
3. As with all diagnostic tests, all results must be considered with other clinical
information available to the physician.
4. In some instances elevated Procalcitonin levels in due to noninfectious reasons can
be observed:
 During the first days after trauma or surgical intervention burns, release of
proinflammatoric cytokines, lung cancer (oat cell carcinoma), Medullary Thyroid
Carcinoma (C-Cell Carcinoma).
 New born children, < 48hours.
 Severe cardiogenic shock.
【EXPECTED VALUES】
The PCT Rapid Test Cassette (Whole Blood/Serum/Plasma) has been compared with a
leading commercial PCT EIA test. The correlation between these two systems is 98.8%.

【PERFORMANCE CHARACTERISTICS】
Sensitivity
The PCT Rapid Test Cassette (Whole Blood/Serum/Plasma) has correctly identified a
panel of specimens and has been compared to a leading commercial PCT EIA test using
clinical specimens. The results show that the relative sensitivity of the PCT Rapid Test
Cassette (Whole Blood /Serum /Plasma) is 98.7%, and the relative specificity is 98.9%.
Method
EIA
Total
Results
Results
Positive
Negative
PCT Rapid Test
Cassette(Whole
Positive
231
3
234
Blood/Serum/Plasma)
Negative
3
280
283
Total Results
234
283
517
Relative Sensitivity: 98.7% (95%CI*: 96.3%-99.7%)
Relative Specificity: 98.9% (95%CI*: 96.9%-99.8%)
Accuracy: 98.8% (95%CI*: 97.8%-99.7%)
*Confidence Intervals
Precision
Intra-Assay
Within-run precision has been determined by using 15 replicates of three specimens
containing negative, low positive and high positive. The negative and positive values
were correctly identified 99% of the time.
Inter-Assay
Between-run precision has been determined by using the same three specimens of
negative, low positive and high positive of PCT in 15 independent assays. Three
different lots of the PCT Rapid Test Cassette (Whole Blood/Serum/Plasma) have been
tested over a 10-days period using negative, low positive and high positive specimens.
The specimens were correctly identified 99% of the time.
Cross-reactivity
The PCT Rapid Test Cassette (Whole Blood/Serum/Plasma) has been tested by
HAMA, Rheumatoid factor (RF), HAV, Syphilis, HIV, H. Pylori, MONO, CMV, Rubella
and TOXO positive specimens. The results showed no cross-reactivity
Interfering Substances
The PCT Rapid Test Cassette (Whole Blood/Serum/Plasma) has been tested for
possible interference from visibly hemolyzed and lipemic specimens. No interference
was observed.
In addition, no interference was observed in specimens containing up to 2,000 mg/dL
Hemoglobin, 1000 mg/dL Bilirubin, and 2000 mg/dL human serum Albumin.
【BIBLIOGRAPHY】
1. Le Moullec JM, et al. (1984) The complete sequence of human procalcitonin. FEBS
Letters 167(1), 93-97.
2. Assicot M, et al. (1993) High serum procalcitonin concentrations in patients with
sepsis and infection. Lancet 341(8844), 515-518.
3. Meisner M and Reinhart K (2001) Is procalcitonin really a marker of sepsis? Int J
Intensive Care 8(1), 15-25.
4. Sponholz C, et al. (2006) Diagnostic value and prognostic implications of serum
procalcitonin after cardiac surgery: a systematic review of the literature. Critical Care
10, R145.
5. Meisner M, (2002) Pathobiochemistry and clinical use of procalcitonin. Clin Chim
Acta 323, 17-29.
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D-dimer Rapid Test Cassette
(Whole Blood/Plasma)
Package Insert
REF CDM-402 English
A rapid test for the qualitative detection of D-dimer in whole blood or plasma.
For professional in vitro diagnostic use only.
【INTENDED USE】
The D-dimer Rapid Test Cassette (Whole Blood/Plasma) is a rapid chromatographic
immunoassay for the qualitative detection of human D-dimer in whole blood or plasma as an aid
in the diagnosis of Disseminated Intravascular Coagulopathy (DIC), deep venous thrombosis
(DVT) and pulmonary embolism (PE).
【SUMMARY】
D-dimer (or D dimer) is a fibrin degradation product (or FDP), a small protein fragment present in
the blood after a blood clot is degraded by fibrinolysis.
It is so named because it contains two
cross linked D fragments of the fibrin protein.1.2 D-dimer concentration may be determined by a
blood test to help diagnose thrombosis. Since its introduction in the 1990s, it has become an
important test performed in patients with suspected thrombotic disorders. While a negative
result practically rules out thrombosis, a positive result can indicate thrombosis but does not rule
out other potential causes. Its main use, therefore, is to exclude thromboembolic disease where
the probability is low. In addition,
it is used in the diagnosis of the disorder Disseminated
Intravascular Coagulopathy.3.4
The D-dimer Rapid Test Cassette (Whole Blood/Plasma) is a simple test that utilizes a
combination of anti-D-dimer antibody coated particles and capture reagents to qualitatively
detect D-dimer in whole blood or plasma. The minimum detection level is 500ng/mL.
【PRINCIPLE】
The D-dimer Rapid Test Cassette (Whole Blood/Plasma) is a qualitative, membrane based
immunoassay for the detection of D-dimer in whole blood or plasma. The membrane is
pre-coated with specific capture antibodies in the test line region of the test. During testing, the
whole blood or plasma specimen reacts with the particle coated with specific antibodies. The
mixture migrates upward on the membrane chromatographically by capillary action to react with
specific capture antibodies on the membrane and generate a colored line. The presence of this
colored line in the specific test line region indicates a positive result, while its absence indicates
a negative result. To serve as a procedural control, a colored line will always appear in the
control line region indicating that proper volume of specimen has been added and membrane
wicking has occurred.
【REAGENTS】
The test contains anti-D-dimer antibody conjugated colloid gold particles and capture antibodies
coated on the membrane.
【PRECAUTIONS】
 For professional in vitro diagnostic use only. Do not use after expiration date.
 Do not eat, drink or smoke in the area where the specimens or kits are handled.
 Do not use test if pouch is damaged.
 Handle all specimens as if they contain infectious agents. Observe established precautions
against microbiological hazards throughout all procedures and follow the standard
procedures for proper disposal of specimens.
 Wear protective clothing such as laboratory coats, disposable gloves and eye protection when
specimens are assayed.
 The used test should be discarded according to local regulations.
 Humidity and temperature can adversely affect results.
【STORAGE AND STABILITY】
Store as packaged in the sealed pouch either at room temperature or refrigerated (2-30 °C).
The test is stable through the expiration date printed on the sealed pouch. The test must
remain in the sealed pouch until use. DO NOT FREEZE. Do not use after the expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
 The D-dimer Rapid Test Cassette (Whole Blood/Plasma) can be performed using whole blood
(from venipuncture or fingerstick) or plasma.
 To collect Fingerstick Whole Blood specimens:
 Wash the patient’s hand with soap and warm water or clean with an alcohol swab. Allow to dry.
 Massage the hand without touching the puncture site by rubbing down the hand towards
the fingertip of the middle or ring finger.
 Puncture the skin with a sterile lancet. Wipe away the first sign of blood.
 Gently rub the hand from wrist to palm to finger to form a rounded drop of blood over the
puncture site.
 Add the Fingerstick Whole Blood specimen to the test by using a capillary tube:
 Touch the end of the capillary tube to the blood until filled to approximately 25 L.
Avoid air bubbles.
 Place the bulb onto the top end of the capillary tube, then squeeze the bulb to dispense
the whole blood to the specimen area of the test cassette.
 To collect Whole Blood from venipuncture:
 Collect blood from venipuncture with the anticoagulants tube (EDTA, Heparin, Citrate
and Oxalate) use it directly for the test.
 Separate plasma from blood as soon as possible to avoid hemolysis. Use only clear
non-hemolyzed specimens.
 Testing should be performed immediately after the specimens have been collected. Do not
leave the specimens at room temperature for prolonged periods. Plasma specimens may be
stored at 2-8 °C for up to half-day, for long term storage, specimens should be kept below
-20 °C. Whole blood collected by venipuncture should be stored at 2-8 °C if the test is to be
run within half day of collection. Do not freeze whole blood specimens. Whole blood collected
by fingerstick should be tested immediately.
 Bring specimens to room temperature prior to testing. Frozen specimens must be completely
thawed and mixed well prior to testing. Specimens should not be frozen and thawed
repeatedly.
 If specimens are to be shipped, they should be packed in compliance with local regulations
covering the transportation of etiologic agents.
 EDTA K2, Heparin sodium, Citrate sodium and Potassium Oxalate can be used as the
anticoagulant for collecting the specimen.
【MATERIALS】
Materials provided
 Test Cassettes
 Droppers
 Buffer
 Package insert
Materials required but not provided
 Specimen collection containers
 Centrifuge (for plasma only)
 Lancets(For fingerstick Whole Blood Only)
 Timer
 Heparinized Capillary Tubes and Dispensing Bulb(For fingerstick Whole Blood Only)

【DIRECTIONS FOR USE】
Allow the test, specimen, buffer and/or controls to reach room temperature (15 -30 °C)
prior to testing.
1. Bring the pouch to room temperature before opening it. Remove the test cassette from the
sealed pouch and use it within one hour.
2. Place the cassette on a clean and level surface.
For Plasma specimen:
 Hold the dropper vertically and transfer 1 drop of plasma (approximately 25L) to the
specimen area, then add 2 drops of buffer (approximately 80L), and start the timer. See
illustration below.
For Venipuncture Whole Blood specimen:
 Hold the dropper vertically and transfer 1 drop of whole blood (approximately 25 L) to
the specimen area, then add 2 drops of buffer (approximately 80 L), and start the timer.
See illustration below.
For Fingerstick Whole Blood specimen:
 To use a capillary tube: Fill the capillary tube and transfer approximately 25 L of
fingerstick whole blood specimen to the specimen area of test cassette, then add 2
drops of buffer (approximately 80 L) and start the timer. See illustration below.
3. Wait for the colored line(s) to appear. Read result at 10 minutes. Do not interpret the result
after 20 minutes.
Note: It is suggested not to use the buffer, beyond 6 months after opening the vial.

