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PURPOSE
The purpose of this procedure is to provide instructions on how to properly collect specimens using the BreathTek UBT for H. pylori Kit  and how to send the samples to the various reference laboratories that will analyze the samples.  The kit is intended for use in the qualitative detection of urease associated with H. pylori in the human stomach and is indicated as an aid in the initial diagnosis and post-treatment monitoring of H. pylori infection in adults, and pediatric patients 3 to 17 years old. 
PRICIPLE

The measured difference between the ratios of 13CO2/12CO2 values before and after administration of Pranactin-Citric solution is referred to as Delta over Baseline (DOB). DOB is the primary outcome measure reported in adults. It is known that the measured Delta over Baseline (DOB) is a function of anthropometric variables, which determine the rate of CO2 production. 

STORAGE
The BreathTek UBT Kit should be stored at 15°-30°C (59°-86°F). Pranactin-Citric has an expiration date of 48 months at 15°-30°C (59°-86°F). Do not use beyond the expiration date stated on the label.
PATIENT PREPARATION
1.  Remind the patient that Pranactin-Citric contains phenylalanine (one of the protein    

     components of Aspartame). Phenylketonurics restrict dietary phenylalanine.
2. The patient should have fasted at least 1 hour before administering the BreathTek UBT.
3. The patient should not have taken antimicrobials, proton pump inhibitors (PPIs), or bismuth 
     preparations within 2 weeks prior to administering the BreathTek UBT. If PPIs are used within 
     2 weeks of BreathTek UBT testing, false negative test results may occur, and the test should 
    be repeated 2 weeks after discontinuation of PPI treatment. A positive result for a patient on 
    PPI could be considered positive and be acted upon.

MATERIALS

Each sealed single-patient BreathTek UBT Kit contains:
– One (1) “How To” guide
– Test instructions
– One (1) pouch of Pranactin-Citric powder (3 g)
– A set of four (4) self-adhesive bar-code stickers. All bar-codes should bear the same number.
– Two (2) breath collection bags, one (1) blue bag for the BASELINE sample and one (1) pink 
    bag for the POST-DOSE sample.– One (1) sample transport bag
– One (1) plastic straw
– One (1) plastic drinking cup
Materials needed but not provided
• A timer capable of timing an interval up to 15 minutes
PROCEDURE FOR COLLECTING BREATH SAMPLES

             Time intervals listed in the following step-by-step procedure are critical
1. Verify that the patient has been prepared for the test as specified in ‘Patient Preparation’.
2. Open the BreathTek UBT Kit, which should contain all the materials listed in ‘Materials.  Label each 
     breath collection bag with patient identification 
3. Collect the BASELINE breath sample according to the following procedure:
a. Pick up the blue breath collection bag.
b. Remove the pull-off cap from the mouthpiece of the breath collection bag.
c. Instruct the patient to: (1) breathe normally; (2) take a deep breath then pause 
    momentarily; (3) exhale into the mouthpiece of the bag.
d. Replace the cap firmly until it clicks on the mouthpiece of the bag.
4. Prepare the Pranactin-Citric solution no more than 60 minutes before administering it to the 
    patient. Urea slowly decomposes in water.
a. Pick up the Pranactin-Citric pouch. Tap the upright packet of Pranactin-Citric to settle 
    the contents in the bottom half.
b. Tear off the top of the packet and carefully empty the contents into the drinking cup 
     provided, making sure to transfer all of the contents by tapping on the bottom of the 
     pouch.
c. Add drinking water to the fill line indicated on the outside of the cup by a raised plastic 
    ridge.
d. Replace the lid securely and swirl the mixture for up to 2 minutes to dissolve the 
     packet contents; typically, only 1 minute is required for complete dissolution. 
Note: The resulting drug solution should be clear with no particulate matter. If particulate matter is present after thorough mixing, the drug solution should not be used.
5. Instruct the patient, including pediatric patients aged 3-17 regardless of age and body weight, 
     to drink all of the drug solution with the straw provided, without stopping. Advise the patient 
    NOT to ‘rinse’ the inside of his/her mouth with the drug solution before swallowing. Discard 
    the straw after the patient has finished drinking the drug solution.
6. Set the timer for 15 minutes. The patient should sit quietly and should not eat, drink or smoke 
    during the 15 minute interval.
7. After 15 minutes have elapsed, pick up the pink breath collection bag. Collect the POST-DOSE 
    breath sample according to the procedure described in Steps 3, a – d

8. Package the 2 bags together and send to the reference lab using the same process the same 

     other specimens
             9. Specimens are stored at room temperature (15°-30°C / 59°-86°F).
WARNINGS AND PRECAUTIONS

For in vitro diagnostic use only. The Pranactin-Citric solution is taken orally as part of the BreathTek UBT for H. pylori Kit.
· Phenylketonurics: Contains Phenylalanine (one of the protein components of Aspartame), 84 mg per dosage unit. (For reference, 12 ounces of typical diet cola soft drinks contain approximately 80 mg of Phenylalanine.)

