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A rapid test for the qualitative detection of Chla mydia antigen in fe male cervical swab, male ureth ral 
swab and male urine specimens.  
For p rofessional in vitro diagnostic use only. 
【 INTENDED USE】  
The Chlamydia Rapid Test Cassette is a rapid chromato graphic immunoassay for the qu alitative 
detection of Chlam ydia trachomatis in fe male cervical swab, male u rethral swa b and  male u rine 
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 b odies (the infectious form ) and  reticulate or inclusion bodies (the 
replicating form). Chlam ydia trachomatis has both a high pre valence and asympt omatic carriage rate,  
with frequent  serious complications in both wo men and  neonates.  Complications of Chlam ydia 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 fro m 
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 ureth ral infections are asymptoma tic. Traditionally, Chlamydia infection has been diagnosed by 
detection of Chlamydia inclusions in tissue culture cells. Culture method is the most sensitive and 
specific laboratory metho d, but  it is labor intensive, e xpensive,  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 Chlam ydia 
antigen from female cervical swab, male urethral swab and male u rine specimens. 
【PRINCIPLE】  
The Chlamydia Rapid Test Cassette (Swab/Urine) is a qualitative, lateral flow immunoassay for the 
detection of Chlam ydia antigen f rom  female cervical, male uret hral and  male u rine. 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 antibod y to Chlamydia that is coated onto pa rticles. The mixture 
migrates up to  react  with the  antibody to Chlamydia  on the  memb rane a nd gene rates 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 p rocedural cont rol, a colored  line will always appear 
in the control line region, indicating that proper volume of specimen has been ad ded and me mbrane  
wicking has occurred.  
【REAGENT】  
The test contains Chlamydia antibody coated particles and Chlamydia antibodies coated on the 
membrane.  
【PRECAUTI ONS】  
1. For p rofessional in vitro diagnostic use only. Do not use after the e xpiration date.  
2. Do not eat, drin k or smo ke in the a rea whe re the specimens and kits are handled.  
3. Handle all specimens as if they contain infectious agents. Observe established precautions against 

microbiological hazards throughout the p rocedure and follow the standard procedu res for prope r 
disposal of specimens. 

4. Wear protective clothing such as laboratory coats, disposable gloves and e ye prot ection when  
specimens are assayed. 

5. The used test should be discarded according to local regulations. 
6. Humidity and tempe rature can ad ve rsely affect results. 
7. Do not use test if pouch is damaged. 
【STORAGE AND S TABILI TY】  
Store as pac kaged  in the  sealed pouch at  room  tempe rature o r refrigerat ed (2-30°C). The  test is stable 
through the  e xpiration date  printed  on the  sealed pouch. The test  must rem ain in the sealed pouch until 
use. DO NOT FREE ZE. Do not use be yond the e xpiration date .  
【SPECIMEN COLLECTI ON  AND P REPARATI ON】  
• The Chlamydia Rapid Test Cassette (S wab/Urine ) can be pe rformed  using female ce rvical swab,  

male urethral swab and male u rine specimens. 
• The quality of specimens obtained is of extreme importance. Detection of Chlamydia requires a  

vigorous and tho rough collection technique that provides cellular material rather than  just body fluids. 
• To collect Female Cerv ical Swa b Speci men:  

• Use the swab pro vided in the kit. Alternati vely, an y 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 e xtraction tube.  
• To collect Male Urethral S wab S pecime ns:  

• Standard plastic-or wire -shaft sterile swabs should be used fo r u rethral specimen collection. 
Instruct patients not to urinate for at least 1 hou r 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 e xtraction tube.  
• To collect Male Urine Speci mens:  

• Collect 15-30ml of clean first morning urine in a sterile urine cup. First morning urine specimens 
are prefe rred t o achieve the highest concentrations of Chlam ydia antigen.  

• Mix the u rine specimen b y inve rting container.  Transfer 10 ml of the  urine specimen into a  
centrifuge tube, add 10ml distilled water and centrifuge at 3,000 rpm fo r 15 minutes.  