【INTERPRETATION OF RESULTS】
POSITIVE:* A colored line in the control line region (C) and the presence of one colored
line in the test line region indicate a positive result. This indicates that the concentration of
D-dimer is above the minimum detection level.
*NOTE: The intensity of the color in the test line region will vary depending on the concentration
of D-dimer, present in the specimen. Therefore, any shade of color in the test line region should
be considered positive.
NEGATIVE: One colored line appears in the control line region (C). No line appears in the
test line region (T).This indicates that the concentration of D-dimer are below the minimum
detection levels.
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural
techniques are the most likely reasons for control line failure. Review the procedure and repeat
the test with a new test. If the problem persists, discontinue using the test kit immediately and
contact your local distributor.
【QUALITY CONTROL】
A procedural control is included in the test. A colored line appearing in the control line region(C)
is considered an internal quality procedural control. It confirms sufficient specimen volume,
adequate membrane wicking and correct procedural technique.
Control standards are not supplied with this kit; however, 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.
【LIMITATIONS】
1. The D-dimer Rapid Test Cassette (Whole Blood/Plasma) is for in vitro diagnostic use only.
This test should be used for the detection of D-dimer in whole blood or plasma specimens
only. Neither the quantitative value nor the rate of increase in D-dimer can be determined by
this qualitative test.
2. The D-dimer Rapid Test Cassette (Whole Blood/ Plasma) will only indicate the qualitative
level of D-dimer in the specimen and should not be used as the sole criteria for the diagnosis
of Disseminated Intravascular Coagulopathy (DIC), Deep Vein Thrombosis (DVT) and
Pulmonary Embolism (PE).
3. The D-dimer Rapid Test Cassette (Whole Blood/Plasma) cannot detect less than 500ng/mL
D-dimer in specimens. A negative result at any time does not preclude the possibility of
Disseminated Intravascular Coagulopathy (DIC), Deep Vein Thrombosis (DVT) and
Pulmonary Embolism (PE).
4. False negative readings can occur if the sample is taken either too early after thrombus
formation, if testing is delayed for several days or if the sample was take too later after the
occurrence of thromboembolic infarction, because the D-dimer concentration may decrease
to normal values after one week already. Additionally, a treatment with anti-coagulants prior
sample collection can render the test negative because it prevents thrombus extension. 3,4
5. As with all diagnostic tests, all results must be interpreted together with other clinical
information available to the physician.E.g. use “Wells score” for DVT resp. PE, Ultrasound,
quantitative laboratory D-dimer results etc.2
6. There is a slight possibility that some whole blood specimens with very high viscosity or which
have been stored for more than 2 days may not run properly on the test cassette. Repeat the
test with a plasma specimen from the same patient using a new test cassette.
7. The hematocrit of the whole blood should be between 25% and 65%.

【EXPECTED VALUES】
Increased D-dimer concentration above the widely accepted cut-off value of 500ng/ml FEU
(Fibrinogen Equivalent Unit) is a sign of an active fibrinolysis and has been verified at patients
with DIC, DVT and PE. Such increased concentrations after surgery and injury and during sickle
cell anaemia, liver disease, heavy infections, sepsis, inflammation, malignant disease or in older
people too. The concentration of D-dimer rises also during a normal pregnancy.
【PERFORMANCE CHARACTERISTICS】
Sensitivity and Specificity
421 clinical specimens with known status of D-dimer above or below cut-off value of 500ng/mL
collected from local hospitals were tested with D-dimer Rapid Test Cassette (Whole
Blood/Plasma) in house. Results indicated relative sensitivity was 97.2%, relative specificity was
94.0%, and the overall accuracy was 96.4% compared with ITM.
Clinical Study Result （In-house）
Method
ITM
Total Results
Results
Positive
Negative
D-dimer Rapid
Test Cassette
Positive
312
6
318
(Whole Blood/Plasma)
Negative
9
94
103
Total Results
321
100
421
Relative sensitivity: 97.2% (95%CI*: 94.7%~98.7%);
Relative specificity: 94.0% (95%CI*: 87.4%~97.8%);
Accuracy: 96.4% (95%CI*:94.2%~98.0%).
*Confidence Intervals
396 clinical specimens were evaluated with D-dimer Rapid Test Cassette (Whole Blood/Plasma)
at a German site, results indicated relative sensitivity was 92.0%, relative specificity was 89.9%,
and the overall accuracy was 90.2% compared with ITM.
Clinical Study Result (At German site)
Method
ITM
＞
0-250
250-500
500-2500
Results
2500
D-dimer Rapid Test
ng/ml
ng/ml
ng/ml
ng/ml
Cassette (Whole
Blood/Plasma)
Positive
5
30
35
11
Negative
104
207
4
0
Total Results
109
237
39
11
Accuracy:
95.4%
87.3%
89.7%
100%
Relative Sensitivity: 92.0% (95%CI*: 80.8%-97.8%)
Relative Specificity: 89.9% (95%CI*: 86.2%-92.9%)
Accuracy: 90.2% (95%CI*: 86.8%-92.9%)
*Confidence Intervals
Precision
Intra-Assay
Within-run precision has been determined by using 10 replicates of below five specimens:
D-dimer specimen levels at 0ng/ml, 500ng/ml, 1,000ng/ml, 1,500ng/ml and 3,000ng/ml. The
specimens were correctly identified at the prescribed reading time.
Inter-Assay
Between-run precision has been determined by 3 independent assays on the same five
specimens: 0ng/ml, 500ng/ml, 1,000ng/ml, 1,500ng/ml and 3,000ng/ml of D-dimer. Three
different lots of the D-dimer Rapid Test Cassette (Whole Blood/Plasma) have been tested using
these specimens. The specimens were correctly identified at the prescribed reading time
Cross-reactivity
The D-dimer Rapid Test Cassette (Whole Blood/Plasma) has been tested with HBsAg,
anti-syphilis, RF, anti-HIV, anti-HCV, anti-H.pylori, anti-Rubella IgG, anti-CMV IgG and anti-Toxo
IgG positive specimens. The results showed no cross-reactivity.
Interfering Substances
The following potentially interfering substances were added to D-dimer negative and positive
specimens, respectively.
Acetaminophen: 20 mg/dL
Caffeine: 20 mg/dL
Acetylsalicylic Acid: 20 mg/dL
Gentisic Acid: 20 mg/dL
Ascorbic Acid: 20mg/dL
Albumin: 10,500mg/dL
Creatin: 200 mg/dL
Hemoglobin: 1,000 mg/dL
Bilirubin: 1,000mg/dL
Oxalic Acid: 600mg/dL
Cholesterol: 800mg/dL
Triglycerides: 1,600mg/dL
None of the substances at the concentration tested interfered in the assay.
【BIBLIOGRAPHY】
1. Adam SS, Key NS, Greenberg CS (March 2009). "D-dimer antigen: current concepts and
future prospects". Blood 113 (13): 2878–2887. doi:10.1182/blood-2008-06-165845. PMID
19008457
2. Fritscher, Claudia (2007): Bedeutung der D-dimer Untersuchung in der Diagnostik der
tiefenBeinvenenthrombose,LaborAktuell Nr.7/2007, 1-8.
3. Dempfl e, Carl-Erik (2005): Bestimmung des D-dimer-Antigens in der klinischen Routine,
DeutschesÄrzteblatt Jg. 102, Heft 7, 18. Februar 2005: A428-A432.
4. Blackwell Publishing Ltd. (2004): The diagnosis of deep vein thrombosis in symptomatic
outpatients and the potential for clinical assessment and D-dimer assays to reduce the need
for diagnostic imaging, British Journal of Haematology, 124, 15–25.
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English
A rapid, one step test for the qualitative detection of Calprotectin in human feces
specimen.
For professional in vitro diagnostic use only.
【INTENDED USE】
The Calprotectin Rapid Test Cassette (Feces) is a rapid chromatographic
immunoassay for the qualitative detection of Calprotectin in human feces specimen
which might be useful for the diagnosis of inflammatory gastrointestinal disorders.
【SUMMARY】
Calprotectin is a 24 kDa dimer of calcium binding proteins S100A8 and S100A9.[1] The
complex accounts for up to 60% of the soluble protein content of the neutrophil
cytosol.[2] Calprotectin becomes available in the intestinal lumen via leukocyte
shedding,[3] active secretion,[2] cell disturbance, and cell death.[3] This results in
elevated faecal calprotectin levels, which can be detected in the stool.[3] Elevated
faecal calprotectin levels therefore indicate migration of neutrophils into the intestinal
mucosa, which occurs during intestinal inflammation.[4] Faecal calprotectin has been
used to detect intestinal inflammation, and can serve as a marker for inflammatory
bowel diseases.[5] Calprotectin is useful as a marker, as it is resistant to enzymatic
degradation, and can be easily measured in faeces.[6]
【PRINCIPLE】
The Calprotectin Rapid Test Cassette (Feces) is a qualitative, lateral flow
immunoassay for the detection of Calprotectin in human feces specimen. The
membrane is precoated with anti-Calprotectin antibody on the test line region of the
test. During testing, the specimen reacts with the particle coated with an Calprotectin
antibody. The mixture migrates upward on the membrane chromatographically by
capillary action to react with anti-Calprotectin antibody on the membrane and generate
a colored line. The presence of this colored line in the test line region indicates a
positive result, while its absence indicates a negative result. To serve as a procedural
control, a colored line will always appear in the control line region, indicating that the
proper volume of specimen has been added and membrane wicking has occurred.
【REAGENTS】
The test contains anti-Calprotectin antibody particles and anti-Calprotectin antibody
coated on the membrane.
【PRECAUTIONS】
• For professional in vitro diagnostic use only. Do not use after expiration date.
• The test should remain in the sealed pouch until use.
• Do not eat, drink or smoke in the area where the specimens or kits are handled.
• Handle all specimens as if they contain infectious agents. Observe established
precautions against microbiological hazards throughout all procedures and follow
the standard procedures for proper disposal of specimens.
• Wear protective clothing such as laboratory coats, disposable gloves and eye
protection when specimens are assayed.
• The used test should be discarded according to local regulations.
• Humidity and temperature can adversely affect results.
【STORAGE AND STABILITY】
The kit can be stored at room temperature or refrigerated (2-30°C). The test cassette
is stable through the expiration date printed on the sealed pouch. The test cassette
must remain in the sealed pouch until use. DO NOT FREEZE. Do not use beyond the
expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
1. The feces specimen must be collected in clean, dry, waterproof container
containing no detergents, preservatives or transport media.
2. Bring the necessary reagents to room temperature before use.
【MATERIALS】
Materials Provided
• Test cassettes
• Specimen collection tubes with extraction buffer
• Package insert
Materials Required But Not Provided
• Specimen collection containers
• Timer
• Droppers
【DIRECTIONS FOR USE】
Allow the test, specimen, buffer and/or controls to reach room temperature (1530°C) prior to testing.
1. To collect fecal specimens:
Collect sufficient quantity of feces (1-2 mL or 1-2 g) in a clean, dry specimen
collection container to obtain maximum antigens (if present). Best results will be
obtained if the assay is performed within 6 hours after collection. Specimen
collected may be stored for 3 days at 2-8℃ if not tested within 6 hours. For long
term storage, specimens should be kept below -20℃.
2. To process fecal specimens:
• For Solid Specimens:
Unscrew the cap of the specimen collection tube，then randomly stab the specimen

collection applicator into the fecal specimen in at least 3 different sites to collect
approximately 50 mg of feces (equivalent to 1/4 of a pea). Do not scoop the fecal
specimen.
• For Liquid Specimens:
Hold the dropper vertically, aspirate fecal specimens, and then transfer 2 drops
(approximately 80 μL) into the specimen collection tube containing the extraction
buffer.
3. Tighten the cap onto the specimen collection tube, then shake the specimen
collection tube vigorously to mix the specimen and the extraction buffer. Leave the
tube alone for 2 minutes.
4. Bring the pouch to room temperature before opening it. Remove the test cassette
from the foil pouch and use it within one hour. Best results will be obtained if the test
is performed immediately after opening the foil pouch.
5. Hold the specimen collection tube upright and open the cap onto the specimen
collection tube. Invert the specimen collection tube and transfer 2 full drops of the
extracted specimen (approximately 80 μL) to the specimen well (S) of the test
cassette, then start the timer. Avoid trapping air bubbles in the specimen well (S).
See illustration below.
6. Read results at 5 minutes after dispensing the specimen. Do not read results after
10 minutes.
7. Note: If the specimen does not migrate (presence of particles), centrifuge the
extracted specimens contained in the extraction buffer vial. Collect 80 μL of
supernatant, dispense into the specimen well (S) of a new test cassette and start
afresh following the instructions mentioned above.

