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                Package Insert 

REF IHP-401 English 
A rapid test fo r the  qualitative detection of antibodies to Helicobacter pylori (H. pylori)  in whole blood, 
serum or plas ma.  
For p rofessional in vitro diagnostic use only. 
【INTENTED USE】 
The H. pylori Antibody Rapid Test Dipstick (Whole Blood/Serum/Plasma) is a rapid chromatographic 
immunoassay for the qu alitative detection of  antibodies to H.  pylori in whole blood, serum,  or plasma 
to aid in the diagnosis of H. pylori infection. 
【SUMMARY】 
H. pylori is a small, spiral-shaped bacterium that lives in the surface of the stomach and du odenum. It  
is implicated in the etiology of a variet y of gastrointestinal diseases, including duodenal and gastric 
ulcer, non-ulcer d yspepsia and active and ch ronic gastritis.1,2 Both invasive and non-in vasive meth ods 
are used to  diagnose H. pylori infection in patients with symptoms of gast rointestinal disease. 
Specimen dependent and costly invasive diagnostic methods include gastric or duodenal biopsy 
followed by u rease testing (p resumptive ), culture, and/o r 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 de velop  antibodies which 
correlate strongl y with histologically confirmed H.  pylori infection.6,7,8 The H. pylori Antibody Rapid 
Test Dipstick (Whole Blood/Serum/Plasma) is a simple test that utilizes a combination of H. Pylori 
antigen coated particles and anti-human Ig G to  qualitatively and selectively detect H. pylori antibodies 
in whole blood, serum, or plasma.  
【PRINCIPLE】 
The H. pylori Antibody Rapid Test Dipstick (Whole Blood/Serum/Plasma) is a qualitative membrane 
based immunoassay for the detection of H. pylori antibodies in whole blood, seru m, or plasma. In this 
test procedure, anti-h uman Ig G is immobilized in the test line region of the test. After specimen is 
added to the specimen area of the strip, it reacts with H. pylori antigen coated particles in the test. 
This mixture migrates chromatographically along the length of the test and interacts with the 
immobilized anti-human IgG. If the specimen contains H. pylori antibodies, a colored line will appear 
in the test line region indicating a positive result. If the specimen does not contain H. pylori antibodies, 
a colored line will not appear in this region  indicating a negative result. To serve as a  procedu ral 
control, a colored line will always appear in the control line region, indicating that proper volume of  
specimen has been added and membrane wicking has occurred.  
【REAGENTS】 
The test contains H. pylori antigen coated particles and anti-human IgG coated o n the memb rane.  
【PRECAUTIONS】 

• For p rofessional in vitro diagnostic use only. Do not use after the e xpiration date.  
• Do not eat, drin k or smo ke in the a rea whe re the specimens or kits are h andled.  
• Do not use test if pouch is damaged 
• Handle all specimens as if they contain infectious agents. Observe established precautions 

against microbiological hazards th roughout testing and  follow the standa rd procedu res 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 tempe rature can ad ve rsely affect results. 

【STORAGE AND STABILITY】 
Store as pac kaged in th e sealed pouch at  room  tempe rature  or ref rigerated  (2 -30°C).  The test is 
stable through the expiration date p rinted on the sealed pouch. The test must remain in the sealed 
pouch until use. DO NOT FREEZE. Do not use beyo nd the e xpiration date.  
【SPECIMEN COLLECTION  AND PREPARATION】 
• The H. pylori Antibody Rapid Test Dipstick can be performed  using whole blood (fro m ve nipuncture 

or fingerstick) serum or plasma.  
• To collect Fingerstic k Whole Blood speci mens:  

• Wash the patient’s hand with soap and warm wat er o r clean with an alcohol swab. Allow to dry.  
• Massage the hand without touching the puncture site b y rubbing do wn the hand t owards 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 f rom wrist to  palm to  finger t o fo rm a  roun ded d rop of  blood o ve r the  

puncture site. 
• Add the Fingerstick Whole Blood specimen to the test by using a capillar y tube:  

• Touch the  end  of  the  capillary tube  to  th e blo od u ntil filled to app ro ximatel y 7 5 µL.  Avoid 
air bub bles.  

