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Lupus anticoagulant assay kit 

(Classification No.: 30587000) 

 

Coagpia LA 
 

General Precautions                            

1. This product is for in vitro diagnostic use, and 

must not be used for any other purposes. 

2. Clinicians should make a comprehensive clinical 

decision based on assay results in conjunction with 

clinical symptoms and other examination results. 

3. For the effects of an administered drug on the 

measured value, carefully read the Precautions for 

Use in the package insert of the drug, especially 

the section about the effects on laboratory test 

results. Please also read carefully the “2. 

Interfering Substances,” in the “Procedural 

Precautions” section, as well as “3. Precautions for 

Assessment” in the “Assessment of Assay Results” 

section, of this package insert. 

4. This product should be used only as directed in this 

package insert. Reliability of results cannot be 

guaranteed if there are any deviations from the 

instructions in this package insert. 

5. If the reagent accidentally comes in contact with 

eyes and/or mouth, rinse immediately with ample 

water as first aid, and consult the doctor if 

required. 

6. Carefully read the operating instructions for each 

type of blood coagulation analyzers prior to using 

this product. Parameters for each type of analyzers 

are available, and can be requested from SEKISUI 

MEDICAL CO., LTD. if required. 

7. Perform a quality control test prior to assay to 

ensure accuracy. 

 

Description (Kit Components)  
                   

Component       Ingredients 

LA Reagent 1:  Phospholipid (low concentration),  

Russell’s viper venom 

LA Reagent 2:  Phospholipid (high concentration),  

Russell’s viper venom 

Sample Diluent Solution 

 

Intended Use                                

Detection of lupus anticoagulant LA in plasma 

 

Lupus anticoagulant (LA) is an autoantibody that 

inhibits phospholipid-dependent coagulation 

reactions, such as those measured by the activated 

partial thromboplastin time (APTT), kaolin clotting 

time (KCT), and diluted Russell’s viper venom time 

(dRVVT), without inhibiting the activities of the 

individual coagulation factors.  LA is more likely to 

be detected in young patients with cerebral infarction, 

myocardial infarction, and arterial or venous 

thrombosis, as well as in patients with 

antiphospholipid syndrome (APS), which is an 

acquired thrombotic disease leading to habitual 

abortion and premature delivery. Therefore, 

measurement of LA is used as a marker for detecting 

these diseases.
1)-4)

 

 

Assay Principle                              

1. Assay Principle 

This product is a reagent for detecting LA based 

on the diluted Russell’s viper venom time assay 

(dRVVT).
5)

 LA is an antibody that inhibits 

lipid-dependent coagulating reactions. In the 

presence of LA, the clotting time is prolonged 

when LA Reagent (1) is added to a sample with a 

low concentration of phospholipid and Russell’s 

viper venom (RVV). On the other hand, when LA 

Reagent (2) added to a sample with a high 

concentration of phospholipid and RVV, LA is 

neutralized by the phospholipid and the clotting 

time is normalized, allowing LA to be detected. 

Because the measurement system of this product 

is supplemented with coagulation Factors II and X, 

LA can be detected accurately even when Factor 

II and X activities in the sample are reduced by 

warfarin therapy. 

2. Features 

1) Compatible with various blood coagulation 

analyzers. 

2) Samples from patients on warfarin therapy can 

also be measured. 

 

Procedural Precautions ＊＊
 

                        

1. Properties of Samples and Sampling Methods  
1) Sample 

(1) Plasma (citrated plasma) can be used as the 

sample. Do not use plasma treated with an 

anti-coagulant other than sodium citrate. 

(2) Accurate results may not be obtained if 

samples are hemolyzed. 

2) Sampling method 

(1) Promptly mix the collected blood with 

3.2% sodium citrate at a volume ratio of 

9:1, and centrifuge the mixture at 1500g 

for at least 15 minutes at room temperature 

(18–24°C). To avoid shortening of the 

clotting time by phospholipids derived 

from residual platelets, transfer the 

collected plasma to another plastic tube or 

siliconized test tube, and centrifuge again 

at 1500g for at least 15 minutes. Then 

transfer the plasma to another test tube,
6)

 

and store at room temperature (18–24°C) 

until measurement.
6） 

(2) At the time of blood collection, avoid 

contamination with tissue fluid and mixing 

with too much or too little sodium citrate, 

or accurate results may not be obtained. 
3) Storage of samples 

(1) Immediately after collection of blood 

samples, centrifugate for separation of 

plasma, store the plasma sample thus 

obtained at room temperature (18–24°C), 

and perform the test within 4 hours of 
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separation.
6)

 

(2) The sample can be stored frozen at –20°C 

for up to 2 weeks and at –70°C or lower 

for up to 6 months.
6), 7)

 It may only be 

frozen and thawed once. 
2. Interfering substances 

1) Assay results are not affected by free bilirubin 

(up to 19 mg/dL), conjugated bilirubin (up to 

20 mg/dL), hemoglobin (up to 480 mg/dL), 

formazin turbidity (up to 1400 FTU), or 

triglyceride (up to 500 mg/dL). 