【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
POSITIVE:* Two lines appear. One colored line should be in the control line region (C)
and another apparent colored line should be in the test line region (T).
*NOTE: The intensity of the color in the test line region (T) will vary depending on the
concentration of Calprotectin present in the specimen. Therefore, any shade of color in
the test line region (T) should be considered positive.
NEGATIVE: One colored line appears in the control line region (C). No line appears in
the test line region (T).
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect
procedural techniques are the most likely reasons for control line failure. Review the
procedure and repeat the test with a new test. If the problem persists, discontinue
using the test kit immediately and contact your local distributor.
【QUALITY CONTROL】
Internal procedural controls are included in the test. A colored line appearing in the
control region (C) is an internal valid procedural control. It confirms sufficient specimen
volume and correct procedural technique.
Control standards are not supplied with this kit; however, 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.
【LIMITATIONS】
1. The Calprotectin Rapid Test Cassette (Feces) is for in vitro diagnostic use only.
2. The Calprotectin Rapid Test Cassette (Feces) will only indicate the presence of
Calprotectin, the detail concentration of Calprotectin was not confirmed with the
rapid test.
3. As with all diagnostic tests, all results must be considered with other clinical
information available to the physician.
4. Other clinically available tests are required if questionable results are obtained.

【EXPECTED VALUES】
The Calprotectin Rapid Test Cassette (Feces) has been compared with another
leading commercial rapid test. The correlation between this two system is 98.5%
【PERFORMANCE CHARACTERISTICS】
Accuracy
The Calprotectin Rapid Test Cassette (Feces) has been compared with another
leading commercial rapid test using clinical specimens.
Method
Other Rapid Test
Total
Result
Results
Positive
Negative
Calprotectin Rapid Test
Cassette
Positive
133
2
135
(Feces)
Negative
3
198
201
Total Result
136
200
336
Relative sensitivity: 97.8% (95%CI*: 93.7%~99.5%);
Relative specificity: 99.0% (95%CI*: 96.4%~99.9%);
Accuracy: 98.5% (95%CI*: 96.6%~99.5%).
*Confidence Intervals
Sensitivity
The Calprotectin Rapid Test Cassette (Feces) can detect levels of Calprotectin as low
as 50 μg/g or 140 ng/ml feces.
Precision
Intra-Assay
Within-run precision has been determined by using 15 replicates of three specimens:
140ng/ml, 500ng/ml and 10μg/ml positive specimens. The specimens were correctly
identified >99% of the time.
Inter-Assay
Between-run precision has been determined by 15 independent assays on the same
three specimens: 140ng/ml, 500ng/ml and 10μg/ml positive specimens. Three different
lots of the Calprotectin Rapid Test Cassette (Feces) have been tested using these
specimens. The specimens were correctly identified >99% of the time.
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chronic inflammation.". Physiological research / Academia Scientiarum
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A rapid test for the diagnosis of inflammatory condition by detecting Serum Amyloid A (SAA)
qualitatively in whole blood, serum or plasma. For professional in vitro diagnostic use only.
【INTENDED USE】
The SAA Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid chromatographic
immunoassay for the qualitative detection of human SAA in whole blood, serum or plasma as an aid
in the diagnosis of inflammatory conditions. The cut-off of the test is 10μg/ml.
【SUMMARY】
Serum amyloid A (SAA) proteins are a family of apolipoproteins associated with high-density
lipoprotein (HDL) in plasma. Different isoforms of SAA are expressed constitutively (constitutive
SAAs) at different levels or in response to inflammatory stimuli (acute phase SAAs). These proteins
are produced predominantly by the liver. 1 The conservation of these proteins throughout
invertebrates and vertebrates suggests that SAAs play a highly essential role in all animals.2
Acute-phase serum amyloid A proteins (A-SAAs) are secreted during the acute phase
of inflammation. These proteins have several roles, including the transport of cholesterol to
the liver for secretion into the bile, the recruitment of immune cells to inflammatory sites, and the
induction of enzymes that degrade extracellular matrix.
Serum amyloid A (SAA) is also an acute phase marker that responds rapidly. Similar to CRP, levels
of acute-phase SAA increase within hours after inflammatory stimulus, and the magnitude of
increase may be greater than that of CRP. Relatively trivial inflammatory stimuli can lead to SAA
responses. It has been suggested that SAA levels correlate better with disease activity in early
inflammatory joint disease than do ESR and CRP. Although largely produced by hepatocytes, more
recent studies show that SAA is produced by adipocytes as well, and its serum concentration is
associated with body mass index.3
【PRINCIPLE】
The SAA Rapid Test Cassette is a qualitative, solid phase, two-site sandwich immunoassay for the
detection of serum amyloid A protein in whole blood, serum or plasma. The membrane is pre-coated
with anti-SAA antibodies on the test line region of the cassette. During testing, SAA, if present in the
whole blood, serum or plasma specimen reacts with the colored particles coated with anti-SAA
antibodies. The SAA-Conjugate complex migrates upward on the membrane chromatographically by
capillary action to react with anti-SAA antibodies in the Test line region on the membrane and
generate a colored line. The presence of this colored line in the test region indicates a positive result,
while its absence indicates a negative result. To serve as a procedural control, a colored line will
always appear in the control line region indicating that proper volume of specimen has been added
and membrane wicking has occurred.
【REAGENTS】
The test cassettes include anti-SAA antibody coated particles and SAA antibodies coated on the
membrane.
【PRECAUTIONS】
 For professional in vitro diagnostic use only. Do not use after expiration date.
 Do not eat, drink or smoke in the area where the specimens or kits are handled.
 Do not use test if pouch is damaged.
 Handle all specimens as if they contain infectious agents. Observe established precautions
against microbiological hazards throughout all procedures and follow the standard procedures for
proper disposal of specimens.
 Wear protective clothing such as laboratory coats, disposable gloves and eye protection when
specimens are assayed.
 The used test should be discarded according to local regulations.
 Humidity and temperature can adversely affect results.
【STORAGE AND STABILITY】
Store as packaged in the sealed pouch either at room temperature or refrigerated (2 -30°C). The
test is stable through the expiration date printed on the sealed pouch. The test must remain in
the sealed pouch until use. DO NOT FREEZE. Do not use after the expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
Preparation
Before performing the test, please make sure that all components are brought to room temperature
(15-30℃).
1. Take a tube with buffer solution out of the kit. Document patient’s name or ID on it. Unscrew the
cap.
Sample Collection
2. Collect the specimen according to standard procedures.
 Do not leave specimens at room temperature for prolonged periods. Serum and plasma
specimens may be stored at 2-8°C for up to 3 days. For long term storage, specimens should
be kept below -20°C. Whole blood collected by venipuncture should be stored at 2-8°C if the
test is to be used within 2 days of collection. Do not freeze whole blood specimens. Whole
blood collected by finger stick should be tested immediately.
 Bring specimens to room temperature prior to testing. Frozen specimens must be completely
thawed and mixed well prior to testing. Avoid repeated freezing and thawing of specimens.
 EDTA K2, Heparin sodium, Citrate sodium and Oxalate potassium can be used as
anti-coagulants. The specimens collected with these anti-coagulants also need to follow the
same step of dilution with buffer..
Sample Dilution / Sample Stability
3. Administer the blood-filled end-to-end capillary into the plastic tube with dilution buffer.
Alternatively, the 10μL of specimen can be added directly with the micro pipette into the buffer
4. Close the tube and shake the sample vigorously for approximately 10 seconds to mix specimen
and dilution buffer well.
5. Allow the diluted sample to homogenize for 1 minute. Do not shake it during this time.
6. The sample can then be used immediately or stored for up to 8 hours.
【MATERIALS】
Materials Provided
 Test Cassettes
 Plastic tubes with buffer
 Capillaries

 Package Insert

 Droppers

Materials Required But Not Provided
 Timer
 Specimen collection container
 Centrifuge
 Lancets
【DIRECTIONS FOR USE】
Bring tests, specimens, buffer, and/or controls to room temperature (15-30°C) before use.
1. Remove the Test Cassette from its sealed pouch, and place it on a clean, level surface. For best
results, the assay should be performed within one hour.
2. Open the tube of the diluted sample .Transfer 3 drops of diluted sample（approximately 120
3.

μL）to sample well. Start the timer.
Wait for the colored lines to appear. The result should be read at 5 minutes. Do not interpret
the results after 10 minutes.

【INTERPRETATION OF RESULTS】
POSITIVE:* Two lines appear. One colored line should be in the control line region (C) and another
apparent colored line should be in the test line region (T).
*NOTE: The intensity of the color in the test line region (T) will vary depending on the concentration
of SAA antigen present in the specimen. Therefore, any shade of color in the test line region (T)
should be considered positive.
NEGATIVE: One colored line appears in the control line region (C). No line appears in the test
line region (T).
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect procedural
techniques are the most likely reasons for control line failure. Review the procedure and repeat the
test with a new test. If the problem persists, discontinue using the test kit immediately and contact
your local distributor.
【QUALITY CONTROL】
Internal procedural controls are included in the test. Control line appearing in the control regions 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.
【LIMITATIONS】
1. The SAA Rapid Test Cassette (Whole Blood/Serum/Plasma) is for professional in vitro diagnostic
use, and should only be used for the qualitative detection of serum amyloid A protein.
2. The SAA Rapid Test Cassette (Whole Blood/Serum/Plasma) will only indicate the presence of
serum amyloid A protein in the specimen and should not be used as the sole criteria for
evaluating inflammatory conditions.
3. As with all diagnostic tests, all results must be considered with other clinical information available
to the physician.
4. A faint line may appear, when the concentration of Serum Amyloid A protein in the specimen is
close to 10μg/ml.
5. This SAA Test is deigned to work with hematocrit level between 25% and 65%. Performance of
this test kit at a different hematocrit level can lead to erroneous results.
【EXPECTED VALUES】
The normal level of SAA in human blood specimens is less than 10μg/ml
【PERFORMANCE CHARACTERISTICS】
Clinical Sensitivity, Specificity and Overall Accuracy
The SAA Rapid Test Cassette (Whole Blood/Serum/Plasma) was compared with leading commercial
immunoturbidimetry (ITM) tests; the results show that SAA Rapid Test Cassette (Whole
Blood/Serum/Plasma) has a high sensitivity and specificity.

