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English

A rapid test for the qualitative detection of Chlamydia antigen in female cervical swab, male urethral
swab and male urine specimens.
For professional in vitro diagnostic use only.
【INTENDED USE】
The Chlamydia Rapid Test Cassette is a rapid chromatographic immunoassay for the qualitative
detection of Chlamydia trachomatis in female cervical swab, male urethral swab and male urine
specimens to aid in the diagnosis of Chlamydia infection.
【SUMMARY】
Chlamydia trachomatis is the most common cause of sexually transmitted venereal infection in the
world. It is composed of elementary bodies (the infectious form) and reticulate or inclusion bodies (the
replicating form). Chlamydia trachomatis has both a high prevalence and asymptomatic carriage rate,
with frequent serious complications in both women and neonates. Complications of Chlamydia infection
in women include cervicitis, urethritis, endometritis, pelvic inflammatory disease (PID) and increased
incidence of ectopic pregnancy and infertility. 1 Vertical transmission of the disease during parturition
from to neonate can result in inclusion conjunctivitis or pneumonia. In men, complication of Chlamydia
includes urethritis and epididymitis. At least 40% of the nongonococcal urethritis cases are associated
with Chlamydia infection. Approximately 70% of women with endocervical infections and up to 50% of
men with urethral infections are asymptomatic. Traditionally, Chlamydia infection has been diagnosed
by detection of Chlamydia inclusions in tissue culture cells. Culture method is the most sensitive and
specific laboratory method, but it is labor intensive, expensive, long (18-72 hours) and not routinely
available in most situations.
The Chlamydia Rapid Test Cassette (Swab/Urine) is a rapid test to qualitatively detect the Chlamydia
antigen from female cervical swab, male urethral swab and male urine specimens.
【PRINCIPLE】
The Chlamydia Rapid Test Cassette (Swab/Urine) is a qualitative, lateral flow immunoassay for the
detection of Chlamydia antigen from female cervical, male urethral and male urine. In the test, antibody
specific to the Chlamydia antigen is coated on the test line region of the test. During testing, the
extracted antigen solution reacts with an antibody to Chlamydia that is coated onto particles. The
mixture migrates up to react with the antibody to Chlamydia on the membrane and generates a color
line in the test region. 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.
【REAGENT】
The test contains Chlamydia antibody coated particles and Chlamydia antibodies 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 and kits are handled.
3. 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.
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 use test if pouch is damaged.
【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 Chlamydia Rapid Test Cassette (Swab/Urine) can be performed using female cervical swab,
male urethral swab and male urine specimens.
 The quality of specimens obtained is of extreme importance. Detection of Chlamydia requires a
vigorous and thorough collection technique that provides cellular material rather than just body fluids.
 To collect Female Cervical Swab Specimens:
 Use the swab provided in the kit. Alternatively, any plastic-shaft swab may be use.
 Before specimen collection, remove excess mucus from the endocervical area with a cotton ball
and discard. The swab should be inserted into the endocervical canal, past the squamocolumnar
junction until most of the tip is no longer visible. This will permit acquisition of columnar or
cuboidal epithelial cells, which are the main reservoir of the Chlamydia organism. Firmly rotate the
swab 360° in one direction (clockwise or counterclockwise), let stand for 15 seconds, then
withdraw the swab. Avoid contamination from exocervical or vaginal cells. Do not use 0.9%
sodium chloride to treat swabs before collection specimens.
 If the test is to be conducted immediately, put the swab into the extraction tube.
 To collect Male Urethral Swab Specimens:
 Standard plastic-or wire-shaft sterile swabs should be used for urethral specimen collection.
Instruct patients not to urinate for at least 1 hour period to specimen collection.
 Insert the swab into the urethral about 2-4cm, rotate the swab 360°in one direction (clockwise or
counterclockwise), let stand for 10 seconds, then withdraw. Do not use 0.9% sodium chloride to
treat swabs before collection swab.
 If the test is to be conducted immediately, put the swab into the extraction tube.
 To collect Male Urine Specimens:
 Collect 15-30ml of clean first morning urine in a sterile urine cup. First morning urine specimens
are preferred to achieve the highest concentrations of Chlamydia antigen.
 Mix the urine specimen by inverting container. Transfer 10ml of the urine specimen into a
centrifuge tube, add 10ml distilled water and centrifuge at 3,000 rpm for 15 minutes.
 Carefully discard the supernatant, keep the tube inverted and remove any supernatant from the
rim of the tube by blotting onto absorbent pad.
 If the test is to be conducted immediately, treat the urine pellet according to the Directions for Use.
 It is recommended that specimens be processed as soon as possible after collection. If
immediately testing is not possible, the patient swab specimens should be placed in a dry

transport tube for storage or transport. The swab may be stored for 4-6 hours at room temperature
(15-30℃) or refrigerated (2-8℃) for 24 hours. Do not freeze. All specimens should be allow to
reach the room temperature (15-30℃) before testing.
【MATERIALS】
Materials Provided
 Test Cassettes
 Extraction Tubes
 Extraction Reagent 1 (0.2M NaOH)
 Sterile Female Cervical Swab
 Extraction Reagent 2 (0.2M HCl)
 Workstation
 Package Insert
 Dropper Tip
Materials Required But Not Provided
 Urine Cup (For Male Urine Specimens Only)
 Positive Control
 Centrifuge Tube (For Male Urine Specimens Only)
 Negative Control
 Sterile Male Urethral Swab
 Timer
【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 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. Extract the Chlamydia antigen according to the specimen type.
 For Female Cervical or Male Urethral Swab Specimens:
 Hold the reagent 1 bottle vertically and add 5 drops of reagent 1 (approx. 300ul) to the
extraction tube. Reagent 1 is colorless. Immediately insert the swab, compress the bottom of tube
and rotate swab 15 times. Let stand for 2 minutes.
 Hold the reagent 2 bottle vertically add 6 drops of reagent 2 (approx. 250ul) to the extraction
tube. The solution would turn turbid. Compress the bottle of tube and rotate the swab 15 times
until the solution turn clear with a slight green or blue tint. If the swab is bloody, the color will turn
yellow or brown. Let stand 1 minute.
 Press the swab against the side of tube and withdraw the swab while squeezing the tube. Keep as
much liquid in the tube as possible. Fit the dropper tip on top of extraction tube.
 For Male Urine Specimens:
 Hold the reagent 2 bottle vertically and add 6 drops of (approx. 250ul) reagent 2 to the urine
pellet in the centrifuge tube, then shake the tube vigorously until the suspension is homogeneous.
 Transfer all the solution in the centrifuge tube to an extraction tube. Let stand for 1 minute. Hold
the reagent 1 bottle upright and add 5 drops of (approx. 300ul) reagent 1 to the extraction tube.
Vertex or tap the bottom of the tube to mix the solution. Let stand for 2 minutes.
 Fit the dropper tip on top of the extraction tube.
3. Place the test cassette on a clean and level surface. Add 3 full drops of the extracted solution
(approx. 100ul) to the specimen well of the test cassette (S), then start the timer. Avoid trapping air
bubbles in the specimen well.
4. Wait for the color to appear. Read the result at 10 minutes, do not interpret the result after 20 minutes.
Note: It is suggested not to use the extraction reagent, 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 Chlamydia was
detected in the specimen.
*NOTE: The intensity of the color in the test line region (T) will vary depending on the concentration of
Chlamydia 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 Chlamydia 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】
An internal 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 Chlamydia Rapid Test Cassette (Swab/Urine) is for in vitro diagnostic use only. This test should
be used for the detection of Chlamydia antigen from female cervical swab, male urethral swab and
male urine specimens. Neither the quantitative value nor the rate of increase in Chlamydia antigen
concentration can be determined by this qualitative test.
2. This test will only indicate the presence of Chlamydia antigen in specimens from both viable and
non-viable Chlamydia. Performance with specimens other than female cervical swabs, male urethral
swabs and male urine has not been assessed.
3. Detection of Chlamydia is dependent on the number of organisms present in the specimen. This can
be affected by specimen collection methods and patient factors such as age, history of Sexually
Transmitted Diseases (STDs), presence of symptoms, etc. The minimum detection level of this test
may vary according to serovar. Therefore, the test results should be interpreted in conjunction with
other laboratory and clinical data available to the physician.

4. Therapeutic failure or success cannot be determined as antigen may persist following appropriate
antimicrobial therapy.
5. Excessive blood on the swab may cause false positive results.
【EXPECTED VALUES】
For women attending STD clinics and other high-risk populations, the prevalence of Chlamydia infection
has been repeated to between 20% and 30%. In a low-risk population such as those patients attending
obstetrics and gynecology clinics, the prevalence is approximately 5% or less.
Reports show that for men attending STD clinics, the prevalence of Chlamydia infection is
approximately 8% in asymptomatic men and 11% in symptomatic men. 1,2 Normal carriage rates of
Chlamydia in asymptomatic men are less than 5%.3
【PERFORMANCE CHARACTERISTICS】
Sensitivity
The Chlamydia Rapid Test Cassette (Swab/Urine) has been evaluated with specimens obtained from
patients of STD clinics. PCR is used as the reference method for the Chlamydia Rapid Test Cassette
(Swab/Urine). Specimens were considered positive if PCR indicated a positive result. Specimens were
considered negative if PCR indicated a negative result. The results show that Chlamydia Rapid Test
Cassette (Swab/Urine) has a high sensitivity relative to PCR.
Specificity
The Chlamydia Rapid Test Cassette (Swab/Urine) uses an antibody that is highly specific for Chlamydia
antigen in female cervical swab, male urethral swab and male urine specimens. The results show that
the Chlamydia Rapid Test Cassette (Swab/Urine) has a high specificity relative to PCR.
For Female Cervical Swab Specimens
Method
PCR
Total
Results
Chlamydia
Results
Positive
Negative
Rapid Test Cassette
Positive
42
4
46
(Swab/Urine)
Negative
3
156
159
Total Results
45
160
205
Relative Sensitivity: 93.3% (81.7%-98.6%)*
Relative Specificity: 97.5% (93.7%-99.3%)*
Overall Accuracy: 96.6% (93.1%-98.6%)*
*95% Confidence Intervals
For Male Urethral Swab Specimens
Method
PCR
Total
Results
Chlamydia
Results
Positive
Negative
Rapid Test Cassette
Positive
50
5
55
(Swab/Urine)
Negative
8
115
123
Total Results
58
120
178
Relative Sensitivity: 86.2% (74.6%-93.9%)*
Relative Specificity: 95.8% (90.5%-98.6%)*
Overall Accuracy: 92.7% (87.8%-96.1%)*
*95% Confidence Intervals
For Male Urine Specimens
Method
PCR
Total
Results
Chlamydia
Results
Positive
Negative
Rapid Test Cassette
Positive
35
0
35
(Swab/Urine)
Negative
2
60
62
Total Results
37
60
97
Relative Sensitivity: 94.6% (81.8%-99.3%)*
Relative Specificity: >99.9% (95.1%-100%)*
Overall Accuracy: 97.9% (92.7%-99.7%)*
*95% Confidence Intervals
Cross Reactivity
The antibody used in the Chlamydia Rapid Test Cassette (Swab/Urine) has been shown to detect all
known Chlamydia serovars. Chlamydia psittasi and Chlamydia pneumoniae strains have been tested
with the Chlamydia Rapid Test Cassette (Swab/Urine), and were shown to cross react when tested in
suspensions of 109 Colony Forming Units (CFU)/ml. Cross reactivity with other organisms has been
studied using suspensions of 109 CFU/ml. The following organisms were found negative when tested
with the Chlamydia Rapid Test Cassette (Swab/Urine):
Acinetobacter calcoaceticus
Pseudomona aeruginosa
Proteus mirabilis
Acinetobacter spp
Neisseria meningitides
Neisseria gonnorhea
Enterococcus faecalis
Salmonella choleraesius
Group B/C Streptococcus
Enterococcus faecium
Candida albicans
Hemophilus influenzae
Staphylococcus aureus
Proteus vulgaris
Branhamella catarrhalis
Klebsiella pneumoniae
Gardnerella vaginalis
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A rapid test for the qualitative detection of Respiratory Syncytial Virus Antigen in Nasopharyngeal swab
or nasal aspirate specimens.
For professional in vitro diagnostic use only.
【INTENDED USE】
The RSV Rapid Test Cassette is a rapid chromatographic immunoassay for the qualitative detection of
Respiratory Syncytial Virus antigen in Nasopharyngeal swab or nasal aspirate specimens. It is intended
to aid in the rapid differential diagnosis of respiratory syncytial virus viral infections.
【SUMMARY】
Respiratory Syncytial Virus (RSV), which causes infection of the lungs and breathing passages, is a
major cause of respiratory illness in young children. In adults, it may only produce symptoms of a
common cold, such as a stuffy or runny nose, sore throat, mild headache, cough, fever, and a general
feeling of being ill. But in premature babies and kids with diseases that affect the lungs, heart, or
immune system, RSV infections can lead to other more serious illnesses. 1 RSV is highly contagious
and can be spread through droplets containing the virus when someone coughs or sneezes. It also can
live on surfaces (such as countertops or doorknobs) and on hands and clothing, so it can be easily
spread when a person touches something contaminated. RSV can spread rapidly through schools and
childcare centers. Babies often get it when older kids carry the virus home from school and pass it to
them. Almost all kids are infected with RSV at least once by the time they're 2-3 years old.2 RSV
infections often occur in epidemics that last from late fall through early spring. Respiratory illness
caused by RSV — such as bronchiolitis or pneumonia — usually lasts about a week, but some cases
may last several weeks.
The RSV Rapid Test cassette (Nasopharyngeal swab/Nasal Aspirate) qualitatively detects the presence
of Respiratory Syncytial Virus antigen in Nasopharyngeal swab or nasal aspirate specimens, providing
results within 15 minutes. The test uses antibodies specific for Respiratory Syncytial Virus to selectively
detect Respiratory Syncytial Virus antigen in Nasopharyngeal swab or nasal aspirate specimens.
【PRINCIPLE】
The Influenza RSV Rapid Test Cassette (Nasopharyngeal swab/Nasal Aspirate) is a qualitative, lateral
flow immunoassay for the detection of Respiratory Syncytial Virus nucleoproteins in Nasopharyngeal
swab or nasal aspirate specimens. In this test, antibody specific to the Respiratory Syncytial Virus
nucleoproteins is coated on the test line regions of the test cassette. During testing, the extracted
specimen reacts with the antibody to Respiratory Syncytial Virus that are coated onto particles. The
mixture migrates up the membrane to react with the antibody to Respiratory Syncytial Virus on the
membrane and generate one colored lines in the test regions. The presence of this colored line in 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.
【REAGENTS】
The test cassette contains anti- Respiratory Syncytial Virus particles and anti- Respiratory Syncytial
Virus 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
infections 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.
• Nasopharyngeal 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】
Materials provided
• Test cassettes
• Extraction Reagent
• Extraction Tubes
• Sterile Swabs
• Package insert
• Workstation
• Extraction Tube Tip
Materials required but not provided
• Timer
• 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 solution (Approx. 500μl) 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.120μl) to the sample well and then start the timer. Read the
result at 15 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). A positive result in the test region indicates that
Respiratory Syncytial Virus antigen was detected in the sample.
NEGATIVE: One colored line appears in the control region (C). No apparent colored line appears in the
test line regions (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 RSV Rapid Test Cassette (Nasopharyngeal swab/Nasal Aspirate) is for professional in vitro
diagnostic use only. The test should be used for the detection of Respiratory Syncytial Virus in
Nasopharyngeal swab or nasal aspirate specimens. Neither the quantitative value nor the rate of
increase in Respiratory Syncytial Virus concentration can be determined by this qualitative test.
2. As with all diagnostic tests, all results must be interpreted together with other clinical information
available to the physician.
3. The Respiratory Syncytial Virus Antigen Rapid Test Device is an acute-phase screening test for
qualitative detection. Sample collected may contain antigen titles below the reagent’s sensitivity
threshold, so a negative test result does not exclude infection with Respiratory Syncytial Virus.
4. Excess blood or mucus on the swab specimen may interfere with test performance and may yield a
false positive result.
5. The accuracy of the test depends on the quality of the swab sample. False negatives may result from
improper sample collection or storage.
6. 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.
【EXPECTED VALUES】
The RSV Rapid Test Cassette (Nasopharyngeal swab/Nasal Aspirate) has been compared with a
leading commercial RT-PCR test. The correlation between these two systems is over 95%.

