
NEW VAP™ CHOLESTEROL TEST AVAILABLE

VIA MEMPHIS DIAGNOSTIC LABORATORY CONNECTION

By David Yawn
Memphis Pathology Laboratory is working in league with the manufacturer of a next-generation cholesterol test designed to improve identification of those at risk for heart disease.  The VAPTM (Vertical Auto Profile) Test is developed and marketed by Atherotech, Inc., a privately held cardio diagnostic company and specialty reference laboratory based in Birmingham.

Memphis Pathology, a full service community-based core laboratory, offers the VAP test as a part of its comprehensive laboratory services. MPL provides clinical accuracy, an esoteric test menu, patient service centers, courier service, and other various services, says Dr. David Smalley, medical director at the laboratory.
Many consider the VAP Test a new standard of care in cholesterol risk assessment. 

“The VAP Test is an enormous advance in the technology of cholesterol risk assessment and treatment of heart disease,” says Dr. Richard Lanman, Atherotech's Chief Medical Officer. “The critical information it provides about cholesterol subclasses and emerging risk factors will help physicians in their battle against heart disease.  Its availability at Memphis Pathology adds to the fine medical tradition in Memphis and we are proud to be a part of it.” 
A founder of the Memphis Heart Clinic believes similarly. “This significance is that it is an advancement in looking at an individual’s lipid status over the traditional lipid evaluations,” says Dr. David Kraus of the Heart Clinic. “The reason is that it looks at the subfractions of the good and bad cholesterol and allows you to categorize a patient’s lipid status more precisely. In particular, it allows physicians to look at the LDL particles and categorize the predominate particle size, which has significant clinical importance. This refers to what is termed Pattern A versus Pattern B particle size in reference to the LDL subfractions.

“It is important to note that it gives you what you need for a little less expense and the turnaround times are also favorable,” Dr. Kraus says.

The VAP Test provides direct, detailed measurements of cholesterol, or lipid, subclasses that play important roles in the development of heart disease. The information additionally allows physicians to comply with new National Cholesterol Education Program (NCEP) guidelines, improving diagnosis and allowing the development of patient-specific therapy.

The VAP Test identifies up to 90 percent of people at risk for heart disease—double the detection rate of routine cholesterol tests developed in the 1970s. It is especially effective at identifying risk in those who are asymptomatic, are at risk for premature heart disease, or do not have traditional risk factors.  It also increases risk detection for other cardiovascular diseases that can lead to serious health problems such as stroke.  The price of the VAP Test is comparable with routine cholesterol tests and is reimbursed by Medicare and most insurance carriers.

Cholesterol and other lipids, including triglycerides, are transported in the blood packed in lipoproteins.  Total cholesterol in humans is distributed primarily between two major lipoprotein classes: high-density lipoproteins (HDL) and low-density lipoproteins (LDL).  Smaller amounts of cholesterol are contained in three minor lipoprotein classes: intermediate-density lipoprotein (IDL), very low-density lipoproteins (VLDL), and lipoprotein (a), or Lp (a).  In addition, cholesterol can be further broken down into subclasses.  

There is a growing recognition that many cholesterol abnormalities are not detected with routine cholesterol tests.  Routine tests measure total cholesterol, LDL, HDL, and triglycerides, but fail to measure important lipid subclasses that have been identified by the NCEP as “emerging risk factors” for heart disease.  Additionally, routine cholesterol tests do not directly measure LDL but use calculations, Atherotech points out.

The VAP Test is the first comprehensive lipid profile that measures the cholesterol content of all lipoprotein particles in the blood. Memphis Pathology acts as a local clearinghouse or conduit for blood samples going to Atherotech’s Clinical Laboratory Improvement Act (CLIA)-approved laboratory in Birmingham for processing.  Results are faxed or e-mailed within 72 hours.

VAP Test results are obtained using density gradient ultra centrifugation—a sophisticated and highly accurate process that separates lighter portions of lipoprotein from the heavier portions by centrifugal force.  Serum samples are placed in an ultracentrifuge tube.  A lower-density solution is layered on top of the serum samples, and the tubes are placed in a vertical ultracentrifuge rotor.  During centrifugation, the two density layers blend to form a continuous density gradient, and the lipoproteins present in the serum sample float toward the top of the tube and stop at their characteristic densities.  As a result, VLDL will float to the top of the tube, LDL will form a band in the middle, and HDL will remain near the bottom of the tube.  

Following separation, the tubes are placed in a fractionators assembly and punctured through the bottom.  The material in the tube is drained, where it is mixed with an enzymatic reagent.  The reagent reacts with the cholesterol in the sample to form a colored product, which can be detected and measured photometrically.  A cholesterol profile then is created based on the amount of color formation from the bottom to the top of the tube.

Total cholesterol in each sample is determined by comparison with a control sample of known cholesterol content.

The accuracy of the VAP Test is ensured by extensive quality control procedures.  Atherotech, formed in 1996, also participates in, and has its accuracy confirmed by the New York State Department of Health, Northwest Lipid Research Laboratories, and ACCUTEST Proficiency Testing Program.

The VAP Test identifies up to 90 percent of at-risk patients, twice the number identified by routine cholesterol tests.  

· Patients with small, dense LDL have a 400 percent higher risk of heart disease than those with large, buoyant LDL. 

· Studies have shown that patients with elevated Lp(a) are at 70 percent greater risk of developing heart disease.  

· Low HDL2 indicates an increased risk for heart disease, even in patients with “normal” total HDL cholesterol.  

· Elevated VLDL has been identified as a risk factor for heart disease.   

The VAP Cholesterol Test thus allows physicians to comply with the new NCEP cholesterol guidelines, improve identification of patients at risk for heart disease, and develop patient- specific treatment plans.  

  After three years under new ownership, the company continues to expand its operations and staff to meet the growing needs of the cholesterol testing market and has doubled the size of its in-house laboratory due to increased demand.  Atherotech participates in clinical studies to validate the efficacy of the VAP Test and invests significant resources in physician and patient education.

 In addition to its important patient-care benefits, the test may significantly lower costs associated with heart disease.  For example, the American Heart Association estimates that coronary artery disease cost the United States $101 billion in 2001. This estimate includes treatments such as bypass surgery and angioplasty—procedures that could be avoided if patients at risk for heart disease could be identified and treated early. 

The VAP Test is being marketed to several medical disciplines, including cardiology, endocrinology, gynecology, internal medicine, and family practice.  

In addition, Merck has selected the VAP Test for use in ongoing studies evaluating the efficacy of its cholesterol-lowering drugs.  

Atherotech has formed a Medical Advisory Board comprised of cholesterol experts. Board members provide advice about identifying and treating heart disease and other cardiovascular diseases.  The group also serves as a resource for clinical research and educational activities relating to heart disease.  