Method
ITM
Results
Positive
SAA Rapid Test
Cassette (Whole
Positive
97
Blood/Serum/Plasma)
Negative
2
Total Results
99
Relative Sensitivity: 98.0% (97.5%CI*: 92.9%-99.8%)
Relative Specificity: 98.3% (95%CI*: 95.7%-99.5%)
Accuracy: 98.2% (95%CI*: 96.2%-99.3%)

Total Results
Negative
4
101
233
235
237
336
*Confidence Intervals

Analytical Sensitivity (Detection Limitation)
The SAA Rapid Test Cassette (Whole Blood/Serum/Plasma) can detect out Serum Amyloid A
protein as low as 10μg/ml.
Precision
Intra-Assay
Within-run precision has been determined by using 3 replicates of the specimens containing
negative, 10μg/ml SAA, 40μg/ml SAA and 100μg/ml SAA standard sample. The negative and
positive values were correctly identified 99% of the time.
Inter-Assay
Between-run precision has been determined by using the same specimens of negative, 10μg/ml
SAA, 40μg/ml SAA and 100μg/ml SAA standard sample in 3 independent assays. Three different lots
of the SAA Rapid Test Cassette (Whole Blood/Serum/Plasma) has been tested over a 3-days period
using negative, low positive and high positive specimens. The specimens were correctly identified
99% of the time.
Cross-reactivity
The SAA Rapid Test Cassette (Whole Blood/Serum/Plasma) has been tested by C-reactive protein,
HBsAg, anti-HIV, anti-HCV, anti-Syphilis, Rheumatoid factor (RF), anti-H. Pylori, anti-CMV IgG,
anti-Rubella IgG and anti-TOXO IgG positive specimens. The results showed no cross-reactivity
Interfering Substance
The following potentially interfering substances were added to SAA negative and positive
specimens.
Acetaminophen: 20 mg/dL
Caffeine: 20 mg/dL
Acetylsalicylic Acid: 20 mg/dL
Gentisic Acid: 20 mg/dL
Ascorbic Acid: 2g/dL
Albumin: 2 g/dL
Creatin: 200 mg/dL
Hemoglobin 1000mg/dL
Bilirubin: 1g/dL
Oxalic Acid: 60mg/dL
None of the substances at the concentration tested interfered in the assay.
【LITERATURE REFERENCES】
1.Uhlar CM, Whitehead AS (October 1999). "Serum amyloid A, the major vertebrate acute-phase
reactant". European Journal of Biochemistry.
2.Manley PN, Ancsin JB, Kisilevsky R (2006). "Rapid recycling of cholesterol: the joint biologic role
of C-reactive protein and serum amyloid A". Medical Hypotheses.
3. Pincus MR; McPherson RA; Henry JB (2007). Henry's Clinical Diagnosis and Management by
Laboratory Methods. Saunders Elsevier.
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Package Insert

Do not squeeze
the dropper

Fill line

Control standards are not supplied with this kit; however, it is recommended that
standard controls be tested as a good laboratory practice to confirm the test procedure
and to verify proper test performance.
【LIMITATIONS】
1. The Vitamin D Rapid Test Cassette provides only a semi-quantitative analytical result.
A secondary analytical method must be used to obtain a confirmed result.
2. It is possible that technical or procedural errors, as well as other interfering substances
in the whole blood specimen may cause erroneous results.
3. The Cut-off for the test is 30 ng/mL with a deviation range of ± 4 ng/mL.
4. As with all diagnostic tests, all results must be considered with other clinical
information available to the physician.
5. Other clinically available tests are required if questionable results are obtained.
【EXPECTED VALUES】
The Vitamin D Rapid Test Cassette (Whole Blood) has been compared with predicate
Device (Vitamin D Rapid Test), demonstrating an overall accuracy of 93.8%.
【PERFORMANCE CHARACTERISTICS】
Accuracy
The Vitamin D Rapid Test Cassette has been compared with predicate Device (Vitamin D
Rapid Test).The following results was tabulated:
Precision
Method

Fill line

Vitamin D

T

C

S

10 min
Compare the T line with Color card provided with the kit
C

C

C

T

T

T

10ng/mL 30ng/mL 100ng/mL

C

C

T

T

Predicate Device (Vitamin D Rapid Test)
Total
Result
Deficient
Insufficient
Sufficient
4
4
0
8
0
64
2
66
0
0
23
23
4
68
25
97
>99.9%
94.1%
92.0%
93.8%
Intra-Assay
Within-run precision has been determined by using 3 replicates of four specimens:
10ng/mL, 30ng/mL, 45ng/mL and 100ng/mL specimens. The specimens were correctly
identified >99% of the time.
Inter-Assay
Between-run precision has been determined by 3 independent assays on the same 4
specimens: 10ng/mL vitamin D, 30ng/mL vitamin D, 45ng/mL vitamin D, 100ng/mL
vitamin D standard samples. Three different lots of the Vitamin D Rapid Test Cassette
have been tested using these specimens. The specimens were correctly identified >99%
of the time.
Sensitivity and Cross-Reactivity
The Vitamin D Rapid Test Cassette can detect levels of Vitamin D in human fingerstick
whole blood as low as 30ng/mL. The addition of Vitamin A, B, C, E, K and M showed no
cross-reactivity.
【BIBLIOGRAPHY】
1. Holick MF (March 2006). High prevalence of vitamin D inadequacy and implications for
health.Mayo Clinic Proceedings. 81 (3): 353–73.
2. Eriksen EF, Glerup H (2002). Vitamin D deficiency and aging: implications for general
health and osteoporosis. Biogerontology. 3 (1-2): 73–7.
3. Grant WB, Holick MF (June 2005). Benefits and requirements of vitamin D for optimal
health: a review. Alternative Medicine Review.10 (2): 94–111.
4. Moyad MA. Vitamin D: a rapid review. DermatolNurs. 2009, 21:25-30.
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REF OVD-402
English
A rapid test for the semi-quantitative detection of 25-hydroxyvitamin D in human
fingerstick Whole Blood.
For professional in vitro diagnostic use only.
【INTENDED USE】
The Vitamin D Rapid Test Cassette is a rapid chromatographic immunoassay for the
semi-quantitative detection of 25-hydroxyvitamin D (25 (OH) D) in human fingerstick
Whole blood at a cut-off concentration of 30 ± 4ng/mL. This assay provides a preliminary
diagnostic test result and can be used to screening for Vitamin D deficiency.
【SUMMARY】
Vitamin D refers to a group of fat-soluble secosteroids responsible for increasing
intestinal absorption of calcium, iron, magnesium, phosphate and zinc. In humans, the
most important compounds in this group are vitamin D3 and vitamin D2.[1] Vitamin D3 is
naturally produced in the human skin through the exposure to ultraviolet light and Vitamin
D2 is mainly obtained from foods. Vitamin D is transported to the liver where it is
metabolized to 25-hydroxy Vitamin D. In medicine, a 25-hydroxy Vitamin D blood test is
used to determine Vitamin D concentration in the body. The blood concentration of
25-hydroxy Vitamin D (including D2 and D3) is considered the best indicator of Vitamin D
status. Vitamin D deficiency is now recognized as a global epidemic.[2] Virtually every cell
in our body has Receptors for Vitamin D, meaning that they all require “Sufficient” Level
of Vitamin D for adequate functioning. The health risks associated with Vitamin D
deficiency are far more severe than previously thought. Vitamin deficiency has been
linked to various serious diseases: Osteoporosis, Osteomalacia, Multiple Sclerosis,
Cardiovascular Diseases, Pregnancy Complications, Diabetes, Depression, Strokes,
Autoimmune Diseases, Flu, Different Cancers, Infectious Diseases, Alzheimer, Obesity
and Higher Mortality etc.[3] Therefore, now detecting (25-OH) Vitamin D level is
considered as “Medically Necessary Screening Test”, and maintaining sufficient levels
not just to improve bone health, but to improve overall health and well-being.[4]
【PRINCIPLE】
The Vitamin D test is an immunoassay based on the principle of competitive binding.
During testing, the mixture migrates upward on the membrane chromatographically by
capillary action. The membrane is pre-coated with 25 (OH) D antigens on the test line
region of the strip. During testing, 25 (OH) D present in the specimen will compete with
25 (OH) D on the test line for limited amount of anti-25 OH Vitamin D antibodies in the
conjugate. The higher concentration of 25 (OH) D in the specimen, the lighter would be
the T line. The result will be read according to Color card provided with the kit.
To serve as a procedural control, a colored line will always appear in the control line
region indicating that proper volume of specimen has been added and membrane
wicking has occurred.
【REAGENTS】
The test contains anti-25 OH Vitamin D antibody coated particles and 25-OH Vitamin D
antigen coated on the membrane.
【PRECAUTIONS】
Please read all the information in this package insert before performing the test.
1. For professional in vitro diagnostic use only. Do not use after the expiration date.
2. The test should remain in the sealed pouch until ready to use.
3. All specimens should be considered potentially hazardous and handled in the same
manner as an infectious agent.
4. The used test should be discarded according to local regulations.
【STORAGE AND STABILITY】
Store as packaged at room temperature or refrigerated (2-30°C). The test is stable
through the expiration date printed on the sealed pouch or label of box. The test must
remain in the sealed pouch until use. DO NOT FREEZE. Do not use beyond the
expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
 The Vitamin D Rapid Test Cassette can be performed using whole blood (from
fingerstick).
 To collect Fingerstick Whole Blood specimens:
 Wash the patient’s hand with soap and warm water or clean with an alcohol swab.
Allow to dry.
 Massage the hand without touching the puncture site by rubbing down the hand
towards the fingertip of the middle or ring finger.
 Puncture the skin with a sterile lancet. Wipe away the first sign of blood.
 Gently rub the hand from wrist to palm to finger to form a rounded drop of blood over
the puncture site.
 Add the Fingerstick Whole Blood specimen to the test by using a capillary dropper:
 Touch the end of the capillary dropper to the blood, do not squeeze the bulb of
the dropper, the blood migrates into the dropper through the capillarity to the line
indicated on the dropper. Avoid air bubbles.
 Squeeze the bulb to dispense the whole blood to the specimen area of the test
Cassette.
 Testing should be performed immediately after the fingerstick Whole Blood have been
collected.
【MATERIALS】
Materials provided
• Test Cassettes
• Capillary Droppers
• Buffer
• Color Card
• Package Insert

Materials required but not provided
• Lancets
• Timer
【DIRECTIONS FOR USE】
Allow the test, specimen, buffer and/or controls to reach room temperature
(15-30°C) prior to testing
1. Remove the test cassette from the sealed pouch and use it as soon as possible.
2. Place the cassette on a clean and level surface.
 To use a Capillary droppers: Fill the capillary tube and transfer approximately 20L
of fingerstick whole blood specimen to the specimen area of test cassette, then add
2 drops of buffer and start the timer. See illustration below.
3. Wait for the colored line(s) to appear. Read results at 10 minutes by comparing the
T line intensity with provided color card. Do not interpret the result after 20 minutes.
Note: It is suggested not to use the buffer, beyond 6 months after opening the vial.

Invalid

【INTERPRETATION OF RESULTS】
(Please refer to the illustration and compare the T line intensity with “Vitamin D
Color card” provided with the kit.)
Reference Range
Reference Range
25-OH Vitamin D Level
(ng/mL)
(nmol/L)
Deficient
0-10
0-25
Insufficient
10-30
25-75
Sufficient
30-100
75-250
Deficient: Two distinct colored lines appear. One is in the control region (C) and
another should be in the test region (T). The line intensity in the test region (T) is equal to
or darker than 10 ng/mL line depicted on color card provided with the kit.
Insufficient: Two colored lines appear. One is in the control region (C) and another
should be in the test region (T). The line intensity in the test region (T) is darker than the
30 ng/mL line depicted on the color card provided with the kit and lighter than 10 ng/mL
line depicted on Color card provided with the kit.
Sufficient: Two colored lines appear, one line should be always in the control
region (C) and faint colored line appears in the test region (T). The line intensity in
region (T) is darker than the 100 ng/mL line depicted on the Color card and lighter than
30 ng/mL line depicted on color card.
Note: Always compare the T line intensity with “Vitamin D Color card” and interpret
results accordingly.
INVALID: Control line fails to appear. Insufficient specimen volume or incorrect
procedural techniques are the most likely reasons for control line failure. Review the
procedure and repeat the test with a new test. If the problem persists, discontinue using
the test kit immediately and contact your local distributor.
【QUALITY CONTROL】
An internal procedural control is included in the test. A colored line appearing in the
control line region (C) is an internal positive procedural control. It confirms sufficient
specimen volume, adequate membrane wicking and correct procedural technique.
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Chapter 1 Introduction
LF Reader reads Urinalysis Reagent Strips. It stores results and prints reports without the need of
special training.
LF Reader runs a self-testing before each time the power switch is turned on.