【PERFORMANCE CHARACTERISTICS】
Sensitivity, Specificity and Accuracy
The RSV Rapid Test Cassette (Nasopharyngeal swab/Nasal Aspirate) has been evaluated with
specimens obtained from the patients. RT-PCR is used as the reference method for the RSV Rapid
Test Cassette (Nasopharyngeal 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
RT-PCR
Positive
RSV
Rapid
Test

Negative

Nasal Aspirate Specimen
RT-PCR

Total

Positive

Negative

Total

Positive

76

2

78

87

2

89

Negative

6

99

105

7

128

135

101

183

94

130

224

Total

82

Relative Sensitivity

92.7%

92.6%

Relative Specificity

98.0%

98.5%

Accuracy

95.6%

96.0%

Reaction with Various Serotype of Respiratory Syncytial Virus
The current test kit is able to detect the following serotype of the Respiratory Syncytial Virus: Subtype A
（A2、long）、Subtype B（9320、wild-type）
Precision
Intra-Assay＆Inter-Assay
Within-run and Between-run precision has been determined by using three specimens of Respiratory
Syncytial Virus standard control. Three different lots of the RSV Rapid Test Cassette (Nasopharyngeal
swab/Nasal Aspirate) have been tested using negative, weak positive, strong positive specimens. Ten
replicates of each level were tested each day for 3 consecutive days. The specimens were correctly
identified>99% of the time.
Cross-reactivity
No cross reaction has been confirmed of the Respiratory Syncytial Virus Antigen Rapid Test Device
with the following pathogens:
①Bacteria
Acinetobacter baumannii, Bordetella pertussis, Branhamella catarrhalis, Candida albicans, Candida
glabrata, Cardiobacterium hominis, Eikenella corrodens, Enterococcus faecalis, Enterococcus
gallinarum. Escherichia coil ， Group C streptococcus, Group G streptococcus, Haemophilus
aphrophilus, Haemophilus influenzae, Haemophilus paraphrophilus, Klebsiella pneumoniae, Neisseria
gonorrhoeae Peptococcus asaccharolyticus, Peptostreptococcus anaerobius, Proteus mirabilis, Proteus
vulgaris, Pseudomonas aeruginosa, Serratia marcescens, Staphylococcus epidermidis, Streptococcus
agalactiae(group B), Streptococcus mutans, Streptococcus pneumoniae, Streptococcus
pyogenes(group A), Veillonella parvula
②Virus
Influenza A ， Influenza B ， Adenovirus Type 1 ～ 8,11,19,37 ， Coxsackie virus Type A16, B1 ～ 5,
Cytomegalovirus, Echovirus Type 3,6,9,11,14,18,30, Enterovirus Type 71, HSV-1, Mumps virus, Tyep I
simple herpes virus Parainfluenza virus Type 1～3, Poliovirus Type 1～3, Respiratory syncytial virus,
Rhinovirus Type 1A,13,14, Type I simple herpes virus
③Mycoplasma etc.
No cross reaction with Chlamydia pneumoniae, Chlamydia psittaci, Chlamydia trachomatis,
Mycoplasma pneumoniae.
【BIBLIOGRAPHY】
1. Glezen, WP; Taber, LH; Frank, AL; Kasel, JA (1986). "Risk of primary infection and reinfection with
respiratory syncytial virus". American journal of diseases of children (1960). 140(6): 543–
6. doi:10.1001/archpedi.1986.02140200053026.PMID 3706232.
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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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 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.
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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.

Number:
Effective date:

145113701
2018-11-20

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
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Malaria P.f. /Pan Rapid Test Cassette
(Whole Blood)
Package Insert
REF IMPN-402

English

A rapid test for the qualitative detection of circulating antigens of P. falciparum (P.f.), P. vivax
(P.v.), P. ovale (P.o.), and P. malariae (P.m.) in whole blood
For professional in vitro diagnostic use only
【INTENDED USE】
The Malaria P.f./Pan Rapid Test Cassette (Whole Blood) is a rapid chromatographic
immunoassay for the qualitative detection of four kinds of circulating plasmodium
falciparum(P. falciparum (P.f.), P. vivax (P.v.), P. ovale (P.o.), and P. malariae (P.m.)) 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./Pan Rapid Test Cassette(Whole Blood) is a rapid test to qualitatively detect
the presence of P. falciparum - specific HRP-II and four kinds of circulating plasmodium
falciparum(P. falciparum (P.f.), P. vivax (P.v.), P. ovale (P.o.), and P. malariae (P.m.)). The
test utilizes colloid gold conjugate to selectively detect P.f-specific and Pan-malarial antigens
(P.f., P.v., P.o. and P.m.) in whole blood.
【PRINCIPLE】
The Malaria P.f. /Pan Rapid Test Cassette(Whole Blood) is a qualitative, membrane based
immunoassay for the detection of P.f., P.v., P.o. and P.m. antigens in whole blood. The
membrane is pre-coated with anti-HRP-II antibodies and anti-Aldolase 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-Aldolase antibodies on the membrane on Pan Line region. If the
specimen contains HRP-II or Plasmodium-specific Aldolase or both, a colored line will appear
in P.f. line region or Pan line region or two colored lines will appear in P.f. line region and Pan
line region. The absence of the colored lines in P.f. line region or Pan line region indicates
that the specimen does not contain HRP-II and/or Plasmodium-specific Aldolase. 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 Aldolase antibodies conjugated gold and anti-HRP-II
antibodies and anti-Aldolase 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./Pan 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】
Materials Provided
• Test Cassettes
• Disposable specimen droppers
• Buffer
• Package insert
Materials Required But Not Provided
• Pipette and disposable tips (optional)
• Specimen collection containers
• Lancets (for fingerstick whole blood only)
• Timer
【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.

【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 Pan 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 Pan line region.
*NOTE: The color intensity of P.f. or Pan test lines may vary depending on the concentration
of antigens, viz., HRP-II or Aldolase 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./Pan Rapid Test Cassette (Whole Blood) is for in vitro diagnostic use only.
This test should be used for the detection of P.f., P.v., P.o., P.m. antigens in whole blood
specimens only. Neither the quantitative value nor the rate of increase in P.f., P.v., P.o.,
and P.m. concentration can be determined by this qualitative test.
2. The Malaria P.f./Pan Rapid Test Cassette (Whole Blood) will only indicate the presence of
antigens of Plasmodium sp. (P.f., P.v., P.o., P.m.) in the specimen and should not be used
as the 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./Pan Rapid 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./Pan Rapid Test Cassette (Whole Blood) has been tested with microscopy on
clinical samples. The results show that the sensitivity of the Malaria P.f/ Pan Rapid Test
Cassette(Whole Blood) is >99.9% when compared to results obtained with microscopy.
Specificity
The Malaria P.f./Pan Rapid Test Cassette (Whole Blood) uses antibodies that are highly
specific to Malaria P.f.-specific and Pan-malarial antigens in whole blood. The results show
that the specificity of the Malaria P.f./Pan Rapid Test Cassette (Whole Blood) is >99.9%,
when compared to results obtained with microscopy.
Method
Microscopy
Total
Positive
Results
Results
Negative
Malaria P.f./ Pan
P. v.
P. f.
Rapid Test
Positive
54*
85**
0
139
Cassette
Negative
1
0
500
501
Total Results
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
Parasites/L
P. falciparum
200
Plasmodimum non-falciparum species (P. vivax)
1500
Precision
Intra-Assay
Within-run precision has been determined by using 15 replicates of four specimens: a
negative, a P.f. positive, a Pan positive and an P.f./Pan 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 Pan positive and an P.f./Pan dual positive. Three
different lots of the Malaria P.f./Pan Rapid Test Cassette (Whole Blood) have been tested
using these specimens. The specimens were correctly identified >99% of the time.
Cross-reactivity
The Malaria 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
dehydrogenase-base immunochromatographic 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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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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Rotavirus Rapid Test Cassette
(Feces)
Package Insert
REF IRO-602 English
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】
1. WILHELMI I, ROMAN E, SANCHEZ-FAUQUIER A. Viruses causing gastroenteritis. Clin
Microbiol Infect. April. 2003, vol.9:247-262
2. Cubitt, WD (1982) Rotavirus Infection: An Unexpected Hazard in Units Caring for the
Elderly. Geriatric Medicine Today 1: 33-38
3. Hung, T et al (1984) Waterborne outbreak of Rotavirus Diarrhoea in Adults in China caused
by a Novel Rotavirus. Lancet, May 26;1(8387): 1139-1142
4. Cukor, G; Perron, DM; Hudson, R and Blacklow, NR (1984) Detection of Rotavirus in Human
Stools by Using Monoclonal Antibody. J. Clin. Microl. 19: 888-892
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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 Dipstick (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 Dipstick(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 Dipstick (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 dipstick, 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.
【REAGENTS】
The test contains Syphilis antigen coated particles and Syphilis antigen 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 (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 after the
expiration date.
【SPECIMEN COLLECTION AND PREPARATION】
 The Syphilis Rapid Test Dipstick (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 approximately80 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 2 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
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 dipsticks  Droppers  Buffer
 Test cards
 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, specimen, buffer and/or controls to reach room temperature (1530°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 1 drop of
serum or plasma (approximately 40 L) to the specimen area, 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 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 80 L 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 2 hanging drops of fingerstick whole blood specimen
(approximately 80 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 5 minutes. Do not interpret the
result after 20 minutes.

【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.
【LIMITATIONS】
1. The Syphilis Rapid Test Dipstick (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 Dipstick (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.
【EXPECTED VALUES】
The Syphilis Rapid Test Dipstick (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 Dipstick (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 Dipstick (Whole Blood/Serum/Plasma) is >99.9% and the relative
specificity is 99.7%.
Method
TPPA
Total Result
Results
Positive
Negative
Syphilis Rapid Test Dipstick
(Whole
Positive
200
1
201
Blood/Serum/Plasma)
Negative
0
319
319
Total Result
200
320
520
Relative Sensitivity: ＞99.9% (95%CI*: 99.4%-100%)
Relative Specificity: 99.7% (95%CI*: 98.3%-100%)
Accuracy: 99.8% (95%CI*: 98.9%-100%)
*Confidence Interval
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 Dipstick (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 Dipstick (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】
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
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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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(Feces)
Package Insert
REF ISTY-602
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】
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Materials provided
• Test Dipsticks
• Extraction Reagent
• Extraction Tubes
• Sterile Swabs
• Package Insert
• Workstation
Materials required but not provided
• Timer
• 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 Dipstick 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 solution of extraction
reagent (Approx. 400μl) 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.
With arrows pointing down, place the dipstick into the tube of solution and then start
the timer. If the procedure is followed correctly, the liquid should be below the
maximum line (MAX) on the test dipstick. See the illustration 4.
6.
Wait for the colored line(s) to appear. Read the result at 15 minutes. Do not interpret
the result after 20 minutes.
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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 Dipstick (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
lines that can support the growth of influenza virus. 2 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 Dipstick (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.
【PRINCIPLE】
The Influenza A+B Rapid Test Dipstick (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, antibody specific
to the Influenza A and Influenza B nucleoproteins is separately coated on the test line regions
of the test Dipstick. During testing, the extracted specimen reacts with the antibody to
Influenza A and/or Influenza B that are coated onto particles. The mixture migrates up the
membrane to react with the antibody 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.
【REAGENTS】
The test Dipstick contains anti-Influenza A and B particles and anti- Influenza A and B 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. 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】
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Influenza A+B Rapid Test Dipstick
(Swab/Nasal Aspirate)
Package Insert
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Positive
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Invalid

【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 Dipstick. 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.
External Quality Control
Controls are not included in this kit. However, in compliance with Good Laboratory Practice
(GLP) positive/negative controls are recommended.
【LIMITATIONS】
1.
The Influenza A+B Rapid Test Dipstick (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 Dipstick (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.
【EXPECTED VALUES】
The Influenza A+B Rapid Test Dipstick (Swab/Nasal Aspirate) has been compared with a
leading commercial RT-PCR test. The correlation between these two systems is over 97%.
【PERFORMANCE CHARACTERISTICS】
Sensitivity, Specificity and Accuracy
The Influenza A+B Rapid Test Dipstick (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 Dipstick (Swab/Nasal Aspirate). Specimens were considered
positive if RT-PCR indicated a positive result. Specimens were considered negative if RTPCR indicated a negative result.