· Blood glucose: Use with caution in diabetic patients. Pranactin Citric contains Aspartame.

· A negative result does not rule out the possibility of H. pylori infection. False negative results do occur with this procedure. If clinical signs are suggestive of H. pylori infection, retest with a new sample or an alternate method.

· False negative test results may be caused by:

1.  Ingestion of proton pump inhibitors (PPIs) within 2 weeks prior to performing the BreathTek     

     UBT. If a negative result is obtained from a patient ingesting a PPI within 2 weeks prior to the 
     BreathTek UBT, it may be a false-negative result and the test should be repeated 2 weeks after 
     discontinuing the PPI treatment. A positive result for a patient on a PPI could be considered 
     positive and be acted upon. 
2.  Ingestion of antimicrobials, or bismuth preparations within 2 weeks prior to performing the 
     BreathTek UBT
3.  Premature POST-DOSE breath collection time for a patient with a marginally positive 
     BreathTek UBT result
4.  Post-treatment assessment with the BreathTek UBT less than 4 weeks after completion of 
      treatment for the eradication of H. pylori.
· False positive test results may be caused by:

1.  Urease associated with other gastric spiral organisms observed in humans such as Helicobacter heilmannii.
2.  Achlorhydria.9
· If particulate matter is visible in the reconstituted Pranactin-Citric solution after thorough mixing, the solution should not be used.

· Hypersensitivity: Patients who are hypersensitive to mannitol, citric acid or Aspartame should avoid taking the drug solution as this drug solution contains these ingredients. Swollen lip and rash were reported in the pediatric clinical studies.

· Risk of Aspiration: Use with caution in patients with difficulty swallowing or who may be at high risk for aspiration due to medical or physical conditions.

· Pregnancy: No information is available on use of the Pranactin-Citric solution during pregnancy.

· For pediatric test results, the UHR results must be calculated. The DOB results are only used to calculate the UHR metrics to determine H. pylori infection in pediatric patients. DOB results cannot be used to determine the infection status of pediatric patients.

· Safety and effectiveness has not been assessed in children below the age of 3 years
ADVERSE EVENTS

Adults-Postmarketing Experience
During post-approval use of the BreathTek UBT, the following adverse events have been identified: anaphylactic reaction, hypersensitivity, rash, burning
sensation in the stomach, tingling in the skin, vomiting and diarrhea. Because these reactions are reported voluntarily from a population of uncertain size, it is not always possible to establish a causal relationship to drug exposure.
Pediatrics-Clinical Experience
In two clinical studies conducted on 176 (analyzed) pediatric patients ages 3 to 17 years to determine the initial diagnosis and post treatment monitoring of H. pylori infection, the following adverse events experienced by ≥1% of these patients were: vomiting (5.1%), oropharyngeal pain (4.5% to include throat irritation, sore throat, throat burning), nausea (2.3%), restlessness (2.3%), stomach ache/belly pain (1.1%), and diarrhea (1.1%). Most of the adverse events were experienced by the patients within minutes to hours of ingestion of the Pranactin-Citric solution.
LIMTATIONS
· The BreathTek UBT should not be used until 4 weeks or more after the end of treatment for the eradication of H. pylori as earlier post-treatment assessment may give false negative results.

· The performance characteristics for initial diagnosis and post-treatment monitoring for pediatric patients < 3 years of age have not been established for this test.

· The specimen integrity of breath samples and reference gases stored in breath bags under ambient conditions has not been determined beyond 7 days.

· A correlation between the number of H. pylori organisms in the stomach and the BreathTek UBT result has not been established.

· Do not use DOB to determine the H. pylori positive or negative results in pediatric patients. Use the web-based pUHR-CA to calculate the UHR to obtain pediatric test results.

             Go to: https://pUHRCA.Otsuka-Us.com/pUHR-CA
· The web-based pUHR-CA to calculate the UHR to obtain pediatric test has only been tested with Firefox and Internet Explorer.

· No information is available in using POCone Infrared Spectrophotometer in analyzing pediatric 
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