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Lipid 
Control Set 

Intended Use 
The lipid control set is to be used to monitor the accuracy and precision of 
HDL cholesterol, LDL cholesterol, total cholesterol, and triglycerides 
determinations.  For in vitro diagnostic use only. 
 

Product Description 
The lipid control set is a two level, lyophilized, entirely human serum based 
control, supplied in a 3 x 3ml configuration for each level of the control. 
 

HDL cholesterol values are provided for the following methods:  Dextran 
Sulfate (50,000MW)1 and PEG precipitation followed by cholesterol 
determination2, and the manufacturer’s autoHDLTM. 
 

LDL cholesterol values have been assigned using the manufacturer’s 
autoLDL cholesterol reagent. 
 
Lp(a)  values have been assigned using the manufacturer’s Lp(a) reagent. 
 

Total Cholesterol values have been assigned using the manufacturer’s total 
cholesterol reagent.3 

 

Triglycerides values have been assigned using the manufacturer’s 
Triglycerides GPO reagent. 
 

Warning 
All blood donor units comprising the serum pool have been tested and found 
non-reactive for Hepatitis B surface antigen and HIV antibody when tested by 
FDA accepted methods. 
 

Potential bio-hazardous material.  No known test method can assure that 
a product derived from human blood does not contain Hepatitis or HIV virus.  
It is recommended such samples be handled at the Centers for Disease 
Control’s Bio-Safety Level 2. 
 

Storage 
1. When stored at 2-8°C, the un-reconstituted material is stable until the 

expiration date stated on the vial. 
2. The reconstituted material is stable for 7 days when stored refrigerated 

at 2-8°C. 
3. Discard the controls if turbid or if there is any evidence of microbial 

contamination. 
 

Procedure 
1. Remove the controls from the refrigerator. 
2. Remove stopper and volumetrically add 3.0ml of de-ionized water.  

Replace the stopper.  Gently swirl to dissolve. 
3. Allow the controls to stand 15 minutes. 
4. Invert gently and swirl to assure homogeneity of the contents.  Let the 

controls stand at least 15 minutes.  Swirl gently just prior to use.  Avoid 
foaming. 

5. Treat the controls as you would a patient sample and test each level in 
accordance with the reagent manufacturer’s requirement of the test 
method. 

6. Recap the controls and return them to 2-8°C when not in use. 
 

Expected Values 
The lipid values were determined by repetitive assays of the listed methods. 
Values listed are targets only.  Measurements using other reagents and 
instrument systems may give different results.  The ranges listed were 

obtained from those suggested by the Health Care Finance Administration as 
acceptable performance criteria for deviation from a target value.5  Due to method 
differences and matrix interactions, the values listed may not always be 
reproduced by other analytical systems.  Each laboratory should establish its own 
precision parameters. 
 

Limitations 

The degree of matrix sensitivity for many analytical systems is still unknown.  
Processed material may exhibit matrix effects which cause them to assay 
differently from patient specimens on some instruments.5 Other limitations of the 
test method are included in the package insert for the reagent kit or instrument 
being used. 
NOTE:  Occasionally some turbidity may be observed in the controls.  This is 
characteristic of lyophilized controls and is not lipid related.  Therefore the 
controls, unlike turbid patient samples, should not be diluted.  Each control should 
be run undiluted. 
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Lot:  803101   Exp. Date:  5/09 

 Analyte Level 1  Level 2  units 

autoHDL 32 ± 11  128 ± 19 mg/dl 

autoLDL 160 ± 32  16 ± 4 mg/dl 

Cholesterol 281 ± 42  163 ± 24  mg/dl 

HDL (Mg/Dex) 36 ± 11  105 ± 16 mg/dl 

HDL (PEG) 37 ± 7  128 ± 19 mg/dl 

Lp(a) 23.8 ± 7.1  3.7 ± 1.5 mg/dl 

Triglyceride 190 ± 19  80 ± 16  mg/dl 
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