Nasopharyngeal Swab Specimen
Type A
RT-PCR
Positive
Negative
Positive
100
2
Flu A+B
Negative
1
180
Total
101
182
Relative Sensitivity
99.0%
Relative Specificity
98.9%
Accuracy
98.9%

Total
102
181
283

Type B
RT-PCR
Positive
Negative
85
2
2
200
87
202
97.7%
99.0%
98.6%

Total
87
202
289
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Throat Swab Specimen

Type A
RT-PCR
Positive
Negative
Positive
58
1
Flu A+B
Negative
3
150
Total
61
151
Relative Sensitivity
95.1%
Relative Specificity
99.3%
Accuracy
98.1%

Nasal Aspirate Specimen
Type A
RT-PCR
Positive
Negative
Positive
46
2
Flu A+B
Negative
0
241
Total
46
243
Relative Sensitivity
100%
Relative Specificity
99.2%
Accuracy
99.3%

Total
59
153
212

Total
48
241
289

Type B
RT-PCR
Positive
Negative
65
1
4
162
69
163
94.2%
99.4%
97.8%
Type B
RT-PCR
Positive
Negative
94
1
2
158
96
159
97.9%
99.4%
98.8%

Total
66
166
232

Total
95
160
255

Reactivity with Human Influenza Strain
The Influenza A+B Rapid Test Dipstick (Swab/Nasal Aspirate) was tested with the following
human influenza strains and a discernible line at appropriate test-line regions was observed:
Influenza A Virus
Influenza B Virus
A/NWS/33 10(H1N1)
B/R5
A/Hong Kong/8/68(H3N2)
B/Russia/69
A/Port Chalmers/1/73(H3N2)
B/Lee/40
A/WS/33(H1N1)
B/Hong Kong/5/72
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)

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 Dipstick
(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 Dipstick (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
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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
Coxsackievirus B5
1.58 x 107 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
Parainfluenza virus 3
1.58 x 108 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.

Number:
Effective date:

145414702
2018-08-03
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Influenza A+B Rapid Test Cassette
(Swab/Nasal Aspirate)
Package Insert
REF IIN-502
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:

1/2

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
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Rubella IgG/IgM Rapid Test Cassette
(Whole Blood/Serum/Plasma)
Package Insert

anticoagulant tube for collecting the blood specimen.

【MATERIALS 】
Materials provided
 Droppers
 Package Insert
 Buffer
Materials required but not provided
 Specimen Collection Containers
 Centrifuge (for plasma only)
 Timer
【DIRECTIONS FOR USE】
Allow the test, specimen, buffer and/or controls to reach room temperature (1530°C) prior to testing.
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 sealed pouch.
2. Place the test cassette on a clean and level surface. Hold the dropper vertically; draw
the specimen about 1cm above the upper end of the nozzle as shown in illustration
below. Transfer 1 full drop (approx. 20μL) of specimen to sample well, then add 2
drops of buffer (approximately 80μL) to sample well and start the timer. See the
illustration below.
3. Wait for the colored line(s) to appear. The result should be read at 15 minutes. Do not
interpret results after 20 minutes.
Note: It is suggested not to use the buffer, beyond 6 months after opening the vial.
 Test Cassettes

Add 1 full drop of specimen
and 2 drops of buffer to the
specimen well
Fill upto
this point

IgG

IgG

IgG

IgM

IgM

IgM

Rubella

Rubella

IgG

IgM

REF IRGM-402
English
A rapid test for the qualitative detection of IgG and IgM antibodies to Rubella in human
whole blood, serum or plasma.
For professional in vitro diagnostic use only.
【INTENDED USE】
The Rubella IgG/IgM Rapid Test Cassette is a lateral flow chromatographic immunoassay
for the qualitative detection of IgG and IgM antibodies to Rubella in whole blood, serum or
plasma to aid in the diagnosis of Rubella infection.
【SUMMARY】
Rubella virus is a member of the Togaviridae family, found mainly in human populations.
Generally rubella is considered a mild adolescence disease. However a maternal infection
could be transmitted through the placenta to the fetus, causing congenital rubella. Primary
rubella infection contracted during early pregnancy, may have severe consequences as
severe fetal damage, stillbirth or abortion. Children born asymptomatic may develop these
abnormalities later in life.1,2 Widespread vaccination has significantly reduced the
incidence of rubella in all age groups. However, 10 to 20% of young adults still appear
susceptible to the virus. To reduce risk of severe complications, accurate serological
methods must be performed to determine the serologic status of childbearing aged women.
The Rubella IgG/IgM Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid
chromatographic immunoassay for the qualitative detection of IgG and IgM antibodies to
rubella virus in whole blood, serum or plasma specimens.
【PRINCIPLE】
The Rubella IgG/IgM Rapid Test Cassette (Whole Blood/Serum/Plasma) is a qualitative,
lateral flow immunoassay for the detection of IgG and IgM antibodies to Rubella in whole
blood, serum or plasma specimens. In this test, anti-human IgG and anti-human IgM are
coated in the test line regions of the test. During testing, the whole blood, serum or plasma
specimen reacts with Rubella antigen coated particles in the test strip. The mixture then
migrates forward on the membrane by capillary action and reacts with the anti-human IgG
or anti-human IgM on the membrane in the test line region. The presence of a colored line
in the test line region indicates a positive result for Rubella infection, while its absence
indicates a negative result for that infection.
To serve as a procedural control, a colored line will always appear in the control line
region of the strip indicating that proper volume of specimen has been added and
membrane wicking has occurred.
【REAGENTS】
The test contains anti-human IgM, anti-human IgG and Rubella antigen. A goat antimouse IgG is employed in the control line system.
【PRECAUTIONS】
1. For in vitro diagnostic use only. Do not use after the expiration date.
2. Do not smoke, drink, or eat in areas where specimens or kits reagents are handled.
3. Wear protective clothing such as laboratory coats, disposable gloves and eye
protection when specimens are being tested.
4. Humidity and temperature can adversely affect results.
5. The used test should be discarded according to local regulations.
【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 Rubella IgG/IgM Rapid Test Cassette (Whole Blood/Serum/Plasma) 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.
• 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 20μL.
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.
• 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. 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.
• EDTA K2, Heparin sodium, Citrate sodium and Oxalate potassium can be used as the

Positive

IgG

IgG

IgM

IgM

Negative

IgG

IgG

IgG

IgG

IgM

IgM

IgM

IgM

Invalid
【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
POSITIVE:* Two or three lines appear. One colored line should always appear in the
control line region (C) and another one or two apparent colored line(s) should be in the
test line region(s) (IgM and/or IgG).
IgM Positive: One colored should be in the control line region (C), another line
appears in IgM region. It indicates a positive test result for IgM antibody to Rubella.
IgG Positive: One colored should be in the control line region (C), another line
appears in IgG region. It indicates a positive test result for IgG antibody to Rubella.
*NOTE: The intensity of the color in the test line regions (IgM and IgG) may vary
depending on the concentration of Rubella antibodies present in the specimen. Therefore,
any shade of color in the test line region (IgM and/or IgG) should be considered positive.
NEGATIVE: One colored line appears in the control line region (C). No line appears in
the test line regions (IgM and IgG).
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 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 Rubella IgG/IgM Rapid Test Cassette (Whole Blood/Serum/Plasma) is for in vitro
diagnostic use only. This test should be used for detection of IgM and IgG antibodies to
Rubella in whole blood, serum or plasma specimens. Neither the quantitative value nor
the rate of increase in the concentration of IgM and IgG antibodies to Rubella can be
determined by this qualitative test.
2. The Rubella IgG/IgM Rapid Test Cassette (Whole Blood/Serum/Plasma) will only
indicate the presence of IgM or IgG antibodies to Rubella in the specimen and should

not be used as the sole criteria for the diagnosis of Rubella infections.
3. As with all diagnostic tests, all results must be considered with other clinical information
available to the physician.
4. 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 Rubella infection.
5. The hematocrit of the whole blood should be between 25% and 65%.
【EXPECTED VALUES】
The Rubella IgG/IgM Rapid Test Cassette (Whole Blood/Serum/Plasma) has been
compared with leading commercial ELISA Rubella tests, demonstrating an overall
accuracy of 97%.
【PERFORMANCE CHARACTERISTICS】
Sensitivity and Specificity
The Rubella IgG/IgM Rapid Test Cassette (Whole Blood/Serum/Plasma) was compared
with leading commercial ELISA Rubella tests; the results show that Rubella IgG/IgM Rapid
Test Cassette (Whole Blood/Serum/Plasma) has a high sensitivity and specificity.
Method
Rubella ELISA (IgM)
Total
Results
Results
Positive
Negative
Rubella IgG/IgM
Rapid Test
Positive
57
3
60
Cassette for IgM
Negative
4
307
311
Total Results
61
310
371
Relative Sensitivity: 93.4% (95%CI*: 89.4%-99.9%)
*Confidence Interval
Relative Specificity: 99.0% (95%CI*: 97.2%-99.8%)
Overall Accuracy: 98.1% (95%CI*: 96.2%-99.2%)
Method
Rubella ELISA (IgG)
Total
Results
Results
Positive
Negative
Rubella IgG/IgM
Rapid Test
Positive
56
4
60
Cassette for IgG
Negative
5
306
311
Total Results
61
310
371
Relative Sensitivity: 91.8% (95%CI*: 81.9%-97.3%)
*Confidence Interval
Relative Specificity: 98.7% (95%CI*: 96.7%-99.6%)
Overall Accuracy: 97.6% (95%CI*: 95.4%-98.9%)
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
Rubella IgG/IgM Rapid Test cassette (Whole Blood/Serum/Plasma) have 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 Rubella IgG/IgM Rapid Test Cassette (Whole Blood/Serum/Plasma) has been tested
for anti-HAV IgG, anti-HBV IgG, anti-HCV IgG, anti-HIV IgG, anti-RF IgG, anti-Syphilis IgG,
anti-H. Pylori IgG, anti-CMV IgG, TOXO IgG, anti-HSV 1 IgG and anti-HSV 2 IgG positive
specimens. The results showed no cross-reactivity.
Interfering Substances
The following compounds have also been tested using the Rubella IgG/IgM Rapid Test
Cassette (Whole Blood/Serum/Plasma) and no interference was observed.
Acetaminophen: 20mg/dl
Caffeine: 20mg/dl
EDTA: 20mg/dl
Acetylsalicylic Acid: 20mg/dl Gentisic Acid: 20mg/dl
Ethanol: 10%
Ascorbic Acid: 2g/dl
Phenylpropanolamine: 20mg/dl Glucose: 20mg/dl
Bilirubin: 1000mg/dL
Salicylic Acid: 20mg/dl
Phenothiazine: 20mg/dl
【BIBLIOGRAPHY】
1. Mellinger AK, Cragan ID. Atkinson WL et al. High incidence of congenital rubella
syndrome after a rubella ourbreak. Pedi~tr Infect Dis J 1995:14:573-5
2. Herrman KL: Rubella virus In: Lennette EH, Balows Ac Hausler WJ, and Shadomy HJ
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Index of Symbols
Attention, see
instructions for use

Tests per kit

Do not reuse

For in vitro
diagnostic use only

Use by

Catalog #

Store between
2-30°C

Lot Number

Consult Instructions
For Use

Do not use if
package is damaged

Manufacturer

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

Number:
Effective date:

145476602
2018-07-20

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 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 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 300ng/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 300ng/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 300 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

S

AMP

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 (300ng/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 (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
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
300ng/ml. Positive result means the concentration of Amphetamine is above the level of 300ng/ml. The
AMP Rapid Test Cassette has a sensitivity of 300ng/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
35
0
35
Cassette
Negative
0
65
65
Total Results
35
65
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 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
AMP Rapid
Positive
116
2
118
Test Cassette
Negative
1
131
132
Total Results
117
133
250
% Agreement
99.1%
98.5%
98.8%
Analytical Sensitivity
A drug-free urine pool was spiked with Amphetamine 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
Amphetamine
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
4
26
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 AMP Rapid Test
Cassette (Urine) at 5 minutes.
Compound
Concentration (ng/ml)
D,L-Amphetamine sulfate
75
L-Amphetamine
10,000
(±) 3,4-Methylenedioxyamphetamine
150
Phentermine
300
Maprotiline
15,000
Methoxyphenamine
2,000
D-Amphetamine
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, according to GC/MS, no Amphetamine, 25% Amphetamine above and below the
cut-off, and 50% Amphetamine above and below the 300 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
150
10
10
0
10
0
10
0
225
10
8
2
8
2
8
2

375
450

10
2
8
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 150 ng/ml
and 450 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 to150 ng/ml and 450 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
Diazepam
Loperamide
D,L-Propanolol
Acetylsalicylic acid
Aminopyrine
Diclofenac
Maprotiline
D-Propoxyphene
Amitryptyline
Diflunisal
Meperidine
D-Pseudoephedrine
Meprobamate
Quinidine
Amobarbital
Digoxin
Amoxicillin
Diphenhydramine
Methadone
Quinine
Ampicillin
Doxylamine
D-Methamphetamine
Ranitidine
Ecgonine hydrochloride
L-Methamphetamine
Salicylic acid
L-Ascorbic 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
Erythromycin
methamphetamine
Sulindac
Benzoic acid
-Estradiol
Methylphenidate
Temazepam
Benzoylecgonine
Benzphetamine
Estrone-3-sulfate
Morphine-3--DTetracycline
Bilirubin
Ethyl-p-aminobenzoate
glucuronide
Tetrahydrocortisone,
Fenfluramine
Nalidixic acid
3-Acetate
()-Brompheniramine
Caffeine
Fenoprofen
Naloxone
Tetrahydrocortisone
Cannabidiol
Furosemide
Oxolinic acid
3-(-D glucuronide)
Oxycodone
Tetrahydrozoline
Cannabinol
Gentisic acid
Chloralhydrate
Hemoglobin
Oxymetazoline
Thebaine
Chloramphenicol
Hydralazine
Papaverine
Thiamine
Chlordiazepoxide
Hydrochlorothiazide
Penicillin-G
Thioridazine
Chlorothiazide
Hydrocodone
Pentazocine
Tolbutamine
() Chlorpheniramine
Hydrocortisone
Pentobarbital
Triamterene
p-Hydroxyamphetamine
Perphenazine
Trifluoperazine
Chlorpromazine
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
Phenylpropanolamine
Uric acid
Codeine
()-Isoproterenol
Cortisone
Isoxsuprine
Prednisolone
Verapamil
(-) Cotinine
Ketamine
Prednisone
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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3. Wait for the colored line(s) to appear. Read results at 5 minutes. Do not interpret the result after 10
minutes.