• 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 ha ngi ng drops :  
• Position the patient’s finger so that  the  drop  of blood  is just above  the  specimen area  of the  

test dipstick. 
• Allow 3 hanging d rops of  fingerstick whole blood to  fall into the  center of the  specimen area  

on the test dipstick, o r mo ve the patient’s finger so that the  hanging d rop t ouches the center 
of the specimen area. Avoid touching the finger di rectly to the specimen area.  

• Separate serum  or plasma f rom 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 roo m tempe ratu re fo r p rolonged pe riods. Serum  and  plasma specimens may be  
stored at 2-8°C for up to 3 da ys. 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 f reeze  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 mixe d well prior to testing. Specimens should not be frozen and thawed repeat edly.  

• If specimens are to be shipped, they should be packed in compliance with local regulations 
covering the transportation of etiologic agents. 

【MATERIALS】 
Ma terials pr ov ided 

• Test dipsticks          • Droppe rs          • Buffe r           • Package insert            • Test cards  
 

Ma terials required but not prov ided 
• Specimen collection containers                                          • Cent rifuge    
• Lancets (for finge rstick whole blood only)                         • T imer               
• Heparinized capillary tubes and dispensing bulb (for fingerstick whole blood only) 
【DIRECTIONS FOR USE】 
Allow the  test, s pec imen,  buffer a nd/or  c ontr ols  to r eac h r oom tempera tur e (15 -30° C) prior  
to tes ti ng.  
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 le vel 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 Plas ma specimen:  
• Hold the d roppe r vertically and  transfe r 3 drops of ser um or pl asma (a ppro ximately 75µL) to  

the specimen area of test dipstick and start the timer. See illustration below.  
For Venipunc ture Whole Bl ood specimen:  
• Hold the dropper vertically and transfer 3 drops of whole  bl ood (approximately 75µL) to the  

specimen area, then add 1 drop of buffer (app roximatel y 40µL), and start the timer. See 
illustration below. 

For Fingerstick W hole Blood specimen:  
• To use a capillary tube: Fill the capillary tube and  tra nsfer approxi matel y 75µ L of fingerstick  

whole bl ood speci men to the specimen area of test dipstick, then add 1 drop of buffer  
(appr oximatel y 40 µ L) and start the time r. See illustration below. 

• To use hanging drops: Allow 3 hanging drops of fi ngers tick whole bl ood specimen 
(appro ximately 75 µL) to  fall into the  specimen area  of test dipstick, then add 1 dr op of buffer  
(appr oximatel y 40 µ L) and start the time r. See illustration below. 

3. Wait for the colored line(s) to appea r. Rea d resul ts a t 10 minute s.  Do no t interpret  the result after 
20 minutes. 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
【INTERPRETATION OF RESULTS】 

(Please refer to the illustration above ) 
 POSI TIVE:* Two dis tinc t c olored line s 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 dep ending on the concentra tion of 
H.pylori antibod y p resent in th e specimen. Therefore, an y shade  of color in th e test region (T) should 
be considered positive. 
NEGATIVE: One c olore d li ne a ppears  in the c ontrol re gion (C). No appa rent colored line appea rs 
in the test region (T).  
INVALID: Control li ne fails to a ppe ar. Insufficient specimen volume or incorrect procedural 
techniques are the most likely reasons for control line failure. Review the procedu re and repeat the  
test with a new test dipstick. If the problem persists, discontinue using the test kit immediately and 
contact your local distributor. 
【QUALITY CONTROL】 
A procedural control is included in the test. A colored line appearing in the control region (C) is the 
internal procedural control. It confirms sufficient specimen volume and correct procedural technique. 
Control standards are not supplied with this kit; however, it is recommended that p ositive and negative  
controls be tested as a good laborat ory practice to confirm the  test procedure and to ve rify p roper test 
performance.  
【LIMITATIONS】 
1. The H. pylori Antibody Rapid Test Dipstick (Whole Blood/Serum/Plasma) is for in vitro diagnostic 

