
your cholesterol test results are higher, ask your healthcare professional for advice. Always consult 
your healthcare professional before making any changes to your treatment plan.

RANGE OF EXPECTED VALUES
The expected cholesterol value for a normal person is as follows:

Desirable <5.17mmol/L, 200 mg/dL
Borderline 5.17 - 6.21mmol/L, 200 - 240 mg/dL
Undesirable >6.21mmol/L, 240 mg/dL

The above range is just for reference, and it is not suitable for every person. Consult your physician 
for the range appropriate for you.

QUALTIY CONTROL
The cholesterol meter must be handled carefully. See the User’s Manual for detailed instructions 
on meter care. The quality control test should be used to check that the meter and test strips are 
working properly together. Follow the test procedure in the User’s Manual to run a quality control 
test. Contact your dealer for information on purchasing additional control solutions.
CAUTION: If the quality control test result falls outside the control range shown on the test strip 
canister or foil pouch, DO NOT use the system to test, as the system may not be working properly. 
If problem cannot be corrected, contact the local dealer for help.

LIMITATIONS
•	 PRIVA® meters, test strips and other components of the PRIVA® Cholesterol Monitoring 

Systems have been designed, tested and proven to work together effectively to provide 
accurate blood total cholesterol measurements. Do not use with components from other 
brands.

•	 Use only with fresh fingertip whole blood specimens. Do not use with serum or plasma 
specimens. Neonatal blood specimens are not validated.

•	 Very high (above 60%) and very low (below 30%) hematocrit levels can cause false results. If 
you do not know your hematocrit level, consult your healthcare professional.

•	 The system is tested to accurately read the measurement of total cholesterol in whole blood 
within the range of 2.6 - 11.7mmol/L (100 - 450 mg/dL).

•	 Interferences: The following substances at or below the concentration do not interfere with 
test results:

Substance Amount
Bilirubin 0.34mmol/L (20.0mg/dL)
Hemoglobin 0.08mmol/L (500mg/dL)
Uric Acid 1.19mmol/L (20mg/dL)
Creatinine 1.47mmol/L (22g/dL)

Acetaminophen 1.32mmol/L (20mg/dL)

Ibuprofen 0.48mmol/L (10mg/dL)

Salicylic acid 4.34mmol/L (60mg/dL)
L-Dopa 0.05mmol/L (1.0mg/dL)
Bezafibrate 0.28mmol/L (10mg/dL)
Glucose 55.51mmol/L (1000mg/dL)
Atorvastatin 0.08mmol/L (10mg/dL)
Ascorbic Acid 0.11mmol/L (2mg/dL)
Triglyceride 7.34mmol/L (650mg/dL)
Methyldopa 0.06mmol/L (1.5mg/dL)
Dopamine 0.05mmol/L (1.0mg/dL)
Glibenclamide 0.10mmol/L (5mg/dL)
Rosuvastatin 0.10mmol/L (10mg/dL)

EDTA 11.9mmol/L (400mg/dL)
 
•	 Severely ill persons should not run the cholesterol test with the PRIVA® Cholesterol Monitoring 

Systems.
•	 Dispose of blood specimen and materials carefully. Treat all blood specimens as if they 

are infectious materials. Follow proper precautions and obey all local regulations when 
disposing of materials.

•	 Critically ill patients should not be tested at home using blood cholesterol monitoring 
system.

•	 The applicable operating temperature range is 15°C - 40°C.

PERFORMANCE CHARACTERISTICS
•	 The PRIVA® Cholesterol Meters are calibrated with Abbott Architect C8000 reference 

instrument, which is traceable to CRMLN (Cholesterol Reference Method Laboratory 
Network) certified method.

Reproducibility, Precision
Fifty replicate assays were tested using the PRIVA® Cholesterol Meter for five continuous days 
respectively. Fresh heparin preserved venous blood specimens at two concentration levels were 
used with three strip lots. The results provided the following reproducibility, precision estimates.

Level I  5.18mmol/L
200mg/dL (n=50)

 Level II  6.22mmol/L 
240mg/dL (n=50)

Precision Lot 1 Lot 2 Lot 3 Lot 1 Lot 2 Lot 3
Mean 

mmol/L (mg/dL)
5.17 

(199.5)
 4.97 

(191.9)
4.80 

(185.4)
 6.36 

(245.5)
 6.45 

(248.8)
 5.85 

(225.9)

CV 4.3% 4.9%  4.2% 4.7%  4.1% 4.1%

Intermediate Precision
Ten replicate assays were tested using the PRIVA® Cholesterol Meters each day for a total of 
10 days. Control solutions at two levels were used in the testing. The results provided the 
following intermediate precision estimates.

Total Run 20 Days   (n=200)
Average Results CV

Control Solution Level1
(3.52 - 5.28mmol/L, 136 - 204mg/dL)

4.24mmol/L, 163.7 mg/dL 1.50%

Control Solution Level2
5.39 - 8.09mmol/L, 208 - 312mg/dL)

6.55mmol/L, 253 mg/dL 2.95%

System Accuracy
The fingertip capillary blood cholesterol measurements from 60 participants were taken by a 
trained technician using the PRIVA® Cholesterol Meter(y). Fingertip capillary blood from the 
same subjects were also analysed with CRMLN certified Abbott Architect C8000 reference 
instruments(x). The results were compared.

Linear Regression Results:
PRIVA® Cholesterol Monitoring System(y) vs. Abbott Architect C8000 (x)
Strip Lots Slope Intercept (mmol/L, mg/dL) R N
Lot 1 1.016 0.001/0.026 0.990 120
Lot 2 1.015 0.008/0.335 0.989 120
Lot 3 0.963 0.049/1.899 0.987 120

The sample range was 2.50 to 10.6 mmol/L (96 to 409 mg/dL) for PRIVA® Cholesterol meter 
with fingertip capillary blood.

Strip
Lot

PRIVA® Cholesterol Monitoring System Accuracy Results
Within ± 5% Within ± 10% Within ± 15% Within ± 20%

Lot 1 66/120 (55%) 103/120 (85.8%) 119/120 (99.2%) 120/120 (100%)
Lot 2 69/120 (57.5%) 105/120 (87.5%) 118/120 (98.3%) 120/120 (100%)
Lot 3 64/120 (53.3%) 98/120 (81.7%) 115/120 (95.8%) 120/120 (100%)

Consumer Study
A consumer study was performed by testing three test strip lots. Participants and a trained 
technician used the PRIVA® Cholesterol Monitoring System. This study showed that the 
patient can run the test as well as the trained technician.

PRIVA® Cholesterol Tests:
Linear Regression of Participant (y) vs. Abbott Architect C8000 (x)
Linear Regression of Technician (y) vs. Abbott Architect C8000(x)
Strip lot Tested by Slope Intercept 

(mmol/L)
(mg/dL)

R N

Lot 1 Layperson 0.983 0.065/2.497 0.992         120
Lot 1 Technician 1.016 0.001/0.026 0.990 120
Lot 2 Layperson 0.970 0.104/4.017 0.980 120
Lot 2 Technician 1.015 0.008/0.335 0.989 120
Lot 3 Layperson 0.949 0.082/3.189 0.981 120
Lot 3 Technician 0.963 0.049/1.899 0.987 120

For the complete instructions, please refer to the User’s Manual included with the meter. For 
additional questions or issues with this product, please contact your dealer for help.
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