【INTERPRETATION OF RESULTS】

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 Cassette (Urine) is a lateral flow chromatographic immunoassay for the detection
of Barbiturates in urine at a cut-off concentration of 200ng/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 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
Barbiturates in urine. The BAR Rapid Test Cassette (Urine) yields a positive result when the
Barbiturates in urine exceeds the cut-off level.

【PRINCIPLE】
The BAR 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. 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
Barbiturates-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 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 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
 Droppers
 Package insert
Materials Required But Not Provided
 Specimen collection containers
 Timer
 Test cassettes

【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 device 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.

(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 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 Barbiturates concentration is below the detectable level of
200ng/ml. Positive result means the concentration of Barbiturates is above the level of 200ng/ml. The
BAR Rapid Test Cassette has a sensitivity of 200ng/ml

【PERFORMANCE CHARACTERISTICS】
Accuracy
A side-by-side comparison was conducted using The BAR Rapid Test Cassette 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
BAR Rapid Test
Cassette

Other BAR Rapid Test
Positive
Negative
38
0
0
57
38
57
>99.9%
>99.9%

Results
Positive
Negative

Total Results
% Agreement

Total Results
38
57
95
>99.9%

A side-by-side comparison was conducted using The BAR Rapid Test Cassette and GC/MS at the
cut-off of 200ng/ml. Testing was performed on 250 clinical specimens previously collected from
subjects present for Drug Screen Testing. The following results were tabulated:
Method
BAR Rapid Test
Cassette

GC/MS
Results
Positive
Negative

Positive
101
5
106
95.3%

Total Results
% Agreement

Total Results

Negative
3
141
144
97.9%

104
146
250
96.8%

Analytical Sensitivity
A drug-free urine pool was spiked with Secobarbital at the following concentrations: 0 ng/mL,
100 ng/mL, 150 ng/mL, 200 ng/mL, 250 ng/mL, 300 ng/mL, and 600ng/mL The result demonstrates
97% accuracy at 50% above and 50% below the cut-off concentration. The data are summarized
below:
Secobarbital
Concentration (ng/mL)
0
100
150
200
250
300
600

Percent of Cut-off

n

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

30
30
30
30
30
30
30

Negative

30
30
26
15
3
0
0

Visual Result
Positive

0
0
4
15
27
30
30

Analytical Specificity
The following table lists compounds that are positively detected in urine by The BAR Rapid Test
Cassette (Urine) at 5 minutes.
Compound
Amobarbital
5,5-Diphenylhydant
oin
Allobarbital
Barbital
Talbutal
Butalbital
Phenobarbital

Concentration(ng/mL)
3,000
5,000
400
5,000
150
5,000
200

Compound
Cyclopentobarbital
Pentobarbital
Alphenol
Aprobarbital
Butabarbital
Butethal
Secobarbital

Concentration (ng/mL)
20,000
5,000
400
300
150
300
200

Precision
A study was conducted at three hospitals by untrained operators 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 200ng/ml cut-off was provided to each site. The following results
were tabulated:

Secobarbital
Concentration (ng/mL)

Site A

n
per Site

-

Site B
+

-

Site C
+

-

+

0
100
150
250
300

10
10
0
10
0
10
0
10
10
0
10
0
10
0
10
9
1
9
1
9
1
10
1
9
1
9
1
9
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 100 ng/mL
and 300 ng/mL of Secobarbital respectively. The BAR 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 Secobarbital to 100 ng/mL and 300 ng/mL. The spiked, pH-adjusted urine
was tested with The BAR 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 Barbiturates positive urine. The following compounds show no cross-reactivity when tested
with The BAR Rapid Test Cassette (Urine) at a concentration of 100 g/mL.
Non Cross-Reacting Compounds
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
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BZO Rapid Test Cassette (Urine)
Package Insert
REF DBZ-102

English

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 Cassette (Urine) is a rapid chromatographic immunoassay for the detection of
Oxazepam (major metabolite) in urine at a cut-off concentration of 200ng/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 Cassette (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 Rapid Test Cassette (Urine) yields a positive result when the
Benzodiazepines in urine exceeds the cut-off level.
【PRINCIPLE】
The BZO 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. 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 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 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
 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 cassette from the sealed
pouch and use it within one hour.
2. Place the test device 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.
【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 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 Benzodiazepine concentration is below the detectable level of
200ng/ml. Positive result means the concentration of Benzodiazepine is above the level of 200ng/ml.
The BZO Rapid Test Cassette has a sensitivity of 200ng/ml
【PERFORMANCE CHARACTERISTICS】
Accuracy
A side-by-side comparison was conducted using The BZO Rapid Test Cassette (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 Cassette
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 Cassette (Urine) and GC/MS at
the cut-off of 200ng/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
101
3
104
Test Cassette
Negative
5
141
145
Total Results
106
144
250
% Agreement
95.3%
97.9%
96.8%
Analytical Sensitivity
A drug-free urine pool was spiked with Oxazepam at the following concentrations: 0ng/ml, 100ng/ml,
150g/ml, 200ng/ml, 250ng/ml, 300ng/ml and 600ng/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
n
Concentration (ng/ml)
Cut-off
Negative
Positive
0
0
30
30
0
100
-50%
30
30
0
150
-25%
30
27
3
200
Cut-off
30
16
14
250
+25%
30
3
27
300
+50%
30
0
30
600
+300% Cut-off
30
0
30
Analytical Specificity
The following table lists compounds that are positively detected in urine by the BZO Rapid Test
Cassette (Urine) at 5 minutes.
Compound
Concentration
Compound
Concentration (ng/mL)
Alprazolam
70 (ng/mL)
Bromazepam
600
a-hydroxyalprazolam
1,000
Chlordiazepoxide
600
Clobazam
120
Nitrazepam
120
Clonazepam
300
Norchlordiazepoxide
70
Clorazepate
300
Nordiazepam
600
Delorazepam
600
Oxazepam
200
dipotassium
Desalkylflurazepam
120
Temazepam
70
Flunitrazepam
120
Diazepam
200
() Lorazepam
2,000
Estazolam
4,000
RS-Lorazepam
120
Triazolam
2,000
Midazolam
4,000
glucuronide
Precision
A study was conducted at three hospitals by untrained operators 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 200ng/ml cut-off was provided to each site. The
following results were tabulated:
Site A
Site B
Site C
Oxazepam Concentration
n
(ng/mL)
per Site
+
+
+
0
10
10
0
10
0
10
0
100
10
10
0
10
0
10
0
150
10
9
1
8
2
9
1
250
10
1
9
1
9
2
8
300
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 100ng/ml and
300ng/ml of Oxazepam. The BZO 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 Oxazepam to 100ng/ml and 300ng/ml. The spiked, pH-adjusted urine was tested with
The BZO 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 Oxazepam positive urine. The following compounds show no cross-reactivity when tested with
The BZO Rapid Test Cassette (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-Methylenedioxy- Promethazine
Amoxicillin
Ecgonine
amphetamine
D,L-Propranolol
Ampicillin
Ecgonine methylester
(±) - 3,4-Methylenedioxy- D-Propoxyphene
L-Ascorbic acid
(-)-ψ-Ephedrine
methamphetamine
D-Pseudoephedrine
D,L-Amphetamine
Morphine-3-β-D
[1R,2S] (-) Ephedrine
Quinacrine
sulfate
glucuronide
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
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COC Rapid Test Cassette (Urine)
Package Insert
REF DCO-102 English
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 Cassette is a rapid chromatographic immunoassay for the qualitative detection
of Cocaine metabolite, Benzoylecgonine, in human urine at a cut-off concentration of 100 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 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
Cocaine metabolite in urine. The COC Rapid Test Cassette yields a positive result when the Cocaine
metabolite in urine exceeds 100ng/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 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.
Benzoylecgonine, if present in the urine specimen below 100ng/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 100ng/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 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 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 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 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. 120µl) 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.
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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 100ng/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
100ng/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 COC 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 Benzoylecgonine concentration is below the detectable level of
100ng/ml. Positive result means the concentration of Benzoylecgonine is above the level of 100ng/ml.
The COC Rapid Test Cassette has a sensitivity of 100ng/ml
【PERFORMANCE CHARACTERISTICS】
Accuracy
A side-by-side comparison was conducted using The COC Rapid Test Cassette 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 Cassette
Positive
42
0
42
Negative
0
58
58
Total Results
42
58
100
% Agreement with this Rapid Test
>99.9%
>99.9%
>99.9%
A side-by-side comparison was conducted using The COC Rapid Test Cassette and GC/MS at the
cut-off of 100ng/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 Cassette
Positive
117
4
121
Negative
1
128
129
Total Results
118
132
250
% Agreement with this Rapid Test
99.2%
97.0%
98.0%
Analytical Specificity
The following table lists compounds that are positively detected in urine by the COC Rapid Test
Cassette at 5 minutes.
Compound
Concentration(ng/ml)
Compound
Concentration(ng/ml)
Benzoylecgonine
100
Cocaethylene
7,000
Cocaine HCl
80
Ecgonine HCl
10,000
Analytical Sensitivity
A drug-free urine pool was spiked with Benzoylecgonine at the following concentrations: 0ng/ml,
50ng/ml,
75ng/ml,
100ng/ml,
125ng/ml,
150ng/ml
and
300ng/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
50
-50%
30
30
0
75
-25%
30
27
3
100
Cut-off
30
16
14
125
+25%
30
4
26
150
+50%
30
0
30
300
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 100 ng/mL cut-off was provided to
each site. The results are given below:
Benzoylecgonine
Site A
Site B
Site C
n
Concentration(ng/ml)
+
+
+
0
10
10
0
10
0
10
0
50
10
10
0
10
0
10
0
75
10
9
1
9
1
9
1
125
10
2
8
2
8
2
8
150
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 50ng/ml
and 150ng/ml of Benzoylecgonine. The COC 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 Benzoylecgonine to 50ng/ml and 150ng/ml. The spiked, pH-adjusted
urine was tested with the COC 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 drugfree urine or Benzoylecgonine positive urine. The following compounds show no cross-reactivity
when tested with COC Rapid Test Cassette 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
【BIBLIOGRAPHY】
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2. Ambre J. J. Anal. Toxicol. 1985; 9:241
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Dengue Combo Rapid Test Cassette
(Whole Blood/Serum/Plasma)
Package Insert
REF IDEC-425 English
A rapid test for a qualitative test for the detection of NS1 antigen, IgG and IgM
antibodies of dengue virus in human whole blood, serum or plasma. For professional
in vitro diagnostic use only.

test cassette, then add 1 drop of buffer (approximately 40µl) and start the timer.
Avoid trapping air bubbles in the specimen well.
To use a micropipette: Pipette and dispense 5 µl of serum or plasma 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) specimen:
For NS1:
 To use a dropper: Hold the dropper vertically and transfer 3 drops of whole
blood (approximately 75 μL) to the specimen area, then add 1 drop of buffer
(approximately 40 μL) and start the timer. See illustration below.
 To use a capillary tube: Fill the capillary tube and transfer approximately 75 μL
of fingerstick whole blood specimen to the specimen area of test cassette,
then add 1 drop of buffer (approximately 40 μL) and start the timer. See
illustration below.
 To use hanging drops: Allow 3 hanging drops of fingerstick whole blood
specimen (approximately 75 μL) to fall into the specimen area of test cassette,
then add 1 drop of buffer (approximately 40 μL) and start the timer. See
illustration below.
For IgG/IgM:
 To use a dropper: Hold the dropper vertically, draw the specimen above 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. See illustration below.
 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. See illustration below.
3. Read the results at 10 minutes, do not interpret the results after 20 minutes.
L of Serum/Plasma

NS

C

1

Fi l l L i n e

lgG
lgM

C

bo
Com
gue
Den

C
NS1

C

C

C

lgG
lgM

lgG
lgM

lgG
lgM

1 Drop of Buffer

Positive
Dengue Combo
3 Drops of Venipuncture
Whole Blood

C
NS1

C

C

C

lgG
lgM

NS1

1 Drop of Whole Blood

1 Drop of Buffer
NS

C

1

Fi l l L i n e

lgG
lgM

C

1 Drop of Buffer

bo
Com
gue
Den

【INTENDED USE】
The Dengue Combo Test Cassette (Whole Blood/Serum/Plasma) is a rapid
chromatographic immunoassay for the qualitative detection of NS1 antigen and
IgG and IgM antibodies 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 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 antiDengue IgM and IgG antibodies can also help to distinguish between primary
and secondary infections.
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 IgG/IgM 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.
The Dengue NS1 Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid
test that utilizes a combination of Dengue antibodies coated colored particles for
the detection of Dengue NS1 antigen in human whole blood, serum, or plasma.
【PRINCIPLE】
The Dengue IgG/IgM 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.
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 pale or dark pink line to form at the test line
region of the test membrane. The intensity of the lines will vary depending upon
the amount of antigen present in the sample. The appearance of pink line in the
test region should be considered as positive result.

