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The following Protocol contains medical necessity criteria that apply for this service. It is 
applicable to Medicare Advantage products unless separate Medicare Advantage criteria are 
indicated. If the criteria are not met, reimbursement will be denied and the patient cannot be 
billed. Preauthorization is not required but is recommended if, despite this Protocol position, 
you feel this service is medically necessary. Please note that payment for covered services is 
subject to eligibility and the limitations noted in the patient’s contract at the time the services 
are rendered. 

 

Description 

The Antigen Leukocyte Antibody Test (ALCAT) is intended to diagnose intolerance to foods and other 
environmental agents. It is a blood test that assesses the response of leukocytes and platelets to a panel of 
foods and/or other environmental agents, by measuring the change in size and number of cells following 
exposure to a specific agent.  

Background  

Environmental illness refers to a physiologic reaction that is triggered by an exogenous agent, which can be 
ingested, inhaled, or exposed through direct contact with skin. The physiologic reaction can be an immunologic 
response or a nonimmunologic response. An adverse physiologic reaction to exogenous antigens has been 
proposed to play a causative role in a wide variety of illnesses, including allergies, gastrointestinal (GI) tract 
disorders such as irritable bowel syndrome, eczema, chronic fatigue, and migraine headache. (1)  

Food allergy is the most well-defined type of environmental illness and is estimated to affect 8% of children. (2) 
In most cases, true food allergy is characterized by a classic immunologic response, i.e., an IgE mediated reaction 
in response to a specific protein allergen. Reactions can range from mild symptoms to life-threatening 
anaphylaxis. Current guidelines for the diagnosis and management of food allergies have been developed by the 
National Institute of Allergy and Infectious Diseases. (3)  

Food intolerance is a broader term that overlaps with food allergy but is less well-defined. Food intolerance 
refers to physiologic reactions that are triggered by a particular food, but which are not immune-mediated. (2) It 
is hypothesized that physiologic reactions to food may manifest as a range of nonspecific symptoms, such as GI 
complaints, headache, fatigue, and musculoskeletal complaints and that these symptoms may become chronic 
with repeated exposure. An example of food intolerance, distinguished from a true food allergy, is lactose 
intolerance, in which dairy products incite nonimmunologic reaction that can lead to a constellation of GI 
symptoms.  

Treatment of environmental illness primarily involves avoidance of the inciting agent. Acute allergic reactions 
are treated in the same way as other types of allergies with antihistamines, steroids, and supportive measures. 
In cases of severe allergy where an agent cannot be definitively avoided, patients can carry and self-administer 
auto-injectable epinephrine when needed. Prophylactic antihistamines can also be used to prevent or lessen 
reactions. Allergy immunotherapy may be appropriate for selected allergens. 

For patients with food intolerance that is not allergic in nature, identification of the inciting agent(s) can be 
difficult because the symptoms are chronic in nature. Use of an elimination diet is considered the best way to 
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identify intolerant agents. In an elimination diet, one specific food or food group is eliminated from the diet for a 
specified period of time and symptoms observed. Following the elimination period, a rechallenge can be 
performed to ascertain whether symptoms return. Elimination diets often need to be done sequentially with a 
large number of items, so that the process can be lengthy and cumbersome.  

ALCAT test. The ALCAT test is intended to identify foods and other environmental agents for which an individual 
may have intolerance. It is not intended to diagnose food allergy. (4) The test is based on the theory that a 
substantial increase in leukocyte size and number is characteristic of an intolerant response. Identifying the 
specific inciting agent facilitates avoidance of that agent, which may lead to a reduction in symptoms. In this 
regard, ALCAT testing has been used as a tool for developing an elimination diet that is targeted to the most 
likely offending agents.  

The test is performed by taking a sample of blood, which is first treated to remove the red blood cells and tested 
to determine the baseline number and size of leukocytes and platelets. Measurement of size and count of cells 
is performed by the Coulter technique, which is a standard technique in clinical hematology. Next, a small 
quantity of blood is incubated with multiple agents. Following exposures, change in the number and size of cells 
is determined for each exposure. A 10% increase in the size of leukocytes is considered characteristic of a 
response to an intolerant agent.  

The ALCAT web site (Cell Sciences Systems, Deerfield Beach, FL) lists 11 separate panels consisting of various 
combinations of foods, herbs, food additives/coloring, and environmental chemicals. The total number of agents 
tested in these panels range from 70-320. (4)  

Regulatory Status  

The ALCAT test is a laboratory-developed test that is not subject to U.S. Food and Drug Administration approval. 
Clinical laboratories may develop and validate tests in-house and market them as a laboratory service; such tests 
must meet the general regulatory standards of the Clinical Laboratory Improvement Act. 

Related Protocol 

Diagnosis and Management of Idiopathic Environmental Intolerance (i.e., Multiple Chemical Sensitivities) 

 

Policy (Formerly Corporate Medical Guideline) 

The Antigen Leukocyte Antibody Test (ALCAT) is considered not medically necessary for all indications. 

 

 

Services that are the subject of a clinical trial do not meet our Technology Assessment Protocol criteria and are 
considered investigational. For explanation of experimental and investigational, please refer to the Technology 
Assessment Protocol. 

It is expected that only appropriate and medically necessary services will be rendered. We reserve the right to 
conduct prepayment and postpayment reviews to assess the medical appropriateness of the above-referenced 
procedures. Some of this Protocol may not pertain to the patients you provide care to, as it may relate to 
products that are not available in your geographic area. 
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