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Heparin Binding Protein Detection Kit

 (Fluorescence Dry Quantitative Immunoassay)

 Instructions for use

PRODUCT NAME

Heparin Binding Protein Detection Kit (Fluorescence Dry Quantitative Immunoassay)
PACKING SPECIFICATIONS   
10 Test/Kit, 20 Test/Kit, 40 Test/Kit, 100 Test/Kit, 25 Test/Kit, 
INTENDED USE

Heparin Binding Protein Detection Kit (Fluorescence Dry Quantitative Immunoassay) is intended for quantitatively measuring the concentration of Heparin binding protein (HBP) in human plasma.

 Elevated plasma concentrations of heparin-binding proteins correlate with the severity of severe sepsis and septic shock.
PRINCIPLE
The Heparin Binding Protein Detection Kit (Fluorescence Dry Quantitative Immunoassay) is based on fluorescence immunoassay technology. It uses a double-antibody sandwich method to mix the sample to be tested with the detection buffer and the fluorescent labeled antibody binds to the HBP antigen. After the sample mixture is added to the wells in the strip, it is diffused into the nitrocellulose membrane by capillary action and captured by the paired antibody immobilized on the membrane. Thus, the amount of complex deposited on the test strip is directly proportional to the amount of antigen contained in the sample. The intensity of the fluorescent antibody reflects the amount of the antigen that was captured and then the concentration of the antigen in the sample was determined by immunoassay analysis. The value shown in the quality control area (C) is the determination of the effectiveness of the reagents, whether there are sufficient samples and whether the chromatographic process is normal, and also as the internal control standard of the reagents.

KIT COMPONENTS 

	Kit Components
	Composition
	Packing Specifications

	
	
	10  Test/Kit
	20  Test/Kit
	40  Test/Kit
	100  Test/Kit
	25

Test/Kit

	Test Device
	HBP monoclonal antibody
	10Tests×1
	20Tests×1
	20Tests×2
	20 Tests×5
	1Test×25

	
	Goat anti-rabbit IgG
	
	
	
	
	

	
	Nitrocellulose membrane
	
	
	
	
	

	Detection Buffer
	Fluorescently labeled HBP monoclonal antibody
	2.5mL/ bottle×1
	4.0mL/ bottle×1
	7.0mL/ bottle×1
	16.0mL/ bottle×1
	0.15 mL/ tube×25

	
	Fluorescently labeled Rabbit IgG
	
	
	
	
	

	
	Phosphate buffer（pH 7.4）
	
	
	
	
	

	Calibration Curve(QR code)
	Lot number information/ Calibration Curve
	1
	1
	2
	5
	1
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NOTE:
1. MATERIALS REQUIRED BUT SUPPLIED ON DEMAND

Test tube rack, plates, tips, pipettor. 

2. Do not interchange the test components from different lots.
STORAGE AND STABILITY

Store the Detection Buffer at 2°~8°C. The detection buffer is stable for up to 12 months. 

Store the Test Device at 4°C～30°C within sealed pounch.. The Test Device is stable for up to 12 months.

When applied to the Jet-iStar 1000 Analyzer, please do not open the packaging of each component when it is not in use. When it is opened, put it into the instrument immediately. It can be stable for 7 days after be opened and stored in the instrument.

When applied to the Jet-iStar 800 Analyzer or Jet-iStar 800Plus Analyzer or Dry Fluorescence Immunoassay Analyzer(FIC-Q100), please do not open the packaging of each component when it is not in use. When it is opened, please use it immediately.

Please refer to the packing of the product for the manufacture date and expiration date.

INSTRUMENTS APPLICATION

Jet-iStar 1000 Analyzer or Jet-iStar 800 Analyzer or Jet-iStar 800Plus Analyzer produced by Joinstar Biomedical Technology Co.,Ltd.;

Dry Fluorescence Immunoassay Analyzer（FIC-Q100) produced by Suzhou Helmen Precision Insturments Co.,Ltd.
SAMPLE COLLECTION AND PROCESSING

 The Heparin Binding Protein Detection Kit (Fluorescence Dry Quantitative Immunoassay) is suitable for plasma samples isolated from vacuum blood collection tubes with sodium citrate (diluted 1:9). Plasma samples are best separated within 2 hours and must be separated within 6 hours.

 The plasma can be stored at 2°C ~ 8°C for 1 week, and for long time storage, it should be stored at -20°C or -70°C and below. It can be stored at -20°C for 6 months. 

 The thawed sample must be thoroughly mixed and returned to room temperature before use. Avoid repeated freezing and thawing. The plasma sample can be frozen and thawed only once.

 Severe hemolysis or turbid samples can not be used.

 If the sample needs to be transported, please pack and transport it under refrigeration.