1.1 Intended Use
LF Reader is a semi- quantitative assessment of urine by using dry chemical methods. According to
the principle of photoelectric colorimetry, urine reader is used to evaluate the content of biochemical
components in the urine through the change of color caused by the reaction of the reagent and urine
biochemical components.

1.2 Scope of Application
LF Reader works with certain urinalysis reagents strips manufactured by CITEST DIAGNOSTIC INC.
for the semi-quantitative detection of following analytes in urine:

Calcium(CA)
Ascorbic Acid(ASC)
Glucose(GLU)
Bilirubin(BIL)
Creatinine(CRE)
Ketone(KET)
Specific Gravity(SG)
Blood(BLO)
pH
Protein(PRO)
Urobilinogen(URO)
Nitrite(NIT)
Leukocytes(LEU)
Microalbumin(ALB)
It‟s for in vitro diagnosis professional use and use at Point of Care only. It may be used in central
laboratories of medical institutions, outpatient or emergency departments, clinical departments or
medical services (such as community health centers), or medical center, etc. It can also be used in
research laboratories.
1.3 Product and Model Type



Product name: LF Reader
Model/Specifications: AUR-100
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Chapter 2 Components and Structure
2.1 Standard Equipment List
Packing List
No.
Description
Model
Quantity
1
LF Reader
AUR-100
1
2
Power Adapter
1
3
RS232 Cable
/
1
4
Print paper roll
57mm*30mm
1
5
User Manual
/
1
Fuse
6
/
2
7
Calibration Strip
/
Optional
On receiving the box, please check the contents with this list and ensure that all the items
mentioned in the list (Ref 2.1) are inside. Reference Strip is an optional accessory, which is
available only against specific requirement and not as standard accessory.
Note: If some parts are missing or damaged, please contact with local distributor.
2.2 Technical Specification
Specification
Testing Principles

Testing Wave Length
Testing Speed
Stray light
Linearity
Repeatability
Stability
Output Options

LCD Screen
Report Storage
External Ports
Working Voltage
Power
Dimension
Weight

Technical Parameters
Through reflection photometer to evaluate the color change of
urinalysis strip, then calculate the concentration of related items
and output semi-quantitative results
470nm、525nm、625nm
500 samples / hour
Relative intensity ≤ 1%
Linear correlation coefficient ≥0.995
Coefficient of variation CV ≤ 1%
During 8 hours of operation, Coefficient of variation CV ≤ 1%
LCD display, serial port output,
Embedded 57mm thermal printer (English/Chinese),
External parallel dot matrix printer，(English/Chinese)
240x64 dot-matrix LCD
Stores up to 2000 sets of results.
RS-232C connected with PC
25 pin centronics port which can driver a dot external printer.
AC100-240V 50/60Hz
≤ 45 w
390X330X210 mm
6 kg

2.2 Components and External Appearance
2.2.1 External Appearance
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LCD
Touch
Screen

Thermal
Printer

Feed
Table

Waste
Strip Box
Fig 1

RS232

Power Inlet with
Double Fuse

Printer Port

Power Switch

Fig 2

2.2.2 Working and Storage Condition
Parameters
Working condition
Temperature
10℃~30℃
Relative Humidity
≤80%
Atmospheric
76-106Kpa
Pressure
Stable Table, avoid of direct
Working
strong light and strong
Condition
electromagnetic interference
source

Storage condition
-20℃~50 ℃
≤93%
76-106Kpa

Clean, Ventilative, Stable
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Chapter 3 Installation
3.1 Checklist Upon Opening the Box
3.1.1 Check before opening the box:
Before opening the box, check the packaging is in good condition and box was not damaged
during transportation.
3.1.2 Check after opening the box:
① Open the box carefully, check the contents according to 2.1 Standard Equipment List to
ensure it is complete.
② Examine the reader power adapter to see whether it is in good condition. If any defects are
found, please contact the manufacturer or your local agent.
Note-1: Please keep the reader‟s original box and packing materials for any future
shipping/reference purpose.
Note-2: CiTest strives to provide the right kind of power plug suitable for each country. However,
in some cases, it may not be possible. Use of right kind of adapter to connect to power is
recommended in such cases.
3.2 Environmental Requirement


Surrounding temperature: 10~30℃;



Relative Humidity：≤80%；

 Atmosphere Pressure: 76-106Kpa;
Avoid strong magnetic field, vibration, shock, corrosive gas, direct sunlight, high
humidity, and high temperature in work area, where the reader is placed for operation.
3.3 Placement
Place the reader on a firm, level surface. If any of the four feet cannot touch the surface, please
adjust the upper left leveler (see Fig 5) to make sure the reader is firmly placed on the surface.

Fig 5

5

3.4 Power supply voltage requirements










Power Supply: AC 100V - 240V / 50HZ - 60Hz depending on countries where the reader is
used. The power is 45W. Avoid short circuit and electric shock during the use. The reader is
grounded through power adapter.
For operator‟s safety and the proper operation of the reader, the power cord must be plugged
into an appropriately grounded AC electrical outlet. Connecting any dual cord power surge
protector is strictly prohibited.
Please do not open the cover without authorization. Power switch, control board, adapter board
and wire harness are only to be inspected and provided by the manufacturer.
The position of the reader must be easy to enable emergency power off or unplug the power
cord.
Operations violating the manual‟s descriptions may cause the reader damaged.

3.5 Reader Startup
Place the reader on level surface. Allow 30*30cm on all sides of the reader for access.
Please use the reader under the proper conditions mentioned in 3.2 Environmental
Requirement.
 Plug the power cord into a power outlet, turn the switch to “1”. The reader will initialize and
have self-checking. (Ref Fig 6)

Fig 6


After self-checking, if the self-checking is passed, ready Screen will switch to main operation
interface as Fig 7. Here you can choose the Test, Reports, settings.
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Fig 7
3.6 Loading Printer Paper
Step1: Open the printer cover.
Step2: Take the printer paper roll along with the machine, remove the wrapping paper and insert the
paper roll under the printer roll. Make sure the paper is placed flat against the printer roll.
Step3: Go to the “Settings>Printer” interface (see 4.7 Printer), Click “Diagnosis”, the printer
performs the printing task and printer paper below which is attached to the entrance is brought into
the print track. Close the cover. (Ref Fig 8)

Fig 8
Note: Heat sensitive paper must be placed flat in middle, to avoid the paper goes slant or blocked.
The printer will only print on the outside surface of the roll. If placed incorrectly, there will be no
printout.
3.7 Switch Off the Reader

○”. Before turning off, please make sure that

Switch off the reader by turning the power switches to”

there is not strip on the tray, or click ESC to terminate current test.
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Chapter 4 Directions for Use
4.1 Preparation


Sample/Strip Preparation
Allow the strip, urine specimen, and/or control to reach room temperature at 15-30℃（59-86F）prior to
testing.
Note: Only use strips manufactured by CITEST DIAGNOSTIC INC., Ltd for proper function and accurate
results.
Remove the strips from the closed canister. Use them as soon as possible. Tightly close the canister
after removing the strips.
 Preparation for reader
Connect power with AUR-100 through the DC adapter, turn the power switch to “1” for starting of
the reader. The reader will initialize. (Ref Fig 6) After initializing, Ready Screen would show as in
Fig 7.Main operation interface of the reader. You can choose the test, Reports, settings.
4.2 Settings
Click “Settings” in the main operation interface to enter in the setting menu as Fig 9.

Fig 9

4.2.1 Strip
Click “Strip” to enter the interface as Fig 10. The composition mode of test items can be selected.
Click

to select the mode or click

to abandon selection and return to the setting menu.
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Fig 10

Note: This reader supports multiple items of Urinalysis Reagent Strips. Please confirm the strip
items and analytes which will be tested, otherwise the result will be incorrect.
4.2.2

Unit

Click “Unit” to select the test item unit. There are 2 kinds of unit showed as below. (Ref Fig 11)
Select the target unit and click

to save and return to the setting menu.

Fig 11

4.2.3

Critical Values

Click “Critical Value” to setting the reference range of the test items. (Ref Fig 12) If the test
results exceeded the range, „*‟ will be shown in front of analyte.
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Fig 12

The test items and reference values of current test strip will be shown in this interface. Select the
analyte， select “+” or “-“ to change the value, then click

to save or

to abandon the

changes.(Ref Fig 13)

Fig 13

4.2.4

System Clock

Click “System Clock” to enter in the interface for clock setting. (Ref Fig 14)
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Fig 14

Click

or

to set the date or time of the reader. (Ref Fig 15, Fig 16) Input the date

information in the format of “MM-DD-YYYY”, and time in format of “HH-MM-SS”. Click
and click

to abandon.

Fig 15

4.2.5

to save

Fig 16

Printer

Click “Printer” to enter the interface as Fig 17. You can choose the function of automatically print
or not, the darkness level of printing and printer diagnosis.

11

Fig 17


Select “Option”, there are “Not Print” and “Print” options, when “Print” is selected the printer will
print report automatically after each time of testing, then click

to save or

to abandon

the changes. (Ref Fig 18)

Fig 18


Click “Shade” to change the darkness of the printouts of the built-in thermal printer. There are 21
darkness levels can be selected. ( Note: the darker of the print color, the slower of the print
speed and the shorter of the service life) (Ref Fig 19)
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Fig 19


Click “Diagnosis” to have a printing test. The printer will print a test paragraph for checking the
result of setting and printing functionality.(Ref Fig 20)

Fig 20
Note: The full test page should be shown as above. If not, please contact the manufacture or local
distributor.

4.2.6

Serial Port

Click “Serial Port” to choose the corresponding communication Baud Rate. (Ref Fig 21) There
are four Baud Rate options: 9600, 19200, 38400 and 57600. Select the target Baud Rate as
needed.
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Fig 21

4.2.7

Reader Information

Click “Product Info” to show the information of the reader. The software version and serial No.
about the reader will be showed as Fig 22.

Fig 22

4.3 Test Procedure
Prior to the test, please read this user manual and Urinalysis Reagent strips package insert
carefully.
Step 1: Turn on the power switch to start the reader. Refer to 3.5 Reader Startup.
Step 2: Click “Test” in the main operation interface to start the testing process. Click “Sequential” to
enter the interface for filling the sample No.in the dialog in the interface as Fig 23. The Reader will
generate the sample No. which is after the latest test sample No. It can be changed with necessary.