• Carefully discard the supern atant, keep the tube in verte d and re move any supe rnatant f rom the rim 
of the tube by blotting onto absorbent pad.  

• If the test is to be conducted immediately, treat the u rine 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 transpo rt. The swab ma y be sto red fo r 4-6  hours at  room t emperatu re (15-30 ℃)  
or ref rigerated (2-8 ℃) f or 24 h ours . Do n ot free ze. All specimens should be allow to reach the room  
temperature (15 -30 ℃) befo re testing . 

 
 

【MATERI ALS】  
Ma terials Prov ided 

Ma terials Re quire d But Not Prov ide d 
• Urine cup (Fo r male urine specimens only)  • Positive control 
• Centrifuge tube (Fo r male urine specimens only) • Negative control  
• Sterile male urethral swabs • T imer 

【DIRECTIONS FOR USE】  
Allow the tes t, reage nts, swa b spe cime n, and/or c ontrols to reac h room temperature (15 -30℃ ) 
prior to tes ting.  
1. Remove the test cassette from the seal pouch and  use it as soon as possible. Best result will be 

obtained if the test is performed immediately afte r opening the foil pouch.  
2. Extract the Chlam ydia antigen according to the specimen type .  
• For Fe male Cerv ical or Male Urethral Swa b Speci me n:  

• Hold the reage nt 1 bottle vertically and add 5  drops of reage nt 1 (appro x. 300 ul) to the  ext raction 
tube. Reagent  1 is colorless. Immediately insert the swa b, compress the b ottom of  tube and  rotate  
swab 15 times. Let stand for 2 minutes.  

• Hold the reagent 2 bottle ve rtically add 6 drops  of rea gent 2 (appro x. 250ul ) to the e xtraction tube.  
The solution would turn  turbid. Compress the  bottle of  tube  and rotate t he swab  15 times until the  
solution turn clear with a slight green o r blue tint. If the swab is blood y, the color will turn yellow or 
brown. Let stand 1 minute. 

• Press the swab against the side of tube and withdraw the swa b while squeezing th e tube. Keep  as 
much liquid in the tube as possible. Fit the dropper tip on top of e xt raction tube.  

• For Male Urine Spe cime ns: 
• Hold the rea gent 2 b ottle ve rtically and add  6 dro ps of (a ppro x. 250ul ) reag ent 2 to  the u rine 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 (ap pro x. 300ul) reag ent 1 to the ext raction tube. 
Vertex o r tap the bot tom of the tube to mix the solution. Let stand for 2 minutes. 

• Fit the droppe r tip on top of the e xt raction tube.  
3. Place the test cassette on a clean and level surface. Add 3 full drops of the e xtracted solution (appro x.  

100ul) to the  specimen well of the test cassette, then start the time r. Avoid trapping air  bubbles in the  
specimen well. 

4. Wait for the color to appear. Read the result at 10 minutes; do not interp ret the result after 20 minutes.  
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
【 INTERP RE TATION OF RESULTS】  

(Please refer to the illustration above ) 
POSI TIVE:* Two li nes 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 col ored line appears in the control line regi on (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 a ppear. Insufficient specimen volume or incorrect p rocedural techniques 
are the  most likely reasons f or cont rol line failure. Review  the p rocedure  and  repeat  the  test with a  new  
test. If the problem persists, discontinue using the test kit immediately and contact your local distributor. 
【QUALI TY CONTROL】  
A procedural control is included in the test. A colored line appea ring in the control line re gion (C ) is 
considered an internal procedural control. It confirms sufficient specimen volume, adequate membrane  
wicking and correct procedu ral technique.   
Control standards are not supplied with this kit; however, it is recommended that positive and negative 
controls be tested as good laboratory p ractice to confirm the test procedu re and to ve rify p roper test 
performance.  
【LIMI TATI ONS】  
1. The Chlamydia Rapid Test Cassette (Swab/Urine) is fo r 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 b y this qualitative test.  