【REAGENTS】
The Dengue IgG/IgM Rapid Test Cassette contains Dengue antigen
conjugated gold colloid particles, anti-human IgM, anti-human IgG coated on the
membrane.
The Dengue NS1 Rapid Test Cassette contains anti-Dengue Ag conjugated
colloid particles, anti-Dengue Ag 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 Combo 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 5ul dropper or micropipette measuring 5μl and a 25μl dropper or
micropipette measuring 25μl. The 5μl or 25μl droppers provided with the
test dispenses approximately 5μl or 25μl 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, specimen, buffer and/or controls to reach room temperature (1530°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:
For NS1:
 Hold the dropper vertically and transfer 3 drops of serum or plasma
(approximately 75μl) to the specimen area, and start the timer. See illustration
below.
For IgG/IgM:
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
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【INTERPRETATION OF RESULTS】
(Please refer to the illustration above)
NS1 POSITIVE: * Two distinct colored lines appear. One color line should be in
the control region (C) and another color line should be in the test region (T).
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 test line region (NS1 and/or IgG and/or
IgM) will vary depending on the concentration of Dengue NS1 antigen and/or
IgG and/or IgG present in the specimen. Therefore, any shade of red in the test
region should be considered positive.
NEGATIVE: One color 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.
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【QUALITY CONTROL】
Internal procedural controls are included in the test. A color 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 Dengue Combo Rapid Test Cassette (Whole Blood/Serum/Plasma) will
only indicate the presence of Dengue NS1 antigen and Dengue antibodies in
the specimen and should not be used as the sole criteria for the diagnosis of
Dengue.
2. 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.
3. A negative test result for Dengue NS1 does not preclude the possibility of
exposure to or infection with dengue viruses.
4. A negative result for Dengue NS1 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 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. In the early onset of fever, anti-Dengue IgM concentrations may be below
detectable levels. For primary infection, an IgM antibody-capture enzymelinked immune sorbent assay (MACELISA) 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.
9. 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.
10.The continued presence or absence of antibodies cannot be used to
determine the success or failure of therapy.
11.Results from immunosuppressed patients should be interpreted with caution
12.As with all diagnostic tests, all results must be interpreted together with other
clinical information available to the physician.
13.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】
The Dengue NS1 Rapid Test Cassette (Whole Blood/Serum/Plasma) has been
compared with a leading commercial Dengue Ag EIA test. The correlation
between these two systems is 96.0%.
Primary Dengue infection is characterized by the presence of detectable IgM
antibodies 3-5days 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.
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 Combo Rapid Test Cassette (Whole Blood/Serum/Plasma) has
passed a seroconversion panel and compared with a leading commercial
Dengue Ag EIA test using clinical specimens for Dengue NS1 and has been
evaluated with specimens obtained from a population of symptomatic and
asymptomatic individuals. Results were confirmed by a leading commercial
Dengue ELISA test for IgG and IgM.
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%.And 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 IgG/IgM
Dengue Primary Infection for IgM/IgG test results
Method
ELISA
Results
Positive
IgM
IgG
Dengue Rapid Test Cassette
IgM
20
0
(Whole Blood/Serum/Plasma) Positive
IgG
4
0
Negative
0
0
Relative Sensitivity
83.3%
/
Dengue Secondary Infection for IgM/IgG test results
Method
ELISA
Results
Positive
IgM
IgG
Dengue Rapid Test Cassette
IgM
46
1
(Whole Blood/Serum/Plasma) Positive
IgG
18
63
Negative
0
0
Relative Sensitivity
73.4%
98.4%
Non-Dengue Infection for IgM/IgG test results
Method
ELISA
Results
Positive
IgM
IgG
Dengue Rapid Test Cassette
IgM
0
0
(Whole Blood/Serum/Plasma) Positive
IgG
0
0
Negative
0
0
Relative Sensitivity
/
/
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

Negative
0
0
0
/

Negative
0
0
0
/

Negative
1
3
429
99.1%

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 Med Wochenschr (in German). 1997; 147(19-20): 463-4
8. Makino Y, et al. Studies on serological cross-reaction in sequential flavivirus
Microbiol Immunol. 1994; 38(12): 951-5.
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Dengue NS1
Method
Dengue Ag EIA Test
Total Result
Results
Positive
Negative
Dengue NS1 Rapid Test
Cassette (Whole
Positive
137
8
145
Blood/Serum/Plasma)
Negative
6
200
206
Total Result
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 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 Dengue Combo 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
Acetylsalicylic Acid: 20 mg/dL Ascorbic Acid: 2g/dL
Bilirubin: 1g/dL
Creatin: 200 mg/dL
Caffeine: 20 mg/dL
Gentisic Acid: 20 mg/dL
Hemoglobin 1000mg/dL
Albumin: 2 g/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.
3. Ruechusatsawat K, et al. Daily observation of antibody levels among dengue
patientsdetected 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
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FOB Rapid Test Cassette (Feces)
Package Insert
REF TFO-602
English
A rapid, one step test for the qualitative detection of Human Occult Blood in feces.
For professional in vitro diagnostic use only.

【INTENDED USE】
The FOB Rapid Test Cassette (Feces) is a rapid chromatographic immunoassay for
the qualitative detection of Human Occult Blood in feces.

【SUMMARY】
Many diseases can cause hidden blood in the feces. This is also known as Fecal
Occult Blood (FOB), Human Occult Blood, or Human Hemoglobin. In the early stages,
gastrointestinal problems such as colon cancer, ulcers, polyps, colitis, diverticulitis,
and fissures may not show any visible symptoms, only occult blood. Traditional
guaiac-based methods lack sensitivity and specificity, and also have diet restrictions
prior to testing.1,2
The FOB Rapid Test Cassette (Feces) is a rapid test to qualitatively detect low levels
of Fecal Occult Blood. The test uses a double antibody sandwich assay to selectively
detect Fecal Occult Blood at 40ng/ml or higher, or 4.8μg/g feces. In addition, unlike
guaiac assays, the accuracy of the test is not affected by the diet of the patients.

【PRINCIPLE】
The FOB Rapid Test Cassette (Feces) is a qualitative, lateral flow immunoassay for
the detection of Human Occult Blood in feces. The membrane is precoated with antihemoglobin 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 antihemoglobin 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】

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 3 drops
(approximately 120 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 3 full drops of the
extracted specimen (approximately 120 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 120 μL of
supernatant, dispense into the specimen well (S) of a new test cassette and start
afresh following the instructions mentioned above.
Place the appllcator
into the dillution buffer
and mix well
Open the cap

Collect the feces
2 Minutes
Leave the tube alone
Feces

3 Drops of Specimen

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

【PRECAUTIONS】

【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. 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.
2. 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.
3. No dietary restrictions are necessary before using the FOB Rapid Test Cassette.

【MATERIALS】
Materials Provided
• Specimen collection tubes with extraction buffer • Package insert
Materials Required But Not Provided
• Specimen collection containers
• Timer
• Droppers
• Test cassettes

【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:

FOB

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.

The FOB Rapid Test Cassette (Feces) has been compared with another leading
commercial rapid test. The correlation between this two system is 98.9%

【PERFORMANCE CHARACTERISTICS】
Accuracy
The FOB 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
FOB Rapid Test Cassette
Positive
205
6
211
(Feces)
Negative
5
800
805
Total Result
210
806
1016
Relative sensitivity: 97.6% (95%CI*: 94.5%~99.2%);
Relative specificity: 99.3% (95%CI*: 98.4%~99.7%);
Accuracy: 98.9% (95%CI*: 98.1%~99.5%).
*Confidence Intervals
Sensitivity
The FOB Rapid Test Cassette (Feces) can detect levels of Fecal Occult Blood as low
as 40ng/ml or 4.8 μg/g feces.
Precision
Intra-Assay
Within-run precision has been determined by using 15 replicates of three specimens:
40ng/ml, 200ng/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: 40ng/ml, 200ng/ml and 10μg/ml positive specimens. Three different
lots of the FOB Rapid Test Cassette (Feces) have been tested using these specimens.
The specimens were correctly identified >99% of the time.
Cross-reactivity
The FOB Rapid Test Cassette (Feces) is specific to human hemoglobin. Specimens
containing the following substances were diluted in the extraction buffer to a
concentration of 1.0 mg/ml, and tested on both positive and negative controls with no
effect on test results: Bovine hemoglobin, Chicken hemoglobin, Pork hemoglobin,
Goat hemoglobin, Horse hemoglobin, Rabbit hemoglobin and Turkey hemoglobin.

【BIBLIOGRAPHY】

FOB






【EXPECTED VALUES】

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 Fecal Occult Blood 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 FOB Rapid Test Cassette (Feces) is for in vitro diagnostic use only.
2. The FOB Rapid Test Cassette (Feces) will only indicate the presence of Fecal
Occult Blood, 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.

1.
Simon JB. Occult Blood Screening for Colorectal Carcinoma: A Critical Review,
Gastroenterology, 1985; 88: 820.
2.
Blebea J, Mcpherson RA. False-Positive Guaiac Testing With Iodine, Arch
PatholLab Med, 1985;109:437-40.
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H. pylori Antibody Rapid Test Cassette
(Serum /Plasma)
Package Insert
REF IHP-302
English
A rapid test for the qualitative detection of antibody to Helicobacter pylori (H.pylori) in
serum or plasma.
For professional in vitro diagnostic use only.
【INTENDED USE】
The H.pylori Antibody Rapid Test Cassette (Serum/Plasma) is a rapid chromatographic
immunoassay for the qualitative detection of Antibody to H. pylori in serum or plasma.
【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 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.pylori develop antibodies which correlate strongly with histological confirmed H.pylori
infection.6,7,8
The H.pylori Antibody Rapid Test Cassette (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 serum or plasma.
【PRINCIPLE】
The H.pylori Antibody Rapid Test Cassette (Serum/Plasma) is a qualitative membrane
based immunoassay for the detection of H.pylori antibodies in 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 well of the cassette, 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 cassette contains H. pylori antigen coated particles and anti-human IgG 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】
1. The H.pylori Antibody Rapid Test Cassette (Serum/Plasma) 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】
Allow test cassette, serum or plasma specimen, and/or controls to equilibrate to
room temperature (15-30℃) 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. Hold the dropper vertically and transfer 3 drops of serum or plasma
(approximately 75 L) to the specimen well of test cassette and start the timer.
Avoid trapping air bubbles in the specimen well. See illustration below.
3. Wait for the colored line is appeared. The result should be read at 10minutes. Do not
interpret the result after 20 minutes.

3 Drops of Serum/Plasma

【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 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 red 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. MITATION
【LIMITATIONS】
1. The H.pylori Antibody Rapid Test Cassette (Serum/Plasma) is for in vitro diagnostic
use only. This test should be used for the detection of H.pylori antibody in serum or
plasma specimen. 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 Cassette (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 Cassette (Serum/Plasma) has been compared with a
leading commercial H.pylori antibody EIA test. The correlation between these two
systems is 93.7%.
【PERFORMANCE CHARACTERISTICS】
Sensitivity and Specificity
The H.pylori Antibody Rapid Test Cassette (Serum/Plasma) has been evaluated with
serum and plasma specimens obtained from a population of symptomatic and
asymptomatic individuals who presented for endoscopic examination.
Method
ELISA
Total
Results
Results
Positive
Negative
H.pylori Antibody Rapid
Test
Positive
211
14
225
Cassette(Serum/Plasma)
Negative
10
146
156
Total Results
221
160
381
Relative Sensitivity: 95.5% (95%CI*: 91.8%-97.8%)
*Confidence Interval
Relative Specificity: 91.3% (95%CI*: 85.7%-95.1%)
Overall Accuracy: 93.7% (95%CI*: 90.8%-95.9%)
Precision
Intra-Assay
Within-run precision has been determined by using 10 replicates of 4 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 4
specimens: a negative, a low positive, a medium positive and a high positive. Three
different lots of the H. pylori Test Cassette (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 Test Cassette (Serum/Plasma) has a high degree of specificity for human
antibodies to H.pylori.
Interfering Substances
The H.pylori Antibody Rapid Test Cassette (Serum/Plasma) has been tested for
possible interference from visibly hemolyzed and lipemic specimens, as well as
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.
【BIBLIOGRAPHY】
1. Marshall, BJ, McGechie, DB, Rogers, PAR and Glancy, RG. Pyloric Campylobacter
infection and gastroduodenal disease. Med. J. Australia. 149: 439-44; 1985.
2. Soll, AH. Pathogenesis of peptic ulcer and implications for therapy. New England J.
Med. 322:909-16; 1990.
3. Hazell, SL, et al. Campylobacter pyloridis and gastritis I: Detection of urease as a
marker of bacterial colonization and gastritis. Amer. J. Gastroenterology. 82(4):
292-96; 1987.
4. Loffeld, RJLF, et al. Usefulness of several commercial enzyme-linked immunoassays
for detection of Helicobacter pylori infection in clinical medicine. Euro. J. Gastroen.
Hepa. 5:333-37; 1993.
5. Cutler, AF, et al. Accuracy of invasive and non-invasive tests to diagnose
Helicobacter pylori infection. Gastroenterology. 109: 136-141; 1995.
6. Ansorg, R, Von Recklinghausen, G, Pomarius, R and Schmid, EN. Evaluation of
techniques for isolation, subcultivation and preservation of Helicobacter pylori. J. Clin.
Micro. 29:51-53; 1991.
7. Pronovost, AP, Rose, SL, Pawlak, J, Robin, H and Schneider, R. Evaluation of a new
immunodiagnostic assay for Helicobacter pylori antibody detection: Correlation with
histopathological and microbiological results. J. Clin. Micro. (1994), 32: 46-50.
8. Megraud, F, Bassens-Rabbe, MP, Denis, F, Belbouri, A and Hoa, DQ.
Seroepidemiology of Campylobacter pylori infection in various populations. J. Clin.
Micro. 27: 1870-3; 1989.
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H.pylori Antigen Rapid Test Cassette
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Package Insert
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Place the applicator
into the extraction buffer
and mix well

Open the cap

2 Minutes
Leave the tube alone
Feces

2 Drops of extracted

H.pyloriAg
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H.pyloriAg

REF IHP-602
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】
1. Marshall, BJ, McGechie, DB, Rogers, PAR and Glancy, RG. Pyloric
Campylobacterinfection and gastroduodenal disease. Med. J. Australia. (1985), 149:
439-444.
2. Soll, AH. Pathogenesis of peptic ulcer and implications for therapy. New England J.
Med.(1990), 322: 909-916.
3. Hazell, SL, et al. Campylobacter pyloridis and gastritis I: Detection of urease as a
markerof bacterial colonization and gastritis. Amer. J. Gastroenterology. (1987),
82(4): 292-296.
4. Cutler AF. Testing for Helicobacter pylori in clinical practice. Am j. Med. 1996;
100:35S-41S.
5. Anand BS, Raed AK, Malaty HM, et al. Loe point prevalence of peptic ulcer in
normalindividual with Helicobacter pylori infection. Am J Gastroenterol.
1996,91:1112-1115.
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Synthetic Marijuana (K2) Rapid
Test Cassette (Urine) Package Insert
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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
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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). 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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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)
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REF DME-102

Precision
A study was conducted at three physicians’ offices 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 300 ng/mL cut-off was provided to each
site.