Step 3: After the sample No. is confirmed, the reader will enter the test interface. (Ref Fig 24)
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Fig 23
Fig 24
The information of sample number, strip item number, test time and printer will be displayed in
the test interface.
Test procedure of Urinalysis Reagent Strips: Completely Immerse the reagent area of the
strip in fresh and well mixed urine. Immediately remove the strip to avoid dissolving the reagents.
(Ref Fig 25)

Fig.25
While removing the strip from the urine, run the edge of the strip against the rim of the urine
specimen container to remove excess urine. Hold the strip in a horizontal position and bring the
edge of the strip into contact with an absorbent material (e.g. a paper towel) to avoid mixing
chemicals from adjacent reagent areas and/or soiling hands with urine.(Ref Fig 26)

Fig.26
Step 4: Place the prepared strip properly on the feed table as Fig 27. When the “beep” is heard, the
reader has detected the motion of placing a new strip on the feed table and test will start. The strip is

15

moved into the reader (this takes a few seconds). After seven steps, the strip is in testing position.
Reader will read the strip and produce results after calculation. (Ref Fig 28)

Fig 27

Fig 28
Note: The strips can be placed on the slots in the feed table when the green light is flashing
continuously, it is recommended not to place the strip when the light turn red, otherwise, there will be
error in the reader.

Step 5: The results will display after testing. (Ref Fig 29)
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Fig 29
The results will be displayed on the screen and stored in memory after each test. Any abnormal
results will be marked with * on the print out.
If Auto-print is on, the results will be printed after each test, refer to 4.2.5 Printer for printer setting.
Remove the used strip from the Strip Holder when the strip carrier moves out entirely. Do not move
the strip before the strip stop moving.
Dispose of the used strip according to local regulations.
Repeat the previous steps to test more urine strips.

4.4 Reports
Click “Reports” in the main operation interface to enter the interface as Fig 30. Select the target date,
click the buttons in the right of the interface to view, print, transfer and delete correlated reports.

Fig 30
Definition of each button:
Button
Function
View previous page of dates (newer dates)
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View next page of dates (older dates)
Browse reports of the date being selected.
Select a date
Delete reports of the date being selected.
Return to main menu.
Select the last date
Select the first date
Ten days information will be shown in the interface, click the date, the details can be seen as fig 31.

Fig 31


View Report

Click

to print the shown report

Click

to transfer the shown report

Click

To view reports. The recent test result will be shown in the interface. (Ref Fig 32)

Click

or

Click

or

to select the report
to select the previous or later page.
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Fig 32


Delete Report

In the reports interface as Fig 30, all the reports in a date can be deleted by clicking

and the

selected date will be deleted. When a target report needs to be deleted, you should enter the target
report interface as Fig 32, and click

to delete the report.

Note: The report(s) cannot be recovered after deleting. Please use this function with caution.
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Chapter 5 Precautions




Make sure that the type of the Urinalysis reagent strip used is exactly the same as the model set
in the reader. Meanwhile, ensure that strips are within the expiry period, if not, inaccurate result
may incur.
The reagent area of the strip must face up. Each strip must be placed vertically between the first
column of bulge carriers and the second column of bulge carriers on the feed table. The far tip
(the tip that is not in hand) must exceed the top of the bulge carriers. Avoid placing strips on the
feed table while the conveyor belt is moving.



When the operator is placing the strip, strip detector detects the motion and carries the strip into
the reader. To ensure a certain period of reaction time, it takes a few seconds before the
conveyor belt under the feed table starts to move after a new strip is detected. This mechanism
ensures the urine is fully reacted on the strip. Therefore it is normal for the reader to stop for a
few seconds after placing the strip.



Operator can immediately start the next cycle of strip dipping and drying. After the previous strip
is being transferred to the right and a new strip position is available on the feed table, operator
can place the next prepared strip, and so on. Spaces (skips) are allowed between two strips.
That would not affect sample numbers. Samples (strips) are numbered according to actually
detected strips, instead of steps made by the motor.



Testing reports are displayed on the LCD screen. If the setting in “4.2.5 Printer” is set as “Print”,
embedded thermal printer and external dot matrix printer will print out results simultaneously as
testing proceeds. Parallel port outputs the testing results. The results are also saved into the
FLASH ROM inside the reader. No data is lost if power is out. Saved testing reports can be
viewed any time.



Make sure that the strips for testing match the strip-type setting of the reader and it is before the
expiration date of the strips. Otherwise incorrect results may occur.



After soaking the strip and quickly dry it, the strip should be placed on the feed table immediately
to avoid padding the reaction time and affecting the accuracy.



Try to absorb all extra urine from the strip to avoid cross-contamination on the feed table when
too much extra urine is accumulated.



Do not pull the feed table or remove the waste box, other wide the reader would not function
correctly.



Wash the feed table and waste box everyday.
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Chapter 6 Troubleshooting
Operating and maintaining the reader following to the instructions in this manual usually enables the
reader to function correctly. When the reader detects some errors, an error message is displayed to
give operators further information to find the right solutions or request help from retailers or
manufacturers. This table is the table of error messages, including error code, error description, and
solutions.
Error Code
E01

Error Description

Problem and Solution

System software failed.

System software error. The reader cannot
work. Please contact retailers for repairing.

E02

System Data failed!

The stored system check and calibration data
is lost. The reader cannot work. Please contact
retailers for repairing.

E03

Calibration lost!

The threshold data for strip test is lost. Please
contact retailers for repairing.

E04

Communication failed.

An internal communication error occurs. If the
error occurs several times a day, please
contact retailers for repairing.

E10

Conveyor error!

Conveyor motor can‟t find its origin.
Please contact retailers for repairing.

E20

Test component error.

The tester motor can‟t find its origin.
Please contact retailers for repairing.

E21
E22

Test

component

motion

The tester motor can‟t move correctly.

abnormal!

Please contact retailers for repairing.

Light intensity abnormal.

Test result of the calibration chip exceeds valid
data range.
Please contact retailers for repairing.

E23

Background light abnormal.

Stray light intensity exceeds the allowable
range.
Please contact retailers for repairing.

E30

Out of thermal paper.

Printer out of paper when reports are ready to
be printed.

E31

Tray not installed.

Check if the conveyor tray is in correct position.
Try installing the feed table again following the
instructions in 9.2.

E32

Tray polluted.

The conveyor tray is polluted heavily.
Clean the tray.

E33

Litter bin not installed.

Check if the litter bin is in the correct position.
Try installing the waste box again.

E34

Litter bin full.

Take off the litter bin. Dump all used strips.
Reinstall the waste box.
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Chapter 7 Daily Maintenance and Cleaning
7.1 Daily Maintenance and Tips
Because the reader uses automatic mechanism and contacts urine, appropriate standard operating
procedure must be setup. Periodic maintenance must be done to prolong the life of the reader. What
is more important, to ensure the reader outputs accurate results.

7.2 Disassemble and Wash the Feed Table
Wash the feed table with clean water EVERYDAY.
Steps: 1) Disconnect the power. 2) Take out the feed table. 3) Use a soft cloth to wash the feed table.
4) Use a dry cloth to dry the feed table. 5) Make sure the feed table is aligned to the slot before
insertion, gently insert the feed table. If any resistance is felt, pull out the feed table a little and insert
again. The feed table must be inserted all the way in. (Ref Fig 37)

Fig 37

Note: Feed table is one of the most importable component of the ananlyzer. Do not use detergents,
solvents or hot water while cleaning. Heating, baking is also prohibited. Once the deformation, the
test results will be affected directly.

7.3 Disassemble and Clean the Waste Strip Box
Clear the used strips in the waste box and rinse the box with waster every day.
Steps: turn off the reader. Pull out the waste strip box. Dispose all used strips. Use soft cloth or
brush to clean the waste box in waster. Dry the washed box and insert it back into the reader. When
insert the box, align the track on the box to the guide in the reader and apply force evenly. Push the
box carefully until the surface of the waste box and reader cover is aligned.(Ref Fig 38)
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Fig 38
Note: Urine strips are disposable and can‟t be recycled. Used strips should be properly handledand
and mustn‟t be arbitrarily discarded. Please deal with waste strips according to the waste disposal
regulation of your Laboratory.

7.4 Disassemble and Clean the Liquid Waste Plate
Clear the waste liquid plate and wash it with water every day.
Step: Shut down the reader. Pull out the waste strip box. Reach into the reader to pull out the liquid
waste plate. Use water and brush to wash the liquid waste plate. Dry the washed plate and insert it
back into the reader. After installing the liquid waste plate, insert the waste strip box back into the
reader.

7.5 Replace Fuse
Disconnect the power cord. Use a slotted screwdriver to pry the fuse holder open. Remove the fuse.
If the fuse is burnt, replace it with a new one. Close the cover of the fuse holder.
Note: Please use the fuse with accessories of the reader. The specification of the fuses is Diameter
of 5mm, length of 20mm, 250V/2A slow fuse tube, T2AL250V.

7.6 Replace Clock battery
The Reader has a 3V 2032 battery on its main board to support the system clock. If LCD displays
default year 2000, it indicates clock has being exhausted.
Flip the reader to show the bottom side. Use magnetic tip Phillips screwdriver to remove the seven
M3x10 screws and one M3 x 8 screw. Make sure all eight screws are kept safely. Flip the reader
right side up. Carefully lift the upper cover up and flip it to the back. A battery holder can be found.
Remove the button battery and install a new battery. The positive terminal of the batter should face
the front side of the reader.
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Chapter 8 Service, Repair and Disposal
LF Reader does not require special maintenance except for keeping it clean and replacing
printing paper when needed. If service is required, please contact with the local distributor.
LF Reader‟s internal parts, including the circuit boards, optical detection modules, display screen
and printer, can only be provided by manufacturer. Such items should not be sourced from any
third-party, even if they claim to provide the same function. When issues related to the reader,
contact the local distributor. We provide technical support for users to perform troubleshooting. If
the reader needs to be sent back to manufacturer, please contact local distributor and/ or
CITEST DIAGNOSTIC INC. It normally takes about a week to fix problems. If it turns out not
repairable within warranty period, we will replace it with a new one. If for any reason the reader
needs to be disposed off, please follow the procedures and rules of disposing off for Class B
electric readers.
We provide technical support and software maintenance, including functional maintenance,
corrective maintenance, software fixes or upgrade. We are only responsible and provide
services when the reader is properly used in compliance with the manufacturer's instructions,
otherwise any damages incurred will not be covered.
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Chapter 9 Manufacturer Information
Name：CITEST DIAGNOSTIC INC.
Address: 170-422 Richards Street Vancouver BC, V6B2Z4, Canada
Index of Symbols
For in vitro
Instruction for use

1

Test 1 kit
diagnostic use only

Store between -20-50°C

Catalog #

Authorized Representative

Manufacturer

CE maker

Keep dry

Fragile, handle with care

Keep away from sunlight

Protect from heat and
radioactive sources
Biological hazards! Pay
Attention

attention to protection and

Upward

treatment
Protective earth. Ensure
Risk of electric shock

Stacking Layer Limit
reliable grounding

Do not Roll

Humidity Range

Atmospheric Pressure

CITEST DIAGNOSTICS INC.
170-422 Richards Street
Vancouver BC, V6B 2Z4, Canada
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Appendix
A. Urinalysis Reagent Strip Parameter Table
Project

sign

concentration

±
1+
2+
3+

0 mmol/L
0.6 mmol/L
1.4 mmol/L
3.0 mmol/L
>=6.0mmol/L

LEU

±
1+
2+
3+

0 Leu/μL
15 Leu/μL
70 Leu/μL
125 Leu/μL
500 Leu/μL

GLU

±
1+
2+
3+

0 mmol/L
2.8 mmol/L
5.5 mmol/L
14 mmol/L
28 mmol/L

ASC

ALB

BIL

PH

SG

10 mg/L
30 mg/L
80 mg/L
>=150 mg/L
1+
2+
3+
5.0
6.0
7.0
8.0
9.0
1.000
1.005
1.010
1.015
1.020
1.025
1.030

