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Non-Discrimination Statement and Multi-Language Interpreter Services information are located at 
the end of this document. 
 
Coverage for services, procedures, medical devices and drugs are dependent upon benefit 
eligibility as outlined in the member's specific benefit plan. This Evidence-Based Criteria must be 
read in its entirety to determine coverage eligibility, if any. 
 
This Evidence-Based Criteria provides information related to coverage determinations only and 
does not imply that a service or treatment is clinically appropriate or inappropriate. The provider 
and the member are responsible for all decisions regarding the appropriateness of care. Providers 
should provide BCBSAZ complete medical rationale when requesting any exceptions to these 
guidelines. 
 
The section identified as “Description” defines or describes a service, procedure, medical device 
or drug and is in no way intended as a statement of medical necessity and/or coverage. 
 
The section identified as “Criteria” defines criteria to determine whether a service, procedure, 
medical device or drug is considered medically necessary or experimental or investigational. 
 
State or federal mandates, e.g., FEP program, may dictate that any drug, device or biological 
product approved by the U.S. Food and Drug Administration (FDA) may not be considered 
experimental or investigational and thus the drug, device or biological product may be assessed 
only on the basis of medical necessity. 
 
Evidence-Based Criteria are subject to change as new information becomes available. 
 
For purposes of this Evidence-Based Criteria, the terms "experimental" and "investigational" are 
considered to be interchangeable. 
 
BLUE CROSS®, BLUE SHIELD® and the Cross and Shield Symbols are registered service marks 
of the Blue Cross and Blue Shield Association, an association of independent Blue Cross and 
Blue Shield Plans. All other trademarks and service marks contained in this guideline are the 
property of their respective owners, which are not affiliated with BCBSAZ. 
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Description:  
 
Allergy or hypersensitivity disorders may be manifested by localized or systemic reactions. Reactions may 
be acute, subacute or chronic, immediate or delayed, and caused by numerous allergens, including 
venomous stinging insects (insects from the Hymenoptera family), foods, drugs, fur, inhalant allergens 
present in the environment (e.g., cockroaches, dust mites, grasses, mold spores, animal dander, trees 
and weeds). The offending allergen can be diagnosed/identified by history, physical exam and various 
types of allergy testing. 
 
Treatment is provided by immunotherapy, medication or avoidance. The goal of immunotherapy is to 
reduce symptoms by administering regular injections of the offending allergen. Therapy begins with low 
doses once or twice a week. The dose gradually increases as immunity develops. After the maintenance 
dose is achieved, the interval between injections may range between 2 – 6 weeks. Immunotherapy can 
continue for several years. 
 
Allergy Tests: 
 
Antigen Leukocyte Antibody Test (ALCAT):  
The Antigen Leukocyte Antibody Test (ALCAT) is intended to diagnose intolerance to foods and other 
environmental agents for which an individual may have intolerance. It is not intended to diagnose food 
allergy. 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. 
 
Bronchial Challenge Test: 
Use of histamine or methacholine to diagnose hyper-responsive airways. Volatile chemicals are used 
when symptoms are encountered in an occupational setting. 
 
Challenge/Provocative Test: 
Extract of the suspected allergen is applied directly to the conjunctiva or nasal mucosa. Degree of 
response is subjectively determined. Also known as Conjunctival or Nasal Challenge Test. 
 
Cytotoxicity Test: 
Extract of the suspected food allergen is added to specially collected white blood cells. If the cells react, 
an allergic response is said to have occurred. Also known as Bryan’s Test, Leukocytotoxicity Test, 
Cytotoxic Leukocyte Test. 
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Direct Skin Test: 
Extract of the suspected allergen is injected intracutaneously or applied percutaneously to a superficial 
scratch, prick or puncture on the skin of the arm or back. Can show immediate hypersensitivity. Number 
of tests required may vary. Rarely are more than 20 intracutaneous or 40 percutaneous tests needed. 
 
Double Blind Food Challenge Test: 
Individual is blinded and eats the food to which sensitivity is suspected (disguised within other food or 
beverage products or in a capsule form). This test is commonly done in the home setting. In some 
instances of extreme suspected hypersensitivity, it may be performed in the office setting. 
 