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 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】
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 has 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 300ng/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 300ng/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
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 300ng/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 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 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 color line(s) to appear. The result should be read at 5 minutes. Do not interpret the
result after 10 minutes.

Methamphetamine
Concentration (ng/mL)
0
150
225
375
450

【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 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 Methamphetamine 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 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 300ng/mL. Positive result means the concentration of Methamphetamine is above the level of
300ng/mL. The MET Rapid Test Cassette has a sensitivity of 300ng/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
Results
Positive
Negative

The MET Rapid Test Cassette

Total Results
% Agreement with this Rapid Test

Other MET Rapid Test
Positive
Negative
57
0
0
50
57
50
>99.9%
>99.9%

Total Results
57
50
107
>99.9%

A side-by-side comparison was conducted using The MET Rapid Test 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
Results
Positive
Negative

The MET Rapid Test Cassette

Total Results
% Agreement with this Rapid Test

Positive
88
2
90
97.8%

Negative
4
156
160
97.5%

Total Results
92
158
250
97.6%

Analytical Sensitivity
A drug-free urine pool was spiked with Methamphetamine at the following concentrations: 0 ng/mL,
150 ng/mL, 225 ng/mL, 300 ng/mL, 375ng/mL 450 ng/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:
Methamphetamine
Concentration (ng/mL)
0
150
225
300
375
450
900

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
27
3
16
14
3
27
0
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
-Hydroxymethamphetamine
D-Methamphetamine
L-Methamphetamine
()-3,4-Methylenedioxymethamphetamine
Mephentermine

Concentration (ng/mL)
7,500
300
6,000
3,750
15,000

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

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 of normal, high, and low specific gravity ranges were spiked with 150 ng/mL
and 450 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 to150 ng/mL and 450 ng/mL. The spiked, pH-adjusted
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 drugfree 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
Acetophenetidin
N-Acetylprocainamide
Acetylsalicylic acid
Aminopyrine
Amitryptyline
Amobarbital
Amoxicillin
Ampicillin
L-Ascorbic acid
D-Amphetamine
D,L-Amphetamine
L-Amphetamine
Apomorphine
Aspartame
Atropine
Benzilic acid
Benzoic acid
Benzoylecgonine
Benzphetamine
Bilirubin
()-Brompheniramine
Caffeine
Cannabidiol
Chloralhydrate
Chloramphenicol
Chlordiazepoxide
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
(1R,2S)-(-)-Ephedrine
L-Epinephrine
(-)-ψ-Ephedrine
Erythromycin
-Estradiol
Estrone-3-sulfate
Ethyl-p-aminobenzoate
Fenfluramine
Fenoprofen
Furosemide
Gentisic acid
Hemoglobin
Hydralazine
Hydrochlorothiazide
Hydrocodone
Hydrocortisone
p-Hydroxyamphetamine
O-Hydroxyhippuric acid
3-Hydroxytyramine
Ibuprofen
Imipramine
Iproniazid
()-Isoproterenol
Isoxsuprine
Ketamine
Ketoprofen
Labetalol
Levorphanol

Loperamide
Maprotiline
Meperidine
Meprobamate
Methadone
Methoxyphenamine
(+) 3,4-Methylenedioxyamphetamine
3,4-Methylenedioxyethylamphetamine
Methylphenidate
Morphine-3--Dglucuronide
Nalidixic acid
Naloxone
Naltrexone
Naproxen
Niacinamide
Nifedipine
Norethindrone
D-Norpropoxyphene
Noscapine
D,L-Octopamine
Oxalic acid
Oxazepam
Oxolinic acid
Oxycodone
Oxymetazoline
Papaverine
Penicillin-G
Pentobarbital
Perphenazine
Phencyclidine
Phenelzine
Phenobarbital
Phentermine
L-Phenylephrine
-Phenylethylamine
Phenylpropanolamine
Prednisolone

Prednisone
Procaine
Promazine
Promethazine
D,L-Propanolol
D-Propoxyphene
D-Pseudoephedrine
Quinacrine
Quinidine
Quinine
Ranitidine
Salicylic acid
Secobarbital
Serotonin
(5-Hydroxytyramine)
Sulfamethazine
Sulindac
Temazepam
Tetracycline
Tetrahydrocortisone,
3-Acetate
Tetrahydrocortisone
3-(-D glucuronide)
Tetrahydrozoline
Thiamine
Thioridazine
D, L-Tyrosine
Tolbutamine
Trans-2- phenyl
cyclopropylamine
Triamterene
Trifluoperazine
Trimethoprim
Trimipramine
Tryptamine
D, L-Tryptophan
Tyramine
Uric acid
Verapamil
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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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 100ng/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 100ng/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 100ng/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 100ng/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.

MOP

3 Drops of Urine

S

MOP

S

Positive

Negative

Invalid

【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
100ng/mL. Positive result means the concentration of Morphine is above the level of 100ng/mL. The
MOP Rapid Test Cassette has a sensitivity of 100ng/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
44
0
44
Cassette
Negative
0
56
56
Total Results
44
56
100
>99.9%
>99.9%
% Agreement
>99.9%
A side-by-side comparison was conducted using The MOP Rapid Test Cassette and GC/MS at the cutoff of 100ng/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
98
5
103
Test Cassette
Negative
3
144
147
Total Results
101
149
250
% Agreement
97%
96.6%
96.8%
Analytical Sensitivity
A drug-free urine pool was spiked with Morphine at the following concentrations: 0ng/ml, 50ng/ml,
75ng/ml, 100ng/mL, 125ng/ml, 150ng/ml and 300ng/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
50
-50%
30
30
0
75
-25%
30
27
3
100
Cut-off
30
16
14
125
+25%
30
4
26
150
+50%
30
0
30
300
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
80
Norcodeine
2,000
Levorphanol
500
Normorphone
20,000
Morphine-3-β-D-Glucuronide
300
Oxycodone
10,000
2,000
Oxymorphone
20,000
Ethylmorphine
Hydrocodone
20,000
Procaine
5,000
Hydromorphone
1,000
Thebaine
2,000
6-Monoacethylmorphine
200
Morphine
100
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 100ng/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
50
10
10
0
10
0
10
0
75
10
9
1
9
1
9
1
125
10
1
9
1
9
1
9

150
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 50ng/ml
and 150ng/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 50ng/ml and 150ng/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 drugfree 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
Acetophenetidin
Deoxycorticosterone
Maprotiline
Phenylpropanolamine
N-Acetylprocainamide
Dextromethorphan
Meperidine
Prednisone
Diazepam
Meprobamate
D,L-Propanolol
Acetylsalicylic acid
Aminopyrine
Diclofenac
Methadone
D-Propoxyphene
Amitryptyline
Diflunisal
Methoxyphenamine
D-Pseudoephedrine
(+) 3,4-Methylenedioxy- Quinidine
Amobarbital
Digoxin
Amoxicillin
Diphenhydramine
amphetamine
Quinine
Ampicillin
Doxylamine
(+) 3,4-Methylenedioxy- Ranitidine
Ecgonine hydrochloride
methamphetamine
Salicylic acid
L-Ascorbic acid
D,L-Amphetamine
Ecgonine methylester
Nalidixic acid
Secobarbital
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
Benzoylecgonine
Fenoprofen
Nifedipine
Tetracycline
Benzphetamine
Furosemide
Norethindrone
Tetrahydrocortisone,
Gentisic acid
D-Norpropoxyphene
3-Acetate
Bilirubin
(±) - Brompheniramine
Hemoglobin
Noscapine
Tetrahydrocortisone
D,L-Octopamine
3-(β-D glucuronide)
Caffeine
Hydralazine
Tetrahydrozoline
Cannabidiol
Hydrochlorothiazide
Oxalic acid
Chloralhydrate
Hydrocortisone
Oxazepam
Thiamine
Chloramphenicol
O-Hydroxyhippuric acid
Oxolinic acid
Thioridazine
p-HydroxyOxymetazoline
D, L-Tyrosine
Chlordiazepoxide
Chlorothiazide
methamphetamine
Papaverine
Tolbutamide
(±) Chlorpheniramine
3-Hydroxytyramine
Penicillin-G
Triamterene
Pentazocine
Trifluoperazine
Chlorpromazine
Ibuprofen
Chlorquine
Imipramine
Pentobarbital
Trimethoprim
Cholesterol
Iproniazid
Perphenazine
Trimipramine
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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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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PCP Rapid Test Cassette (Urine)
Package Insert
REF DPC-102

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.

Strep B Rapid Test Cassette (Swab)
Package Insert
REF ISB-502
English
A rapid test for the qualitative detection of Strep Bantigen in specimens taken from
vaginal or rectal swabs of pregnant women, or general swabs from newborn.
For professional in vitro diagnostic use only.

【INTENDED USE】

The Strep B Rapid Test Cassette (Swab) is a rapid visual immunoassay for the
qualitative, presumptive detection of Group B Streptococcus (GBS) antigens in
specimens taken from vaginal or rectal swabs of pregnant women, or general swabs
from newborn. This kit is intended for use as an aid in the diagnosis of Strep B
infection.

【SUMMARY】

Group B Streptococci (GBS) or Streptococcus agalactiae are among the most
frequent causes of life-threatening infectious in neonates. Between 5% and 30% of all
pregnant women are colonized with GBS. 1Several recent studies have shown that the
intrapartum treatment of GBS-colonized women significantly reduces the incidence of
GBS-caused sepsis.2-4 The US Center for Disease Control and Prevention (CDC)
recommends routine examination for Group B streptococcus between the 35 th and the
37th week of pregnancy. A CDC study has shown that routine examinations is 50%
more effective than the use of antibiotics for pregnant women with clinical risk factors.
Standard culture methods require 24 to 48 hours, and the results may not be
available soon enough for efficient treatment. Thus, methods utilizing more rapid
screening techniques are required.

【PRINCIPLE】

The Strep B Rapid Test Cassette (Swab) detects Group B Streptococcus antigens
through visual interpretation of color development on the internal strip. Anti-Strep B
antibodies are immobilized on the test region of the membrane. During testing, the
specimen reacts with polyclonal anti-Strep B antibodies conjugated to colored
particles and precoated onto the sample pad of the test. The mixture then migrates
through the membrane by capillary action, and interacts with reagents on the
membrane. If there is sufficient Strep B antigen in the specimen, a colored band will
form at the test region of the membrane. The presence of this colored band indicates
a positive result, while its absence indicates a negative result. The appearance of a
colored band at the control region serves as a procedural control, indicating that
proper volume of specimen has been added and membrane wicking has occurred.

【MATERIALS】
Materials Provided
 Test Cassettes
 Extraction Tubes
 Extraction Reagent 1(2.0 M sodium nitrite)
 Swabs
 Extraction Reagent 2(0.027 M citric acid)
 Workstation
 Package Insert
 Dropper Tips
Materials Required But Not Provided
 Timer

【DIRECTIONS FOR USE】

Allow the test, reagents, swab specimen, and/or controls to reach 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 test is performed immediately after
opening the foil pouch.
2. Hold the Extraction Reagent 1 bottle vertically and add 4 full drops
(approximately 240 μl) of Extraction Reagent 1 to an extraction tube. Extraction
Reagent 1 is red in color. Hold the Extraction Reagent 2 bottle vertically and add 4
full drops (approximately 160 μl) of reagent 2 to the tube. Extraction Reagent 2
is colorless. Mix the solution by gently swirling the extraction tube. The addition of
Extraction Reagent 2 to Extraction Reagent 1 changes the color of the solution
from red to yellow. See illustration 1.
3. Immediately Insert the swab into the extraction tube, agitate the swab vigorously
15 times, leave the swab in the extraction test tube for 2 minutes. See illustration
2.
4. Press the swab against the side of the tube and squeeze the bottom of the tube
while removing the swab so that most of the liquid stays in the tube. Discard the
swab. 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 3 full drops of the extracted solution (approx. 150μl) to the specimen well
of the test cassette, then start the timer. Avoid trapping air bubbles in the
specimen well. Wait for the color to appear. Read the result at 10 minutes; do
not interpret the result after 20 minutes. See illustration 5.
Note: It is suggested not to use the extraction reagents, beyond 30 days after
opening the vial.

【REAGENT】

The test contains Strep B antibody coated particles and Strep B antibodies coated on
the membrane.

【PRECAUTIONS】

5
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【STORAGE AND STABILITY】

The kit can be stored 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 quality of specimen obtained is of extreme importance. Collect swab
specimens using standard clinical methods.
2. It is recommended that swabs specimens be processed as soon as possible after
collection. If swabs are not processed immediately, they should be placed into a
sterile, dry, tightly capped tube or bottle and refrigerated. Do not freeze. Swabs can
be stored at room temperature up to 4 hours, or refrigerated (2-8°C) up to 24 hours.
All specimens should be allowed to reach room temperature (15-30°C) before
testing.
3. If a liquid transport method is desired, use Modified Stuart’s Transport Media and
follow the manufacture’s instructions. Do not place the swab in any transport device
containing medium. Transport medium interferes with the assay, and viability of
organisms is not required for the assay. Do not use transport media formulas that
include charcoal or agar.
4. If a bacteria culture is desired, lightly roll the swab on a appropriate cell culture
plate before using it in the test. The extraction reagents in the test will kill bacteria
on swabs and make them impossible to culture.