use only. The test should be used for the detection of H. pylori antibodies in whole blood, serum or 
plasma specimens only. Neither the quantitative value no r the rate of increase in H. pylori antibody 
concentration can be determined b y this qualitative test. 
2. The H. pylori Antibod y Rapid Test Dipstick (Whole  Blood/Serum/Plasma) will only indicate the  
presence of H. pylori antibodies in the specimen and should not be used as the sole criteria for the 
diagnosis of H. pylori infection. 
3. As with all diagnostic tests, all results must be interpreted together with other clinical information 
available to the physician. 
4. If the test result is negative and clinical symptoms persist, additional testing using other clinical 
methods is recommended.  A negati ve result does not  at an y time preclude the possibility of H.  pylori 
infection. 
【EXPECTED VALUES】 
The H. pylori Antibody Rapid Test Dipstick (Whole Blood/Serum/Plasma) has been comp ared with 
Culture/Histology, demonst rating an overall accuracy of 94.6 %.  
【PERFORMANCE CHARACTERISTICS】 

Clinical Se nsitiv ity, Speci fici ty and Acc urac y 
The H. pylori Antibody Rapid Test Dipstick (Whole Blood/Serum /Plasma) has been e valuated with 
specimens obtained from a population of symptomatic and asymptomatic individuals who presented 
for endoscopic examination. Biopsy (Culture ) served as the refere nce method fo r the H. pylori 
Antibody Rapid Test Dipstick (Whole Blood/Serum/Plasma). Histology and a Rapid Urease Test (RUT) 
were perfo rmed on all negative culture specimens. The specimen was considered positive if Culture 
was positive. The specimen was also considered positive if the Culture was negative, but both  
Histology and RUT were  positive. The result shows that t he sensitivity of t he H. pylori Antibody Rapid 
Test Dipstick (Whole Blood/Serum/Plasma) is 96.8% and the specificity is 93% relative to 
Biopsy/Histology/RUT. 

H. pylori Antibody Rapi d Tes t Di pstick v s. Biops y/His tol ogy/RUT 
Me thod Biops y/ Histology/RUT Tota l Res ults  

 
H.pylori Rapid 
Test Dipstick 

Results Positive  Negative  
Positive 150 15 165 
Negative  5 200 205 

Total Results 155 215 370 
Relative Sensitivity: 96.8% (95 %CI*: 92.6 %-98.9 %)          *Confidence Interval 
 Relatively Specificity: 93.0% (95 %CI*: 88. 8%-96.0%) 
Accuracy: 94.6% (95%CI*: 91.8%-96.7 %)              

Precision 
Intra-Assa y 

Within-run precision has been dete rmined b y using 10 replicates of four specimens: a negati ve, a low  
positive, a medium positive and  a high p ositive. The negative,  low positive, me dium positive and high 
positive values were correctly identified >99% of t he time.  

Inter-Assa y 
Between-run precision has been determined by 10 independent  assays on t he same fou r specimens: 
a negative,  a low  positive, a  medium  positive and  a high  positive. Three  different  lots of the  H.  pylori 
Antibody Ra pid Test Dipstick (Whole Blood/Se rum/Plasma) ha ve  been tested using negati ve, low  
positive, medium positive and high positive specimens. The specimens were correctly identified >99% 
of the time 

Cross-reac tiv ity 
Sera containing kn own am ounts of an tibodies to H. pylori ha ve  been tested  with He patitis A, B, C, E,  
HIV and Syphilis. No cross-reactivity was observed, indicating that the H. pylori Antibody Rapid Test 
Dipstick (Whole Blood/Serum/Plasma) has a high degree of specificity for antibodies to H. pylori. 

Interferi ng S ubs tance s  
The H. pylori Antibody Rapid Test Dipstick (Whole Blood/Serum/Plasma) has been  tested for p ossible 
interference from visibly hemolyzed and lipemic specimens, as well as serum specimens containing 
high bilirubin levels. In addition, no interference was observed in specimens containing up to 1,000 
mg/dL hemoglobin; up to 1,000 mg/ dL bilirubin; and up to 2,000 mg/dL human serum albumin.  
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