2. This test will only indicate the presence of Chlam ydia antigen in specimens from both viable and non -
viable Chlamydia. Perfo rmance with specimens other than female cervical swabs, male urethral  
swabs and male urine has not been assessed.  

3. Detection of Chlam ydia is dependent  on t he numb er o f organisms present in the  specimen. This can 
be affected b y specimen collection methods and patient  factors such as  age, history of Se xually 
Transmitted Diseases (STDs), presence of symptoms, etc. The minimum detection level of this test 
may va ry according to serova r. Therefore, th e test results should be interpreted in conjunction with 
other laborato ry and clinical data available to the physician.  

4. Therapeutic failure or success cannot be determined  as antigen ma y pe rsist following appropriate  
antimicrobial therapy.  

5. Excessive blood on the swab ma y cause false positive results. 

【EXPECTED VALUES】  
For women att ending STD clinics and other high-risk populations, the p re valence of Chlam ydia infection 
has been repeated  to bet ween 2 0% and 30 %. I n a  low-risk population such as  those patients atten ding 
obstetrics and gynecology clinics, the prevalence is approximately 5 % or less.  
Reports show that  for me n attending STD clinics, the prevalence of Chlam ydia infection is approximately 
8% in asymptomatic men and 11% in sympt omatic men.1,2 Normal carriage rates of Chlam ydia in 
asymptomatic men are less than 5%.3  
【PERFORMANCE CHARACTERIS TICS】  

Sensitiv ity 
The Chlamydia Rapid Test Cassette (Swab/Urine) has been e valuated with specimens obtained from  
patients of STD clinics. PCR is used as the reference method for the Chlam ydia 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 Chlam ydia Rapid Test 
Cassette (Swab/Urine) has a high sensitivity relative to P CR.   

Specifici ty 
The Chlamydia Rapid Test Cassette (Swab/Urine) uses an antibody that is highly specific for Chlam ydia 
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 Cerv ical Swab S pecime ns  
Me thod PCR Tota l 

Results  Chlamydia 
Rapid Tes t 
Cassette  

Results  Positive  Negative  
Positive 42 4 46 

Negative  3 156 159 
Tota l Res ults  45 160 205 

Relative Sensitivity: 93.3% (81.7 %-98.6 %)*  Relative Specificity: 97.5% (93.7 %-99.3 %)*    
Relative accuracy: 96.6 % (93. 1%-98.6%)*    *95% Confidence Intervals 

For Male Urethral Swa b Speci mens  
Me thod PCR Tota l 

Results  Chlamydia 
Rapid Tes t 
Cassette  

Results  Positive  Negative  
Positive 50 5 55 

Negative  8 115 123 
Tota l Res ults  58 120 178 

Relative Sensitivity: 86.2% (74.6 %-93.9 %)*  Relative Specificity: 95.8% (90.5 %-98.6 %)*    
Relative accuracy: 92.7 % (87. 8%-96.1%)*    *95% Confidence Intervals 

For Male Urine S pecime ns  
Me thod PCR Tota l 

Results  Chlamydia 
Rapid Tes t 
Cassette  

Results  Positive  Negative  
Positive 35 0 35 

Negative  2 60 62 
Tota l Res ults  37 60 97 

Relative Sensitivity: 94.6% (81.8 %-99.3 %)*  Relative Specificity: >99.9% (95.1 %-100%)*  
Relative Accuracy: 97.9 % (92.7 %-99 .7%)*   *95% Confidence Intervals 

Cross Reac tiv ity 
The antibody used in the Chlamydia Rapid Test Cassette (Swab/ Urine) h as been shown to detect all 
known Chlamydia se rova rs. Chlam ydia psittasi and Chlamydia pneu moniae strains have been tested  
with the Chlamydia Rapid Test Cassette (Swab/Urine), and we re 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 Gardne rella vaginalis  
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• Test Cassette • Extraction tube  
• Extraction reage nt 1 (0.2 M Na OH) • Sterile female cervical swabs 
• Extraction reage nt 2 (0.2 M HCl) • Workstation  
• Package insert  • Droppe r tip 
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