E-95 Basic Food Panel: 
Enzyme-linked immunosorbent assay technique (ELISA) to measure serum IgG4 and IGE antibodies for 
food allergy testing. IgG4 is a subclass of IgG. Serum is added to a 96-well plate containing different food 
antigens and then evaluated for classic antigen/antibody interactions. Accurate testing requires the 
individual to eat a wide range of foods within 3 weeks of assessment for IgG exposure to be present. The 
test provides a report of whether the levels of antibody to the various foods suggest that each one is 
“safe” to eat, best to eat in moderation, or to avoid entirely. 
 
A-95 Extended Food Panel: 
The A-95 panel is an extended food allergy test panel and consists of 95 additional foods to the E95 test 
(combined IgG4 and IgE levels are measured). IgG4 is a subclass of IgG. 
 
IgE Concentration Test (Total Serum): 
Detects total quantitative IgE antibodies in the serum. 
 
IgE In Vitro Test (Specific): 
Detects allergen-specific IgE antibodies in the serum. Includes the following: 
 
▪ Enzyme-linked Immunosorbent Assay (ELISA) 
▪ Fluorescent Allergosorbent Test (FAST) 
▪ Multiple Radioallergosorbent Test (MAST) 
▪ Radioallergosorbent Test (RAST) 
 
IgG In Vitro Test (Specific): 
Detects allergen-specific IgG antibodies in the serum. 
 
Mediator Release Test: 
Measures the aggregate release of inflammatory mediators in the blood after exposure to specific foods 
and food additives to help design individual-specific oligoantigenic diet. The Lifestyle Eating and 
Performance Programs (LEAP®) use the Mediator Release test as part of their evaluation of migraine 
headaches and irritable bowel syndrome (IBS). 
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Patch Test: 
Extract of the suspected allergen is applied to the skin of the back and covered with a dressing for 48 
hours. Area is then examined for a delayed reaction. Used to determine the offending allergen that is 
causing contact dermatitis (not mediated through IgE). Also known as Application Test. 
 
Photo Patch Test: 
Extract of the suspected allergen is applied to a patch of skin for 48 hours. If no reaction occurs, the area 
is exposed to a dose of ultraviolet light sufficient to produce inflammatory redness of the skin. If the test is 
positive, a more severe reaction develops at the patch site than on surrounding skin. 
 
Provocative and Neutralization Test: 
Also known as Food and Chemical Allergy Test/Therapy. Used to diagnose (provoke) and treat 
(neutralize) food and food additive allergens. 
 
Diagnose: Diluted extracts of the suspected food allergen are administered intradermally, 

subcutaneously or sublingually to “provoke” the allergy symptoms to appear. 
 
Treatment: Immediately after symptoms appear, weaker or stronger dilutions are administered until 

the “provoked” symptoms subside. The dose at which the symptoms subside is 
considered the “neutralizing dose” that will be used in future treatment of the food allergy. 

 
Rebuck Skin Window Test: 
Extract of the suspected allergen is applied directly to skin that has been abraded. Lab cover slips are 
placed over the area for 24 hours and then analyzed for a reaction. 
 
Sage ELISA Test: 
The SAGE Systems' Food Allergy Test uses an Enzyme Linked Immunosorbant Assay (ELISA) to 
measure the presence of both IgG and immune complexes against a wide variety of food, food additive 
and dye antigens in serum in an attempt to identify food allergies or food related chronic illnesses. 
 
Allergy Treatment - Immunotherapy: 
 
Intravenous Nutrient Therapy and Intravenous Vitamin Therapy: 
Nutrient and vitamin solutions administered intravenously. 
 
Repository Emulsion Therapy: 
Certain materials are placed inside the body to improve allergies. 
 
Rhinophototherapy: 
Intranasal application of ultraviolet and visible light to the nasal cavities investigated for allergic rhinitis as 
an immunosuppressive to inhibit hypersensibility reactions.  
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Subcutaneous Immunotherapy: 
Offending allergen is administered through the skin. 
 
Urine Auto-injection: 
Also known as Autogenous Urine Immunization. Substance from an individual’s own urine is injected into 
the skin. 
 
 
Criteria: 
 
Antigen Leukocyte Antibody Test (ALCAT):  
 
 ALCAT test is considered experimental or investigational when any ONE or more of the following 

criteria are met:  
 
1. Lack of final approval from the appropriate governmental regulatory bodies (e.g., Food and Drug 

Administration); or 
2. Insufficient scientific evidence to permit conclusions concerning the effect on health outcomes; or 
3. Insufficient evidence to support improvement of the net health outcome; or 
4. Insufficient evidence to support improvement of the net health outcome as much as, or more 

than, established alternatives; or 
5. Insufficient evidence to support improvement outside the investigational setting. 