10 mg/L
30 mg/L
80 mg/L
>=150 mg/L
0 μmol/L
17 μmol/L
34 μmol/L
>=103μmol/L
5.0
6.0
7.0
8.0
9.0
1.000
1.005
1.010
1.015
1.020
1.025
1.030
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Project

sign

KET

±
1+
2+
3+

0 mg/L
50 mg/L
150 mg/L
400 mg/L
>=800 mg/L

PRO

±
1+
2+
3+

0 g/L
0.15 g/L
0.3 g/L
1.0 g/L
3.0 g/L

NIT

+

+

URO

norm.
±
1+
2+
3+

CA

3.4 μmol/L
17 μmol/L
34 μmol/L
68 μmol/L
>=136μmol/L
0.9mmol/L
4.4 mmol/L
8.8 mmol/L
17.6 mmol/L
26.5 mmol/L

CRE

BLO

concentration

±
1+
2+
3+

0 mg/L
0.3 mg/L
1.0 mg/L
3.0 mg/L
>=6.0 mg/L
<=2.5mmol/L
5 mmol/L
>=10 mmol/L

27

B. Warranty
Please complete the warranty card included in the packaging. Mail it to your local distributor to
register your purchase within one year of purchase.
For your records, write the purchase date of your starter kit here:
Note: This warranty applies only to the reader in the original purchase. It does not apply to the other
materials included with the reader.
CITEST DIAGNOSTIC INC. warrants to the original purchaser that this reader will be free from
defects in materials and workmanship for a period of one year (12 months).
The one year starts from the later of the date of original purchase or installation (except as noted
below). During the stated one year period, CiTest shall replace the unit under warranty with a
reconditioned unit or, at its option, repair at no charge a unit that is found to be defective. CiTest shall
not be responsible for shipping charges incurred in the repair of such an reader.
This Warranty is subject to the following exceptions and limitations:
This warranty is limited to repair or replacement due to defects in parts or workmanship. Parts
required which were not defective shall be replaced at additional cost. CiTest shall not be required to
make any repairs or replace any parts that are necessitated by abuse, accidents, alteration, misuse,
neglect, failure to operate the reader in accordance with the operations manual, or maintenance by
anyone other than CiTest.
Furthermore, CiTest assumes no liability from malfunction or damage to readers caused by the use
of strips other than strips manufactured by CiTest. CiTest reserves the right to make changes in the
design of this reader without obligation to incorporate such changes into previously manufactured
readers.
Disclaimer of Warranties
This warranty is expressly made in lieu of any and all other warranties express or implied (either in
fact or by operation of law) including the warranties of merchantability and fitness for use, which are
expressly excluded, and is the only warranty given by CITEST.
Limitations of Liability
In no event shall CITEST be liable for indirect, special or consequential damages, even if CITEST
has been advised of the possibility of such damages.
For warranty service, please contact your local distributor.
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LF Reader Warranty Card
Please complete this warranty card and mail it to your local distributor to register your purchase within
one year of purchase.
Date of Purchase

Purchaser

Organization Name Address

Reader Serial Number (e.g. SN 0000000.
See label on back of reader)
Address

Telephone Number

Email address
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Urinalysis Reagent Strips (Urine)
Package Insert
For rapid detection of multiple analytes in human urine.
For in vitro diagnostic use only.
【INTENDED USE】
The Urinalysis Reagent Strips (Urine) are firm plastic strips onto which several
separate reagent areas are affixed. The test is for the qualitative and
semi-quantitative detection of one or more of the following analytes in urine: Ascorbic
acid, Glucose, Bilirubin, Ketone (Acetoacetic acid), Specific Gravity, Blood, pH,
Protein, Urobilinogen, Nitrite and Leukocytes. The Mission® Urinalysis Reagent
Strips (Urine) are for single use in professional near-patient (point-of-care) and
centralized laboratory locations.
Refer to kit box label for the specific analyte(s) listed, and compare to the appropriate
analyte(s) and color blocks on the color chart for results. The Urinalysis Reagent
Strips (Urine) can be read visually and on the Mission® Urine Analyzers, and are
intended for professional use only.
【SUMMARY】
Urine undergoes many changes during states of disease or body dysfunction before
blood composition is altered to a significant extent. Urinalysis is a useful procedure as
an indicator of health or disease, and as such, is a part of routine health screening.
The Urinalysis Reagent Strips (Urine) can be used in general evaluation of health,
and aids in the diagnosis and monitoring of metabolic or systemic diseases that affect
kidney function, endocrine disorders and diseases or disorders of the urinary tract.1,2
【PRINCIPLE AND EXPECTED VALUES】
Ascorbic acid: This test involves decolorization of Tillmann’s reagent. The presence
of ascorbic acid causes the color of the test field to change from blue-green to orange.
Patients with adequate diet may excrete 2-10 mg/dL daily. After ingesting large
amounts of ascorbic acid, levels can be around 200 mg/dL.
Glucose: This test is based on the enzymatic reaction that occurs between glucose
oxidase, peroxidase and chromogen. Glucose is first oxidized to produce gluconic
acid and hydrogen peroxide in the presence of glucose oxidase. The hydrogen
peroxide reacts with potassium iodide chromogen in the presence of peroxidase. The
extent to which the chromogen is oxidized determines the color which is produced,
ranging from green to brown. Glucose should not be detected in normal urine. Small
amounts of glucose may be excreted by the kidney.3 Glucose concentrations as low
as 100 mg/Dl may be considered abnormal if results are consistent.
Bilirubin: This test is based on azo-coupling reaction of bilirubin with diazotized
dichloroaniline in a strongly acidic medium. Varying bilirubin levels will produce a
pinkish-tan color proportional to its concentration in urine. In normal urine, no bilirubin
is detectable by even the most sensitive methods. Even trace amounts of bilirubin
require further investigation. Atypical results (colors different from the negative or
positive color blocks shown on the color chart) may indicate that bilirubin-derived bile
pigments are present in the urine specimen, and are possibly masking the bilirubin
reaction.
Ketone: This test is based on ketones reacting with nitroprusside and acetoacetic
acid to produce a color change ranging from light pink for negative results to a darker
pink or purple color for positive results. Ketones are normally not present in urine.
Detectable ketone levels may occur in urine during physiological stress conditions
such as fasting, pregnancy and frequent strenuous exercise.4-6 In starvation diets, or
in other abnormal carbohydrate metabolism situations, ketones appear in the urine in
excessively high concentration before serum ketones are elevated.7
Specific Gravity: This test is based on the apparent pKa change of certain
pretreated polyelectrolytes in relation to ionic concentration. In the presence of an
indicator, colors range from deep blue-green in urine of low ionic concentration to
green and yellow-green in urine of increasing ionic concentration. Randomly collected
urine may vary in specific gravity from 1.003-1.035.8 Twenty-four hour urine from
healthy adults with normal diets and fluid intake will have a specific gravity of
1.016-1.022.8 In cases of severe renal damage, the specific gravity is fixed at 1.010,
the value of the glomerular filtrate.
Blood: This test is based on the peroxidase-like activity of hemoglobin which
catalyzes
the
reaction
of
diisopropylbenzene
dihydroperoxide
and
3,3',5,5'-tetramethylbenzidine. The resulting color ranges from orange to green to
dark blue. Any green spots or green color development on the reagent area within 60
seconds is significant and the urine specimen should be examined further. Blood is
often, but not invariably, found in the urine of menstruating females. The significance
of a trace reading varies among patients and clinical judgment is required in these
specimens.
pH: This test is based on a double indicator system which gives a broad range of
colors covering the entire urinary pH range. Colors range from orange to yellow and
green to blue. The expected range for normal urine specimens from newborns is pH
5-7.9 The expected range for other normal urine specimens is pH 4.5-8, with an
average result of pH 6.9
Protein: This reaction is based on the phenomenon known as the “protein error” of
pH indicators where an indicator that is highly buffered will change color in the
presence of proteins (anions) as the indicator releases hydrogen ions to the protein.
At a constant pH, the development of any green color is due to the presence of
protein. Colors range from yellow to yellow-green for negative results and green to
green-blue for positive results. 1-14 mg/dL of protein may be excreted by a normal
kidney.10 A color matching any block greater than trace indicates significant
proteinuria. Clinical judgment is required to evaluate the significance of trace results.