2) Assay results are not affected by PT-INR (up 

to 3.72) when the patient is on warfarin. 

3) Assay results may be affected if the sample 

contains unfractionated heparin (≥ 1 U/mL) or 

low molecular weight heparin (≥ 2 U/mL). 

4) Assay results may be affected if the fibrinogen 

content of the sample is ≤ 125 mg/dL. 

5) Assay results may be affected by prolongation 

of the clotting time if the coagulation Factor V 

content of the sample is ≤ 10%. 

6) If drugs such as direct Factor Xa inhibitors or 

thrombin inhibitors are being used for 

anticoagulant therapy, assay results may be 

affected by prolongation of the clotting time. 

3. Others 

1) Wait at least 15 minutes after setting the 

reagent in the analyzer before starting 

measurement. 

2) Use LA Control (manufactured by SEKISUI 

MEDICAL CO., LTD.) as the control. If the 

product is from a different lot, perform 

confirmation with the Control. 

 

Dosage/Administration (Assay Procedure) ＊＊                                 

This product is compatible with various types of 

blood coagulation analyzer. An example of assay 

procedures is indicated below. 

1. Preparation of Reagents 

1) Preparation of Reagents 

Reagent (1): Add 2.0 mL of purified water to 

LA Reagent 1, let the mixture to stand for at 

least 15 minutes at room temperature (15–
30°C), and gently mix.  

Reagent (2): Add 2.0 mL of purified water to 

LA Reagent 2, let the mixture to stand for at 

least 15 minutes at room temperature (15–
30°C), and gently mix.  

Sample Dilution Solution: Add 1.0 mL of 

purified water to the Sample Dilution, let the 

mixture to stand for at least 15 minutes at 

room temperature (15–30°C), and gently mix.  

When using Reagent (1) or Reagent (2), 

perform stirring with a stirring bar or by 

inversion before placing it in the analyzer. If a 

stirring bar is not used, accurate results may 

not be obtained unless measurement is 

performed within 2 hours of mixing by 

inversion. If measurement cannot be 

performed within 2 hours of mixing by 

inversion, perform measurement after mixing 

by inversion again.  

2) Stability after reagent preparation (or opening) 

If kept in tight containers after use, Reagent 

(1), Reagent (2), and the Sample Dilution 

Solution are all stable for 7 days when stored 

in a refrigerator and for 1 month when stored 

in a freezer at –20°C or lower. Do not transfer 

the frozen reagent to another container. It may 

only be frozen and thawed once. 

2. Assay Procedure 

 

Plasma 

sample 

75 μL 

+ 

Sample 

Dilution 

Solution 

15 μL 

37°C 

─▶ 

Reagent 

(1) 

60 μL 

37°C 

─▶ 

 

 

Measurement 

of clotting time 

Plasma 

sample 

75 μL 

+ 

Sample 

Dilution 

Solution 

15 μL 

37°C 

─▶ 

Reagent 

(2) 

60 μL 

37°C 

─▶ 

 

 

Measurement 

of clotting time 

 

The clotting time ratio (T1/T2※) is calculated. 
※ 

T1: Clotting time (in seconds) with Reagent (1) 

T2: Clotting time (in seconds) with Reagent (2) 

If the difference of the clotting time between 

Reagent (1) and Reagent (2) using normal plasma is 

2 seconds or more, clotting times obtained with 

patient samples may be normalized by the clotting 

time obtained with normal plasma. 

 

Normalized 

value =  

Clotting time of patient plasma 

measured with Reagent (1) /  

Clotting time of normal plasma 

measured with Reagent (1) 

Clotting time of patient plasma 

measured with Reagent (2) /  

Clotting time of normal plasma 

measured with Reagent (2) 

 

Assessment of Assay Results                   

1. Judgment criterion 

Final results are judged from the clotting time 

ratio. Examples of judgment are shown below. 

Clotting time ratio < 1.3: Negative 

Clotting time ratio ≥ 1.3: Positive 

2. Reference standard range
7) 

Samples obtained from 109 healthy adults were 

measured with the Coapresta 2000 blood 

coagulation analyzer using Reagent (1) and 

Reagent (2). The results are shown below. 

Clotting time obtained with Reagent (1) (T1): 

29.1  4.1 seconds (mean  2S.D.) 

Clotting time obtained with Reagent (2) (T2): 

26.8  4.6 seconds (mean  2S.D.) 

Clotting time ratio (T1/T2): 1.09  0.18 (mean 

 2S.D.) 