【LIMITATIONS】

1. The Strep B Rapid Test Cassette is for professional in vitro diagnostic use, and
should only be used for the qualitative detection of Group B Streptococcus. No
meaning should be inferred from the color intensity or width of any apparent bands.
2. The accuracy of the test depends on the quality of the swab specimen. False
negatives may result from improper specimen collection or storage. A negative
result may also be obtained from patients at the onset of the disease due to low
antigen concentration.
3. The test does not differentiate asymptomatic carriers of Group B Streptococcus
from those with infection. If clinical signs and symptoms are not consistent with
laboratory test results, a follow-up cell culture is recommended.
4. 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.

【PERFORMANCE CHARACTERISTICS】

Clinical Study
The Strep B Rapid Test Cassette (Swab) has been evaluated with specimens
obtained from patients of STD clinics. Culture is used as the reference method for the
Strep B Rapid Test Cassette (Swab). Specimens were considered positive if culture
indicated a positive result. Specimens were considered negative if culture indicated a
negative result.
Method
Culture
Total
Results
Results
Positive
Negative
Strep B
Rapid Test
Positive
100
8
108
Cassette
Negative
5
350
355
Total Results
105
358
463
Relative Sensitivity: 95.2% (95%CI:*89.6%-98.2%)
Relative Specificity: 97.8% (95%CI:*95.8%-99.0%)
Overall accuracy: 97.2% (95%CI:*95.3%-98.4%)
*Confidence Intervals
Cross Reactivity
Intra/Inter-assay
Within-run and Between-run precision have been determined with three different lots
by using Strep B negative; low, middle and high positive specimens. Ten replicates of
each level were tested each day for 3 consecutive days. The specimens were
correctly identified >99% of the time.
Cross Reactivity
Cross reactivity with other organisms has been studied using suspensions of 107
Colony Forming Units (CFU)/test. The following organisms were found negative when
tested with the Strep B Rapid Test Cassette (Swab).
Acinetobacter calcoaceticus Pseudomona aeruginosa
Proteus mirabilis
Acinetobacter spp
Gardnerella vaginalis
Chlamydia trachomatis
Enterococcus faecalis Salmonella choleraesius
Group A/C Streptococcus
Enterococcus faecium
Candida albicans
Hemophilusinfluenzae
Staphylococcus aureus
Proteus vulgaris
Klebsiellapneumoniae

【BIBLIOGRAPHY】
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 For professional in vitro diagnostic use only.
 Do not use after the expiration date. Do not use the test if the foil pouch is
damaged. Do not reuse tests.
 Avoid cross-contamination of specimens by using a new extraction tube for each
specimen obtained.
 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.
 Read the entire procedure carefully prior to testing.
 Do not eat, drink or smoke in any area where specimens and kits are handled.
 Wear protective clothing such as laboratory coats, disposable gloves and eye
protection when specimens are assayed.
 Do not interchange or mix reagents from different lots. Do not mix solution bottle
caps.
 Reagents 1&2 are slightly caustic. Avoid contact with eyes or mucous membranes.
In the event of accidental contact, wash thoroughly with water.
 Humidity and temperature can adversely affect results.

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.

【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 Strep B was detected in the specimen.
*NOTE: The intensity of the color in the test line region (T) will vary depending on the
concentration of Strep B 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 Strep B 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.
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S.E.; Ampicilin prevents intrapartum transmission of group B streptococcus; JAMA
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3. Boyer, K.M., and Gotoff, S.P.; Prevention of early-onset neonatal group B
streptococcal disease with selective intrapartumchemotaxis; N. Eng. J. Med. 314
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4. Lim, D.V., Morales, W.J., Walsh, W.J. and Kazanis, D.; Reduction of morbidity and
mortility rates for neonatal group B streptococcal disease through early diagnosis
and chemoprophylaxis; J. Clin. Microbiol. 23 489-492, 1986
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【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.

Number:
Effective date:

145145804
2017-08-08




 Disposable specimen droppers
 Buffer (for whole blood only)
Materials Required But Not Provided
 Specimen collection containers
 Lancets (for fingerstick whole blood only)
 Centrifuge
 Timer
【 DIRECTIONS FOR USE】
Allow the test cassette, specimen, buffer, and/or controls 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 cassette on a clean and level surface.
For Serum or Plasma Specimens:
Hold the dropper vertically, transfer 3 drops of serum or plasma (approximately 75 μL) to the
specimen well (S) of test cassette and then start the timer. See illustration below.
For Venipuncture Whole Blood Specimens:
Hold the dropper vertically and transfer 3 drops of venipuncture whole blood (approximately 75 μL)
to the specimen well (S) of test cassette, then add 1 drop of buffer (approximately 40 μL) and start
the timer. See illustration below.
For Fingerstick Whole Blood Specimens:
Allow 3 hanging drops of fingerstick whole blood (approximately 75 μL) to fall into the center of the
specimen well (S) of test cassette, then add 1 drop of buffer (approximately 40 μL) and start the
timer. See illustration below.
3. Wait for the colored line(s) to appear. The result should be read at 10 minutes. Do not interpret the
result after 30 minutes.
【INTERPRETATION OF RESULTS】
Test cassettes
Package insert

3 Drops of Venipucture
Whole Blood

3 Drops of Serum or Plasma

3 Drops of Fingerstick
Whole Blood

1 Drop of Buffer

1 Drop of Buffer

C

T

C

T

C

T

S

S

REF ITB-402 English

TB

TB

TB

A rapid test for the qualitative detection of anti-TB antibodies (Isotypes IgG, IgM and IgA) in whole
blood, serum or plasma specimens.
For professional in vitro diagnostic use only.
【INTENDED USE】
The Tuberculosis Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid chromatographic
immunoassay for the qualitative detection of anti-TB antibodies (Isotypes IgG, IgM and IgA) in whole
blood, serum or plasma specimens.
【SUMMARY】
Tuberculosis (TB) is spread primarily via airborne transmission of aerosolized droplets developed by
coughing, sneezing and talking. Areas of poor ventilation pose the greatest risk of exposure to
infection. TB is a major cause of morbidity and mortality worldwide, resulting in the greatest number
of deaths due to a single infectious agent. The World Health Organization reports that more than 8
million new cases of active tuberculosis are diagnosed annually. Almost 3 million deaths are
attributed to TB as well.1,2 Timely diagnosis is crucial to TB control, as it provides early initiation of
therapy and limits further spread of infection. Several diagnostic methods for detecting TB have been
used over the years including skin test, sputum smear, and sputum culture and chest x-ray. But all
these methods have some limitations. Newer tests, such as PCR-DNA amplification or
interferon-gamma assay, have been recently introduced. However, the turn-around time for these
tests is long, they require laboratory equipment and skilled personnel, and some are neither cost
effective nor easy to use.3 These tests are also expensive and not practical for developing countries.
Serological methods constitute an attractive alternative, since TB serodiagnosis is simple,
inexpensive, relatively non-invasive, and it does not depend on detection of mycobacteria. 4,5,6
The Tuberculosis Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid test for qualitative
detection of anti-TB antibodies (Isotypes IgG, IgM and IgA) in whole blood, serum or plasma
specimens. The test utilizes a combination of recombinant antigens to detect elevated levels of
anti-TB antibodies in whole blood, serum or plasma specimens.
【PRINCIPLE】
The Tuberculosis Rapid Test Cassette (Whole Blood/Serum/Plasma) is a qualitative, solid phase,
two-site sandwich immunoassay for the detection of anti-TB antibodies in whole blood, serum or
plasma specimens. The membrane is pre-coated with TB recombinant antigen on the test line region
of the Cassette. During testing, the anti-TB antibodies, if present in whole blood, serum or plasma
specimen react with the particles coated with TB recombinant antigen. The mixture migrates upward
on the membrane chromatographically by capillary action to react with TB recombinant antigen 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 TB recombinant antigen coated particles and TB recombinant antigen
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 the package 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.

Humidity and temperature can adversely affect results.

The used test should be discarded according to local regulations.

Do not use potassium oxalate as anticoagulant to collect plasma or venous blood samples.
【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 Tuberculosis Rapid Test Cassette (Whole Blood/Serum/Plasma) can be performed using
whole blood (from venipuncture or fingerstick) serum, or plasma specimens.
 To collect Venipuncture Whole Blood Specimens: Collect anti-coagulated blood sample (EDTA,
heparin, and 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 cassette by using hanging drop:
 Position the patient’s finger so that the drop of blood is just above the specimen well (S)
of the test cassette.
 Allow 3 hanging drops of fingerstick whole blood to fall into the center of specimen well
(S) on the test cassette, or move the patient’s finger so that the hanging drop touches the
center of the specimen well (S). Avoid touching the finger directly to the specimen well

(S).
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
covering the transportation of etiologic agents.
【MATERIALS】
Materials Provided


S

Tuberculosis Rapid Test Cassette
(Whole Blood/Serum/Plasma)
Package Insert

TB

C
T

S

Positive

Negative

Invalid

(Please refer to the illustration above)
POSITIVE:* Two distinct colored lines appear. One line should be in the control region (C) and
another 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
anti-TB 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 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. Some preservatives may interfere with the operation of the test. External
controls should be validated before use to ensure valid results.

【LIMITATIONS】
1. The Tuberculosis Rapid Test Cassette (Whole Blood/Serum/Plasma) is for in vitro diagnostic
use only.
2. The test should be used for the detection of anti-TB antibodies in whole blood,
serum or plasma specimens. Neither the quantitative value nor the rate of increase in anti-TB
antibodies concentration can be determined by this qualitative test.
3. The Tuberculosis Rapid Test Cassette (Whole Blood/Serum/Plasma) will only indicate the
presence of anti-TB antibodies in the specimen and should not be used as the sole criteria
for the diagnosis of active tuberculosis diagnosis.
4. As with all diagnostic tests, all results must be considered with other clinical information
available to the physician.
【PERFORMANCE CHARACTERISTICS】
Clinical Sensitivity, Specificity and Accuracy
The Tuberculosis Rapid Test Cassette (Whole Blood/Serum/Plasma) has been calibrated against
specimens that have been collected from individuals found to be either smear positive/negative or
culture positive/negative. The results show that the relative sensitivity of the Tuberculosis Rapid Test
Cassette (Whole Blood/Serum/Plasma) is 86.4%, the relative specificity is 99.0% and the relative
accuracy is 96.7%.
Tuberculosis Rapid Test Cassette vs. Smear/Culture
Method
Smear/Culture
Total Results
Results
Positive
Negative
Tuberculosis Rapid
Positive
95
5
100
Test Cassette
Negative
15
500
515
Total Results
110
505
615
Relative Sensitivity: 86.4% (95%CI*: 78.5%~92.2%);
Relative Specificity: 99.0% (95%CI*: 97.7%~99.7%);
Relative Accuracy: 96.7% (95%CI*: 95.0%~98.0%).
*Confidence Intervals
Precision
Intra-Assay
Within-run precision has been determined by using 20 replicates of four specimens: a negative, a low
positive, a middle positive and a high positive. The negative, low positive, middle positive, high
positive values were correctly identified >99% of the time.
Inter-Assay
Between-run precision has been determined by 5 independent assays on the same four specimens:
The negative, low positive, middle positive, high positive values. Three different lots of the
Tuberculosis Rapid Test Cassette (Whole Blood/Serum/Plasma) have been tested using negative,
low positive, middle positive and high positive specimens. The specimens were correctly
identified >99% of the time.
Cross-Reactivity
The Tuberculosis Rapid Test Cassette (Whole Blood/Serum/Plasma) has been tested with
specimens positive for: anti-HIV, pulmonary diseases, anti-CMV, Rheumatoid factor (RF), anti-HCV
and specimens from children below 15 years, who have been administered BCG vaccine. No
cross-reactivity was observed, indicating that the performance of the Tuberculosis Rapid Test
Cassette (Whole Blood/Serum/Plasma) is stable in presence of these factors.
Interfering Substances
The Tuberculosis 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. Results indicate that no interference was observed in specimens containing up to
500 mg/dL hemoglobin; up to 30 mg/dL bilirubin; and up to 2,000 mg/dL human serum albumin.
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TCA Rapid Test Cassette (Urine)
Package Insert
REF DTC-102

3. Wait for the colored line(s) to appear. Read results at 5 minutes. Do not interpret the result after
10 minutes.

【INTERPRETATION OF RESULTS】

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 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 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 drug s.
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 500 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 500 ng/mL, 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 test line region.
The colored line will not form in the test line region if the Tricyclic Antidepressants level exceeds
500 ng/mL 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 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 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.

(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 500 ng/mL. Positive result means the concentration of Tricyclic Antidepressants is above the
level of 500 ng/mL. The TCA Rapid Test Cassette has a sensitivity of 500 ng/mL.

【PERFORMANCE CHARACTERISTICS】

Accuracy
A comparison was conducted using the TCA Rapid Test Cassette (Urine) and GC/MS. The following
results were tabulated:
Method

【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
 Package insert
 Droppers
Materials Required But Not Provided
 Specimen collection container
 Timer
Allow the test, urine specimen, and/or controls to reach room temperature (15-30ºC) prior to
testing.

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.