Urobilinogen: This test is based on a modified Ehrlich reaction between
p-diethylaminobenzaldehyde and urobilinogen in strongly acidic medium to produce a
pink color. Urobilinogen is one of the major compounds produced in heme synthesis
and is a normal substance in urine. The expected range for normal urine with this test
is 0.2-1.0 mg/dL (3.5-17 μmol/L).8 A result of 2.0 mg/dL (35 μmol/L) may be of clinical
significance and the patient specimen should be further evaluated.
Nitrite: This test depends upon the conversion of nitrate to nitrite by the action of
Gram negative bacteria in the urine. In an acidic medium, nitrite in the urine reacts
with p-arsanilic acid to form a diazonium compound. The diazonium compound in turn
couples with 1 N-(1-naphthyl) ethylenediamine to produce a pink color. Nitrite is not
detectable in normal urine.9 The nitrite area will be positive in some cases of infection,
depending on how long the urine specimens were retained in the bladder prior to
collection. Retrieval of positive cases with the nitrite test ranges from as low as 40% in
cases where little bladder incubation occurred, to as high as approximately 80% in
cases where bladder incubation took place for at least 4 hours.
Leukocytes: This test reveals the presence of granulocyte esterases. The esterases
cleave a derivatized pyrazole amino acid ester to liberate derivatized hydroxyl
pyrazole. This pyrazole then reacts with a diazonium salt to produce a beige-pink to
purple color. Normal urine specimens generally yield negative results. Trace results
may be of questionable clinical significance. When trace results occur, it is
recommended to retest using a fresh specimen from the same patient. Repeated
trace and positive results are of clinical significance.
【REAGENTS AND PERFORMANCE CHARACTERISTICS】
Based on the dry weight at the time of impregnation, the concentrations given may
vary within manufacturing tolerances. The following table below indicates read times
and performance characteristics for each parameter.
Read
Reagent
Composition
Description
Time
Ascorbic
2,6-dichlorophenolindophenol; Detects ascorbic acid as low
30
Acid
buffer
and
non-reactive as 5-10 mg/dL (0.28-0.56
seconds
(ASC)
ingredients
mmol/L).
glucose oxidase; peroxidase; Detects glucose as low as
Glucose
30
potassium
iodide;
buffer; 50-100
mg/dL
(2.5-5
(GLU)
seconds
non-reactive ingredients
mmol/L).
2, 4-dichloroaniline diazonium Detects bilirubin as low as
Bilirubin
30
salt; buffer and non-reactive 0.4-1.0
mg/dL
(6.8-17
(BIL)
seconds
ingredients
μmol/L).
Detects acetoacetic acid as
Ketone
40
sodium nitroprusside; buffer
low as 2.5-5 mg/dL (0.25-0.5
(KET)
seconds
mmol/L).
bromthymol blue indicator; Determines urine specific
Specific
buffer
and
non-reactive gravity between 1.000 and
45
Gravity
ingredients; poly (methyl vinyl 1.030. Results correlate with
seconds
(SG)
ether/maleic
anhydride); values obtained by refractive
sodium hydroxide
index method within ± 0.005.
Detects free hemoglobin as
3,3’,5,5’-tetramethylbenzidine
low as 0.018-0.060 mg/dL or
Blood
60
(TMB);
diisopropylbenzene
5-10
Ery/μL
in
urine
(BLO)
seconds dihydroperoxide; buffer and
specimens with ascorbic
non-reactive ingredients
acid content of < 50 mg/dL.
methyl red sodium salt; Permits the quantitative
60
pH
bromthymol blue; non-reactive differentiation of pH values
seconds
ingredients
within the range of 5-9.
Detects albumin as low as
Protein
60
tetrabromophenol blue; buffer
7.5-15 mg/dL (0.075-0.15
(PRO)
seconds and non-reactive ingredients
g/L).
p-diethylaminobenzaldehyde; Detects urobilinogen as low
Urobilinogen
60
buffer
and
non-reactive as 0.2-1.0 mg/dL (3.5-17
(URO)
seconds
ingredients
μmol/L).
Detects sodium nitrite as low
p-arsanilic
acid;
as 0.05-0.1 mg/dL in urine
Nitrite
60
N-(1-naphthyl)
with a low specific gravity
(NIT)
seconds ethylenediamine; non-reactive
and less than 30 mg/dL
ingredients
ascorbic acid.
derivatized pyrrole amino acid Detects leukocytes as low
Leukocytes
120
ester; diazonium salt; buffer; as 9-15 white blood cells
(LEU)
seconds
non-reactive ingredients
Leu/μL in clinical urine.
The performance characteristics of the Urinalysis Reagent Strips (Urine) have been
determined in both laboratory and clinical tests. Parameters of importance to the user
are sensitivity, specificity, accuracy and precision. Generally, this test has been
developed to be specific for the parameters to be measured with the exceptions of the
interferences listed. Please refer to the Limitations section in this package insert.
Interpretation of visual results is dependent on several factors: the variability of color
perception, the presence or absence of inhibitory factors, and the lighting conditions
when the strip is read. Each color block on the chart corresponds to a range of analyte
concentrations.
The reading value range for parameters of pH, protein, urobilinogen, and glucose are
different between visual and analyzer methods, please refer to the Mission® Urine
Analyzer Manual for the respective parameters reading range.

The sensitivities of parameters are based on the visual read studies and may vary
between visual reading and the results obtained from Mission® Urine Analyzer. For
visual readings, if the color of a pad is in-between negative and trace, the result
should be read as a negative.
【PRECAUTIONS】
• For in vitro diagnostic use only. Do not use after the expiration date.
• The strip should remain in the closed canister until use.
• Do not touch the reagent areas of the strip.
• Discard any discolored strips that may have deteriorated.
• All specimens should be considered potentially hazardous and handled in the same
manner as an infectious agent.
• The used strip should be discarded according to local regulations after testing.
【STORAGE AND STABILITY】
Store as packaged in the closed canister either at room temperature or refrigerated
(2-30°C). Keep out of direct sunlight. The strip is stable through the expiration date
printed on the canister label. Do not remove the desiccant. Remove only enough
strips for immediate use. Replace cap immediately and tightly. DO NOT FREEZE. Do
not use beyond the expiration date.
Note: Once the canister has been opened, the remaining strips are stable for up to 3
months. Stability may be reduced in high humidity conditions.
【SPECIMEN COLLECTION AND PREPARATION】
A urine specimen must be collected in a clean and dry container and tested as soon
as possible. Do not centrifuge. The use of urine preservatives is not recommended. If
testing cannot be done within an hour after voiding, refrigerate the specimen
immediately and let it return to room temperature before testing.
Prolonged storage of unpreserved urine at room temperature may result in microbial
proliferation with resultant changes in pH. A shift to alkaline pH may cause false
positive results with the protein test area. Urine containing glucose may decrease in
pH as organisms metabolize the glucose.
Contamination of the urine specimen with skin cleansers containing chlorhexidine
may affect protein (and to a lesser extent, specific gravity and bilirubin) test results.
【MATERIALS】
Materials Provided
• Strips
• Package insert
Materials Required But Not Provided
• Specimen collection container
• Timer
【DIRECTIONS FOR USE】
Allow the strip, urine specimen, and/or controls to reach room temperature
(15-30ºC) prior to testing.
1. Remove the strip from the closed canister and use it as soon as possible.
Immediately close the canister tightly after removing the required number of strip(s).
Completely immerse the reagent areas of the strip in fresh, well-mixed urine and
immediately remove the strip to avoid dissolving the reagents. See illustration 1
below.
2. While removing the strip from the urine, run the edge of the strip against the rim of
the urine container to remove excess urine. Hold the strip in a horizontal position
and bring the edge of the strip into contact with an absorbent material (e.g. a paper
towel) to avoid mixing chemicals from adjacent reagent areas and/or soiling hands
with urine. See illustration 2 below.
3. Compare the reagent areas to the corresponding color blocks on the canister label
at the specified times. Hold the strip close to the color blocks and match carefully.
See illustration 3 below.
Note: Results may be read up to 2 minutes after the specified times. Results may also
be read using the Mission® Urine Analyzers. Refer to the Instruction Manual for
details.

【INTERPRETATION OF RESULTS】
Results are obtained by direct comparison of the color blocks printed on the canister
label. The color blocks represent nominal values; actual values will vary close to the
nominal values. In the event of unexpected or questionable results, the following
steps are recommended: confirm that the strips have been tested within the expiration
date printed on the canister label, compare results with known positive and negative
controls and repeat the test using a new strip. If the problem persists, discontinue
using the strip immediately and contact your local distributor.

【QUALITY CONTROL】
For best results, performance of reagent strips should be confirmed by testing known
positive and negative specimens/controls whenever a new test is performed, or
whenever a new canister is first opened. Each laboratory should establish its own
goals for adequate standards of performance.
【LIMITATIONS】
Note: The Urinalysis Reagent Strips (Urine) may be affected by substances that
cause abnormal urine color such as drugs containing azo dyes (e.g. Pyridium ®, Azo
Gantrisin®, Azo Gantanol®), nitrofurantoin (Microdantin®, Furadantin®), and riboflavin.8
The color development on the test pad may be masked or a color reaction may be
produced that could be interpreted as false results.
Ascorbic acid: No interference is known.
Glucose: The reagent area does not react with lactose, galactose, fructose or other
metabolic substances, nor with reducing metabolites of drugs (e.g. salicylates and
nalidixic acid). Sensitivity may be decreased in specimens with high specific gravity (>
1.025) and with ascorbic acid concentrations of ≥ 25 mg/dL. High ketone levels ≥ 100
mg/dL may cause false negative results for specimens containing a small amount of
glucose (50-100 mg/dL).
Bilirubin: Bilirubin is absent in normal urine, so any positive result, including a trace
positive, indicates an underlying pathological condition and requires further
investigation. Reactions may occur with urine containing large doses of
chlorpromazine or rifampin that might be mistaken for positive bilirubin.9 The
presence of bilirubin-derived bile pigments may mask the bilirubin reaction. This
phenomenon is characterized by color development on the test patch that does not
correlate with the colors on the color chart. Large concentrations of ascorbic acid may
decrease sensitivity.
Ketone: The test does not react with acetone or β-hydroxybutyrate.8 Urine specimens
of high pigment, and other substances containing sulfhydryl groups may occasionally
give reactions up to and including trace (±).9
Specific Gravity: Ketoacidosis or protein higher than 300 mg/dL may cause elevated
results. Results are not affected by non-ionic urine components such as glucose. If
the urine has a pH of 7 or greater, add 0.005 to the specific gravity reading indicated
on the color chart.
Blood: A uniform blue color indicates the presence of myoglobin, hemoglobin or
hemolyzed erythrocytes.8 Scattered or compacted blue spots indicate intact
erythrocytes. To enhance accuracy, separate color scales are provided for
hemoglobin and for erythrocytes. Positive results with this test are often seen with
urine from menstruating females. It has been reported that urine of high pH reduces
sensitivity, while moderate to high concentration of ascorbic acid may inhibit color
formation.
Microbial peroxidase, associated with urinary tract infection, may cause a false
positive reaction. The test is slightly more sensitive to free hemoglobin and myoglobin
than to intact erythrocytes.
pH: If the procedure is not followed and excess urine remains on the strip, a
phenomenon known as “runover” may occur, in which the acid buffer from the protein
reagent will run onto the pH area, causing the pH result to appear artificially low. pH
readings are not affected by variations in urinary buffer concentration.
Protein: Any green color indicates the presence of protein in the urine. This test is
highly sensitive for albumin, and less sensitive to hemoglobin, globulin and
mucoprotein.8 A negative result does not rule out the presence of these other proteins.
False positive results may be obtained with highly buffered or alkaline urine.
Contamination of urine specimens with quaternary ammonium compounds or skin
cleansers containing chlorhexidine may produce false positive results.8 The urine
specimens with high specific gravity may give false negative results.
Urobilinogen: All results lower than 1 mg/dL urobilinogen should be interpreted as
normal. A negative result does not at any time preclude the absence of urobilinogen.
The reagent area may react with interfering substances known to react with Ehrlich’s
reagent, such as p-aminosalicylic acid and sulfonamides.9 False negative results may
be obtained if formalin is present. The test cannot be used to detect porphobilinogen.
Nitrite: The test is specific for nitrite and will not react with any other substance
normally excreted in urine. Any degree of uniform pink to red color should be
interpreted as a positive result, suggesting the presence of nitrite. Color intensity is
not proportional to the number of bacteria present in the urine specimen. Pink spots or
pink edges should not be interpreted as a positive result. Comparing the reacted
reagent area on a white background may aid in the detection of low nitrite levels,
which might otherwise be missed. Ascorbic acid above 30 mg/dL may cause false
negatives in urine containing less than 0.05 mg/dL nitrite ions. The sensitivity of this
test is reduced for urine specimens with highly buffered alkaline urine or with high
specific gravity. A negative result does not at any time preclude the possibility of
bacteruria. Negative results may occur in urinary tract infections from organisms that
do not contain reductase to convert nitrate to nitrite; when urine has not been retained
in the bladder for a sufficient length of time (at least 4 hours) for reduction of nitrate to
nitrite to occur; when receiving antibiotic therapy or when dietary nitrate is absent.
Leukocytes: The result should be read between 60-120 seconds to allow for
complete color development. The intensity of the color that develops is proportional to
the number of leukocytes present in the urine specimen. High specific gravity or
elevated glucose concentrations (≥ 2,000 mg/dL) may cause test results to be
artificially low. The presence of cephalexin, cephalothin, or high concentrations of
oxalic acid may also cause test results to be artificially low. Tetracycline may cause
decreased reactivity, and high levels of the drug may cause a false negative reaction.

High urinary protein may diminish the intensity of the reaction color. This test will not
react with erythrocytes or bacteria common in urine.8
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