 Interference substances: When the interfering substances are less than the concentrations listed in the following table, there is no obvious effect on the test results.
	Interfering substances
	Concentration

	Hemoglobin in plasma after hemolysis
	4.0mg/mL

	Triglyceride
	8.5 mg/mL（26.94mmol/L）

	Bilirubin
	0.2 mg/mL（34.2μmol/L）


 Drug interference: When the interfering substances are less than the concentrations listed in the following table, there is no obvious effect on the test results.
	Drug name
	Concentration

	Imipenem
	1.18mg/mL

	Cefotaxime
	0.9mg/mL

	Vancomycin
	3.5mg/mL

	Penicillin G
	0.4mg/mL

	Dopamine
	0.145 mg/mL

	Norepinephrine
	2μg/mL

	Dobutamine
	11.2μg/mL

	Furosemide
	0.02 mg/mL

	Heparin
	16.3IU/mL


TESTING PROCEDURE

a. Jet-iStar 1000 Analyzer
1. Boot, check the test device, detection buffer, plates and tips are adequate. 

2. Placed the specimens on different test tube stands according to the type of specimen, it is required that the specimen bar code is flat and exposed, so that the instrument can automatically read the code; If the laboratory Information Management system list is not connected with the laboratory information management system, and the task is added manually, and the type of test tube rack, test tube number and test items are input according to the requirements.. 

3. Entering, changing(or default) information on the instrument touch screen. 

4. The instrument automatically scans sample ID, absorbs samples, dilutes sample with buffer, incubates with samples, detects and interprets, and outputs the results. 

5. The QR code included in the kit contains the calibration curve of the product. The data is automatically imported into the computer after scanning the code, without changing the batch number of the reagent without each scan, if the machine is shut down and restarts, the code must be re-scanned. 

6. Other project management actions, error tips, troubleshooting please refer to the Jet-iStar 1000 analyzer instructions. 

b. Jet-iStar 800 Analyzer

1. Allow the plate, buffer, and test sample to equilibrate to room temperature prior to testing.

2. Open the analyzer, scan the product QR code, and confirm the project and product basic information (batch number, expiration date, etc.) on the instrument display.

3. Open the Test Device package, take out the reaction plate and place it on a clean and flat table. Pipette the sample to be tested (50 μL of plasma), add it to the test buffer tube, and mix well. Pipette 100 μL of the mixture to be added vertically to the well of the reaction plate and start timing. After 18 minutes, insert the reaction plate into the load-bearing area of the instrument, select the sample type, and click “Quick Test”, the instrument will automatically scan the reaction plate.

4. Read/print the test results from the display screen of the analyzer.

5. Other project management actions, error tips, troubleshooting please refer to the Jet-iStar 800 Analyzer instructions.

c. FIC-Q100 Analyzer
1. Allow the plate, buffer, and test sample to equilibrate to room temperature prior to testing.

2. Open the analyzer, scan the product QR code, and confirm the project and product basic information (batch number, expiration date, etc.) on the instrument display.

3. Open the reaction plate package, take out the reaction plate and place it on a clean and flat table. Pipette the sample to be tested (50 μL of plasma), add it to the test buffer tube, and mix well. Pipette 100 μL of the mixture to be added vertically to the well of the reaction plate and start timing. After 18 minutes, insert the reaction plate into the load-bearing area of the instrument, select the sample type, and click “Quick Test”, the instrument will automatically scan the reaction plate.

4. Read/print the test results from the display screen of the dry fluorescence immunoassay analyzer.

5. Other project management actions, error tips, troubleshooting please refer to the FIC-Q100 Analyzer instructions.

d. Jet-iStar 800Plus Analyzer
1. Allow the plate, buffer, and test sample to equilibrate to room temperature prior to testing.
2. Open the analyzer, scan the product QR code, and confirm the project and product basic information (batch number, expiration date, etc.) on the instrument display.
3. Open the Test Device package and take out the Test Device. Pipette 50μL of plasma sample into the assay buffer tube and mix well. Pipette 100 μL of the mixture to be added vertically to the well of the Test Device and start timing. After 18 minutes, select the sample type, insert the Test Device into the bearing area of the instrument,the instrument will automatically scan the Test Device.
4. Read/print the test results from the display screen of the Analyzer.
5. Other project management actions, error tips, troubleshooting please refer to the Jet-iStar 800Plus Analyzer instructions.
CALIBRATION PROCEDURE

The QR code attached to the kit include the calibration information of the product, it doesn’t need additional calibration.

▲Refer to the Jet-iStar 1000 Analyzer, Jet-iStar 800 Analyzer,Jet-iStar 800Plus Analyzer or FIC-Q100 Analyzer instruction for detailed procedures.
QUALITY CONTROL PROCEDURES

Use quality controls that have already been listed for quality control to ensure the validity of test results and the accuracy of patient results. It is recommended that each laboratory establish its own quality control or use commercial controls.

REFERENCE RANGE
HBP concentrations were measured in 160 healthy human plasma samples (80 males (16-68 years old) and 80 females (18-64 years old)). The data was analyzed by the percentile method. The upper limit of the 95% confidence interval of the heparin-binding protein assay kit (Fluorescence Dry Quantitative Immunoassay) was 11.40 ng/mL and the reference range was determined to be less than or equal to 11.40 ng/mL.