3.  Precautions for Assessment 

1) The above values are shown for reference. 

Before evaluation, each laboratory should 

determine its own cutoff value. 

2) If the clotting time ratio is near the cutoff 

value, confirm the presence/absence of LA by 

other tests, etc. 

3) There may be reactions or interfering reactions 

with non-target substances. If assay results 

appear to be unreliable, repeat the measurement 

(if necessary, after dilution) or try another 

analytical methods. 

 

Performance                                   

1. Sensitivity 
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1) When LA-negative control plasma is measured 

as the sample, the clotting time obtained with 

Reagent (1) and that obtained with Reagent (2) 

are both ≥ 20 seconds and ≤ 40 seconds. 

2) When LA-positive control plasma is measured 

as the sample, the clotting time ratio is ≥ 1.3. 

2. Accuracy 

1) When LA-negative control plasma is 

measured as the sample, the result is negative. 

2) When LA-positive control plasma is measured 

as the sample, the result is positive. 

3. Within-run Reproducibility: 

1) When the LA-negative control plasma is 

measured 5 times simultaneously, the results 

are all negative. 

2) When the LA-positive control plasma is 

measured 5 times simultaneously, the results 

are all positive. 

 (Test methods used for 1.–3. are in-house 

methods.) 

4. Correlation 
7)

 

 1) N=102 

PPV: 95.6 % (43/45) 

NPV: 100.0 % (57/57) 

Total concordance rate: 98.0 % (100/102) 

Control method: Approved in vitro diagnostic 

(dRVVT assay) 

2) N=102 

PPV: 100.0 % (37/37) 

NPV: 90.8 % (59/65) 

Total concordance rate: 94.1 % (96/102) 

Control method: Approved in vitro diagnostic 

(APTT assay) 

 

Precautions for Use or Handling ＊＊                  

1. Precautions for Handling (to Ensure Safety) 

1) All samples used in the test should be handled as 

a material possibly infected with HIV, HBV, HCV, 

or other viruses. To prevent infection, use 

disposable gloves and avoid mouth pipetting 

during the test. 

2) LA Reagent 1, LA Reagent 2, and the Sample 

Diluent contain sodium azide. If any of these 

products are accidentally ingested or come into 

contact with the eyes or skin, immediately initiate 

first-aid treatment such as rinsing the area with 

water, and seek medical treatment if necessary. 

3) Sample Diluent contains human-derived 

components determined as HBsAg-negative, HIV 

antibody negative, and HCV antibody negative.  

When using, however, it should be handled very 

carefully as with samples, considering the risk of 

infectious. 

2. Precautions for use 

1) This product should be stored as directed. 

2) Do not use expired reagents. Use of such 

reagents cannot guarantee the reliability of 

measurement values. 

3) Do not transfer the reagents to another 

containers. 

4) Do not replenish the reagents. 

5) Do not mix materials from different lot numbers. 

6) Do not perform the assay under direct sunlight. 

3. Precautions for Disposal 

1) Before disposal, used samples and their 

containers must be immersed in sodium 

hypochlorite solution at a concentration of 

greater than 0.1% for longer than 1 hour or 

autoclaved at 121ºC for 20 minutes. 

2）To prevent infections from spilled samples or 

solutions containing samples, wipe the spilled 

area thoroughly with disinfectants such as 

sodium hypochlorite solution at a concentration 

of greater than 0.1%.  

3) The reagents and treated samples should be 

discarded as medical waste or industrial waste 

according to the waste disposal regulations. 

 4) The reagents should be disposed of in 

accordance with the Water Pollution Control act 

or related regulations. 

5) Sodium azide has been added as an antiseptic 

agent in the LA Reagent (1), LA Reagent (2), 

and Sample Diluent. It can react with lead or 

copper pipes to produce the highly explosive 

metal azide. Therefore, the reagent should be 

flushed with large amounts of water during 

disposal. 

4. Other precautions  

Do not use the containers for other purposes. 

 

Storage and Shelf Life 
＊ ＊

＊                            

1.  Storage temperature: 2–10C 

2. Shelf life: 23 months from the date of 

manufacture 

 (The expiration date is printed on the outer 

package.) 

 

Packaging                                   

 

Name Package 

Coagpia LA 

LA Reagent 1 1 × for 2mL 

LA Reagent 2 1 × for 2mL 

Sample Diluent 

Solution 
1 × for 1mL 
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Contact                                                       

SEKISUI MEDICAL CO., LTD. 

international@sekisui.com 

 

Manufacturer 
 

 
＊＊ 

SEKISUI MEDICAL CO., LTD. 

1-3, Nihonbashi 2-chome, Chuo-ku, Tokyo, Japan 

mailto:international@sekisui.com