TCA

TCA

C

T

S

T

Positive

Negative

Total Results
105
145
250
93.2%

Nortriptyline
Concentration (ng/mL)
0
250
375
500
625
750
1,500

Percent of Cut-off

n

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

30
30
30
30
30
30
30

Compound
Nortriptyline
Nordoxepine
Trimipramine
Amitriptyline
Promazine
Desipramine
Cyclobenzaprine

Concentration (ng/mL)
500
250
1,500
750
1,500
100
1,000

Visual Result
Negative
Positive
30
0
30
0
26
4
14
16
3
27
0
30
0
30

Invalid

Compound
Imipramine
Clomipramine
Doxepine
Maprotiline
Promethazine
Perphenazine
Dithiaden

Concentration (ng/mL)
200
25,000
12,500
1,000
1,000
25,000
25,000
5,000

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 Nortriptyline, 25% Nortriptyline above and below the
cut-off and 50% Nortriptyline above and below the 500 ng/mL cut-off was provided to each site. The
following results were tabulated:
n
per Site
10
10
10
10
10

Site A
10
10
7
2
0

Site B
+
0
0
3
8
10

10
10
9
1
0

Site C
+
0
0
1
9
10

10
10
8
1
0

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

【BIBLIOGRAPHY】

Dextromethorphan
Diazepam
Diclofenac
Diflunisal
Digoxin
Diphenhydramine
Doxylamine
Ecgonine hydrochloride
Ecgonine methylester
(IR,2S)-(-)-Ephedrine
L-Ephedrine
Erythromycin
Ethyl-ρ-aminobenzoate
Fenfluramine
Fenoprofen
Furosemide
Gentisic acid
Hemoglobin
Hydralazine
Hydrochlorothiazide
Hydrocodone
Hydrocortisone
p-Hydroxyamphetamine
O-Hydroxyhippuric acid
3-Hydroxytyramine
ρ-Hydroxymethamphetamine
Ibuprofen
(±)-Isoproterenol
Isoxsuprine
Ketamine
Ketoprofen
Labetalol
Levorphanol
Loperamide
Meperidine
Meprobamate

Methadone
D-methamphetamine
(L)-methamphetamine
Methoxyphenamine
3,4-Methylenedioxyethylamphetamine
(±) 3,4-Methylenedioxymethamphetamine
Methylphenidate
Morphine-3-β-Dglucuronide
Nalidixic acid
Naloxone
Naltrexone
Naproxen
Niacinamide
Nifedipine
Norcodein
(-)-ψ- Ephedrine
Norethindrone
D-Norpropoxyphene
Noscapine
D,L-Octopamine
Oxalic acid
β-Estradiol
Oxycodone
Oxymetazoline
Papaverine
Penicillin-G
Pentazocine
Pentobarbital
Phencyclidine
Phenelzine
Phenobarbital
Phentermine
L-Phenylephrine
β-Phenylethlamine

Phenylpropanolamine
Prednisolone
Prednisone
Procaine
D,L-Propanolol
D-Propoxyphene
D-Pseudoephedrine
Quinidine
Quinine
Ranitidine
Salicylic acid
Secobarbital
Serotonin
(5-Hydroxytyramine)
Sulfamethazine
Sulindac
Temazepam
Tetracycline
Tetrahydrocortisone,
3 Acetate
Tetrahydrocortisone
3 (β-D glucuronide)
Tetrahydrozoline
Thebaine
Thiamine
Thioridazine
Tolbutamine
Triamterene
Trifluoperazine
Trimethoprim
D, L-Tryptophan
Tyramine
D, L-Tyrosine
Uric acid
Verapamil
Oxazepam
Zomepirac

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

Analytical Sensitivity
A drug-free urine pool was spiked with at the following Nortriptyline 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:

Nortriptyline Concentration
(ng/mL)
0
250
375
625
750

C

S

Negative
12
140
152
92.1%

Analytical Specificity
The following table lists compounds that are positively detected in urine by The TCA Rapid Test
Cassette (Urine) at 5 minutes.

【DIRECTIONS FOR USE】

3 Drops of Urine

Positive
93
5
98
94.9%

Total Results
% Agreement

【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.

GC/MS
Results
Positive
Negative

TCA Rapid Test Cassette

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 250 ng/mL and 750 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 750 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

+
0
0
2
9
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 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.
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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 25ng/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 (Urine) yields a positive result when the
concentration of Marijuana in urine exceeds 25ng/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 25ng/ml, will not saturate the
binding sites of the antibody coated particles in the strip. 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 25ng/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】

【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】


Package insert

【DIRECTIONS FOR USE】
Allow the test, urine specimen, and/or controls to reach room temperature (15-30ºC)
prior to testing.
1.
2.
3.

(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 25ng/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
25ng/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
25ng/ml. Positive result means the concentration of Marijuana is above the level of 25ng/ml. The
THC Rapid Test Cassette has a sensitivity of 25ng/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
The THC Rapid Test
Cassette

Other THC Rapid Test

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

Total

Negative

Results

45

0

45

0

55

55

45

55

100

Results

Positive

Positive
Negative

Total Results

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.

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

【INTERPRETATION OF RESULTS】

% Agreement with this Rapid Test
>99.9%
>99.9%
>99.9%
A side-by-side comparison was conducted using The THC 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
The THC Rapid Test
Cassette
Total Results

GC/MS

Total
Negative

Results

Results

Positive

Positive

95

4

99

Negative

3

148

151

98

152

250

% Agreement with this Rapid Test
96.9%
97.4%
97.2%
Analytical Sensitivity
A drug-free urine pool was spiked with 11-nor-9-Tetrahydrocannabinol-9-COOH at the following
concentrations: 0ng/mL, 12.5ng/mL, 18.75ng/mL, 25ng/mL, 31.25ng/mL, 37.5ng/mL and 75ng/ml. The
result demonstrates >99% accuracy at 50% above and 50% below the cut-off concentration. The data are
summarized below:
11-nor-9-THC-9 COOH Concentration
Visual Result
Percent of Cut-off
n
(ng/mL)
Negative
Positive
0
0
30
30
0
12.5
-50%
30
30
0
18.75
-25%
30
27
3
25
Cut-off
30
16
14
31.25
+25%
30
4
26
37.5
+50%
30
0
30
75
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
Concentration (ng/mL)
Cannabinol
11-nor-8- THC-9 COOH
11-nor-9- THC-9 COOH
8- THC
9
 - THC

17,500
15
25
8,500
8,500

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 11-nor-9-Tetrahydrocannabinol-9-carboxylic acid,
25% 11-nor-9-Tetrahydrocannabinol-9-carboxylic acid above and below the cut-off, and 50% 11-nor9-Tetrahydrocannabinol-9-carboxylic acid above and below the 25ng/mL cut-off was provided to each
site. The following results were tabulated:
Site A
Site B
Site C
11-nor-9-THC-9 COOH
n per site
Concentration (ng/mL)
+
+
+
0
10
10
0
10
0
10
0
12.5
10
10
0
10
0
10
0
18.75
10
8
2
8
2
8
2
31.25
10
1
9
1
9
2
8
37.5
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 12.5ng/mL
and 37.5 ng/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 12.5 ng/mL and
37.5 ng/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 drugfree urine or Marijuana positive urine. The following compounds show no cross-reactivity when tested
with The THC Rapid Test Cassette (Urine) at a concentration of 100g/ml
Non Cross-Reacting Compounds
4-Acetamidophenol
Acetophenetidin
N-Acetylprocainamide
Acetylsalicylic acid
Aminopyrine
Amitryptyline
Amobarbital
Amoxicillin
Ampicillin
L-Ascorbic acid
D,L-Amphetamine
L-Amphetamine
Apomorphine
Aspartame
Atropine
Benzilic acid
Benzoic acid
Benzoylecgonine
Benzphetamine
Bilirubin
()-Brompheniramine
Caffeine
Cannabidiol
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
-Estradiol
Estrone-3-sulfate
Ethyl-p-aminobenzoate
Fenoprofen
Furosemide
Gentisic acid
Hemoglobin
Hydralazine
Hydrochlorothiazide
Hydrocodone
Hydrocortisone
O-Hydroxyhippuric acid
3-Hydroxytyramine
Ibuprofen
Imipramine
Iproniazid
() - Isoproterenol
Isoxsuprine
Ketamine
Ketoprofen
Labetalol
Levorphanol
Loperamide
Maprotiline
Meprobamate
Methadone
Methoxyphenamine

(+) 3,4-Methylenedioxyamphetamine
(+) 3,4-Methylenedioxymethamphetamine
Methylphenidate
Methyprylon
Morphine-3D-glucuronide
Nalidixic acid
Nalorphine
Naloxone
Naltrexone
Naproxen
Niacinamide
Nifedipine
Norcodein
Norethindrone
D-Norpropoxyphene
Noscapine
D,L-Octopamine
Oxalic acid
Oxazepam
Oxolinic acid
Oxycodone
Oxymetazoline
p-Hydroxymethamphetamine
Papaverine
Penicillin-G
Pentazocine
Pentobarbital
Perphenazine
Phencyclidine
Phenelzine
Phenobarbital
Phentermine
L-Phenylephrine
-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-Acetate
Tetrahydrocortisone
3 (-D-glucuronide)
Tetrahydrozoline
Thebaine
Thiamine
Thioridazine
D, L-Thyroxine
Tolbutamine
Triamterene
Trifluoperazine
Trimethoprim
Trimipramine
Tryptamine
D, L-Tryptophan
Tyramine
D, L-Tyrosine
Uric acid
Verapamil
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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Cardiac Troponin I Rapid Test Cassette
(Whole Blood /Serum/Plasma)
Package Insert
REF CTI-402

English

A rapid test for the diagnosis of myocardial infarction (MI) to detect cardiac Troponin I(cTnI)
qualitatively in whole blood, serum or plasma.
For professional in vitro diagnostic use only.
【INTENDED USE】
The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) is a rapid chromatographic
immunoassay for the qualitative detection of human cardiac Troponin I in whole blood, serum or
plasma as an aid in the diagnosis of myocardial infarction (MI).
【SUMMARY】
Cardiac Troponin I (cTnI) is a protein found in cardiac muscle with a molecular weight of 22.5 kDa. 1
Troponin I is part of a three subunit complex comprising 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. 2 After cardiac injury occurs,
Troponin I is released into the blood 4-6 hours after the onset of pain. The release pattern of cTnI is
similar to CK-MB, but while CK-MB levels return to normal after 72 hours, Troponin I remain elevated
for 6-10 days, thus providing for a longer window of detection for cardiac injury. The high specificity of
cTnI measurements for the identification of myocardial damage has been demonstrated in conditions
such as the perioperative period, after marathon runs, and blunt chest trauma. 3 cTnI release has also
been documented in cardiac conditions other than acute myocardial infarction (AMI) such as
unstable angina, congestive heart failure, and ischemic damage due to coronary artery
bypass surgery. 4 Because of its high specificity and sensitivity in the myocardial tissue, Troponin I has
recently become the most preferred biomarker for myocardial infarction. 5
The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) is a simple test that
utilizes a combination of anti-cTnI antibody coated particles and capture reagent to detect cTnI in
whole blood, serum or plasma. The minimum detection level is 0.5ng/mL.
【PRINCIPLE】
The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) is a qualitative, membrane
based immunoassay for the detection of cardiac Troponin I (cTnI) in whole blood, serum or plasma. In
this test procedure, capture reagent is immobilized in the test line region of the test. After specimen is
added to the specimen well of the cassette, it reacts with anti-cTnI antibody coated colloid gold
particles in the test. This mixture migrates chromatographically along the length of the test and
interacts with the immobilized capture reagent. The test format can detect cardiac Troponin I (cTnI) in
specimens. If the specimen contains cardiac Troponin I (cTnI), a colored line will appear in the test
line region, indicating a positive result. If the specimen does not contain cardiac Troponin I (cTnI), 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 anti-cTnI antibody coated colloid gold particles and capture reagent 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 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 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 Cardiac Troponin I 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 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 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 1 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

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 3 drops of serum or plasma (approximately 75 L) 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 75 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 75 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.
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】
(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
cardiac Troponin I (cTnI) 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.
【LIMITATIONS】
1. The Cardiac Troponin I Test Cassette (Whole Blood/Serum/Plasma) is for in vitro diagnostic use
only. This test should be used for the detection of Troponin I in whole blood, serum or plasma
specimens only. Neither the quantitative value nor the rate of increase in cTnI can be determined
by this qualitative test.
2. The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) will only indicate the
qualitative level of cTnI in the specimen and should not be used as the sole criteria for the
diagnosis of myocardial infarction.
3. The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) cannot detect less than
0.5ng/mL of 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 1 day 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.
7. The hematocrit of the whole blood should be between 25% and 65%.

【EXPECTED VALUES】
The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) has been compared with a
leading commercial cTnI Chemiluminescence immune assay, demonstrating an overall accuracy of
99.1%.
【PERFORMANCE CHARACTERISTICS】
Sensitivity and Specificity
The Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/Plasma) has been evaluated with a
leading commercial cTnI Chemiluminescence immune assay using clinical specimens. The results
show that the sensitivity of the Cardiac Troponin I Rapid Test Cassette (Whole Blood/Serum/ Plasma)
is 97.6% and the specificity is 99.4% relative to the Chemiluminescence immune assay.
Chemiluminescence immune
Method
Total
assay
Results
Results
Positive
Negative
Cardiac Troponin I Rapid
Test Cassette (Whole
Positive
83
2
85
Blood/ Serum/ Plasma)
Negative
2
358
360
Total Results
85
360
445
Relative Sensitivity: 97.6% (95%CI*:91.8%-99.7%)
*Confidence Intervals
Relative Specificity: 99.4% (95%CI*: 98.0%-99.9%)
Accuracy: 99.1% (95%CI*: 97.7%-99.8%)
Precision
Intra-Assay
Within-run precision has been determined by using 3 replicates of five specimens: a negative, cTnI
1.0ng/mL positive, cTnI 5.0ng/mL positive, cTnI 10ng/mL positive and cTnI 40ng/mL positive. The
negative, cTnI 1.0ng/mL positive, cTnI 5.0ng/mL positive, cTnI 10ng/mL positive and cTnI 40ng/mL
positive values were correctly identified >99% of the time.
Inter-Assay
Between-run precision has been determined by 3 independent assays on the same five specimens: a
negative, cTnI 1.0ng/mL positive, cTnI 5.0ng/mL positive, cTnI 10ng/mL positive and cTnI 40ng/mL
positive specimens. Three different lots of the Cardiac Troponin I Rapid Test Cassette (Whole
Blood/Serum/Plasma) have been tested over a 3-days period using negative, cTnI 1.0ng/mL positive,
cTnI 5.0ng/mL positive, cTnI 10ng/mL positive and cTnI 40ng/mL positive specimens. The specimens
were correctly identified >99% of the time.
Cross-reactivity
The Cardiac Troponin I 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, HBsAg,
HBsAb, HBeAg, HBeAb, HBcAb, Anti-Syphilis, Anti-Rheumatoid factor, Anti-HIV, Anti-H.pylori,
Anti-MONO IgM, Anti-CMV IgG, Anti-Rubella IgG and Anti-Toxoplasmosis IgG positive specimens.
The results showed no cross-reactivity.
Interfering Substances
The following potentially interfering substances were added to cTnI negative and positive specimens.
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.
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