Due to differences in geography, race, gender and age, we recommend that each laboratory establish its own reference value.

INTERPRETATION OF TEST RESULTS

The analyzer（Jet-iStar 1000 Analyzer, Jet-iStar 800 Analyzer, Jet-iStar 800Plus Analyzer, FIC-Q100) will automatically calculate and output the test results. The reportable range for product testing was 5.90 ng/mL to 300.00 ng/mL, when the samples concentration is below 5.90 ng/mL, it shows “<5.90 ng/mL” and when the concentration is above 300.00 ng/mL, it shows “>300.00 ng/mL”. For more information, refer to the Analyzer Operation Manual.

HBP can be used to assist in the diagnosis of sepsis. The test results need to be combined with other clinical and laboratory data to evaluate.

LIMITATIONS

The effective test results of this experiment require the kits and corresponding test samples stored as required.
2. Any anticoagulants other than sodium citrate (1:9 dilution) should be avoided.
3. Cross-reactivity: there is no cross-react with human anti-mouse antibody (HAMA).
4. Hook effect: No hook effect was observed at concentration up to 1000 ng / mL.

5. Other factors may also cause errors in the assay kit test results. These factors include technical reasons, operational errors, and other sample factors.

6. Different brands of anticoagulant tubes have different levels of destruction of leukocytes during sample centrifugation, which may affect the detection results. It is recommended to use BD’s anticoagulant vacuum blood collection tubes for HBP sample collection. It is also recommended that hospitals conduct verification of other brands of anticoagulation vacuum blood collection tubes.

7. HBP comes from neutrophils, if the patient has leukemia or the number of white blood cells is too low, may affect the test results, ask the doctor to explain according to clinical indications or other laboratory indicators.

8. Some non-infectious diseases, such as burns, cardiogenic shock, pancreatitis, trauma, cardiac arrest, transfusion-related acute lung injury may lead to abnormal HBP test results, ask the doctor according to clinical indications or other laboratory Explanation of indicators.

9. The test result of this reagent is based on the normal hematocrit. For the sample with abnormal hematocrit, the test results need to be converted and corrected.

10.Since rabbit derived antibody is used as the quality control system of the product, if the test sample contains rabbit derived protein, the detection result will be higher or "-"; it is recommended to confirm that the sample does not contain rabbit derived protein substance before using the product for detection.
 PERFORMANCE CHARACTERISTICS

Appearance and traits

The kit is complete and the components are not damaged;

No leakage of liquid components, no precipitate or floc.

2.  Accuracy: recovery between 85%~115%.  

3.  LLD: ≤5.90 ng /mL .

4.  Linearity:

From 5.90 ng/mL ~ 300.00 ng/mL, r≥0.9900.

5   Precision

Intra-assay: CV≤10.0%.

    Inter-assay: CV≤15.0%.


[image: image4.png]


 WARNINGS AND PRECAUTIONS

1. For in vitro diagnostic use only.

2. The storage, transportation and operation of the kit should comply with the requirements in the manual, otherwise there will be potential for influencing the test results.

3. Do not freeze reagents.

4. Reagent to avoid contamination.

5. There is animal-derived protein material in the kit, so the used product should be treated as bio-waste.

6. The used of cartriage and plates for blood samples is potentially infective. These should be treated according to laboratory biosafety requirements based on biohazardous substances.

7. Use quality control products for quality control to ensure the validity of the test results and the accuracy of patient results. If quality control of the kit is required, we recommend the use of commercial quality controls.

8. This product uses sodium azide as a preservative, do not swallow or contact skin, mucous membranes.

9. The HBP Detection Kit can only be tested with Jet-iStar 1000 Analyzer, Jet-iStar 800 Analyzer, Jet-iStar 800Plus Analyzer or FIC-Q100 Analyzer. Tests require professionally trained people to operate in the laboratory. Samples are collected by professional medical personnel.  

10. Do not use the Test Device if the pouch is damaged or the seal broken.
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Note:Please refer to the table below to identify various symbols.
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	Read instructions for use
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	Use by

	
[image: image8.png]



	Batch code
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	Caution
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	Manufacturer
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	Authorized representative of the European Community
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	In vitro diagnostic medical device
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	Temperature limit

	
[image: image16.png]



	Do not reuse
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	This product fulfills the requirements of the Directive 98/79/EC on in vitro diagnostic medical device
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	Tests per kit
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Joinstar Biomedical Technology Co.,Ltd.


Address:10th Floor ,Administration Building, NO.519,XingGuo RD.,Yuhang Economic and Technological Development Zone, Hangzhou , Zhejiang, China, 311188


E-mail: market@joinstar.cn


Tel: 0086-571-89023160


Fax: 0086-571-89028135








Lotus NL B.V.  


Address: Koningin Julianaplein 10, le Verd 2595AA,


The Hague, Netherlands


E-mail: peter@lotusnl.com


Tel: +31644168999
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