 
Bronchial Challenge Test:  
 
 Bronchial Challenge Test to diagnose/identify hyper-responsive airways is considered medically 

necessary.  
 
 Bronchial Challenge Test is considered not medically necessary if dust, ragweed, or other common 

allergens are the suspected cause. (Direct skin test can be used.) 
 
IgE Concentration Test (Total Serum):  
 
 IgE Concentration Test is considered medically necessary. 
 
IgE In Vitro Test (Specific): 
 
 IgE In Vitro Test (e.g., inhalant allergens) is considered medically necessary.  
 
 IgE as a component of a food panel (which can include the subclass IgG4), to diagnose/identify an 

offending food allergen is considered experimental or investigational when any ONE or more of the 
following criteria are met:  
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1. Lack of final approval from the appropriate governmental regulatory bodies (e.g., Food and Drug 

Administration); or 
2. Insufficient scientific evidence to permit conclusions concerning the effect on health outcomes; or 
3. Insufficient evidence to support improvement of the net health outcome; or 
4. Insufficient evidence to support improvement of the net health outcome as much as, or more 

than, established alternatives; or 
5. Insufficient evidence to support improvement outside the investigational setting. 

 
These tests include, but are not limited to: 

 
 E95 Basic Food Panel (test includes IgE and IgG4) 
 A95 Basic Food Panel (test includes IgE and IgG4) 

 
IgG In Vitro Test (Specific):  
 
 IgG In Vitro Test to diagnose/identify the offending IgG antibody titer of a stinging insect (a member of 

the Hymenoptera family) when performed on an individual who has been on stinging insect 
immunotherapy for an extended period of time is considered medically necessary.  

 
 IgG as a specific In Vitro Test and/or IgG as a component of a food panel (which is the subclass 

IgG4), to diagnose/identify an offending food allergen is considered experimental or investigational 
when any ONE or more of the following criteria are met:  
 
1. Lack of final approval from the appropriate governmental regulatory bodies (e.g., Food and Drug 

Administration); or 
2. Insufficient scientific evidence to permit conclusions concerning the effect on health outcomes; or 
3. Insufficient evidence to support improvement of the net health outcome; or 
4. Insufficient evidence to support improvement of the net health outcome as much as, or more 

than, established alternatives; or 
5. Insufficient evidence to support improvement outside the investigational setting. 

 
 These tests include, but are not limited to: 
 

 E95 Basic Food Panel (test includes IgE and IgG4) 
 A95 Extended Food Panel (test includes IgE and IgG4) 
 Immuno 1 BloodprintTM  
 Allergy Smarts Food Intolerance Test 
 FoodScan IgG ELISA Food Intolerance Test 

 
 IgG In Vitro Test for all other indications not previously listed is considered experimental or 

investigational when any ONE or more of the following criteria are met:   
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1. Lack of final approval from the appropriate governmental regulatory bodies (e.g., Food and Drug 

Administration); or 
2. Insufficient scientific evidence to permit conclusions concerning the effect on health outcomes; or 
3. Insufficient evidence to support improvement of the net health outcome; or 
4. Insufficient evidence to support improvement of the net health outcome as much as, or more 

than, established alternatives; or 
5. Insufficient evidence to support improvement outside the investigational setting. 

 
 These tests include, but are not limited to: 
 

 Stachybotrys chartarum (black mold) exposure 
 
Other Allergy Tests:   
 
 The following allergy tests to diagnose/identify an offending allergen are considered medically 

necessary:  
 

1. Direct Skin Test 
 

2. Double Blind Food Challenge Test 
 

3. Patch Test 
 

4. Photo Patch Test 
 
 The following allergy tests to diagnose/identify an offending allergen are considered experimental or 

investigational when any ONE or more of the following criteria are met:  
 
1. Lack of final approval from the appropriate governmental regulatory bodies (e.g., Food and Drug 

Administration); or 
2. Insufficient scientific evidence to permit conclusions concerning the effect on health outcomes; or 
3. Insufficient evidence to support improvement of the net health outcome; or 
4. Insufficient evidence to support improvement of the net health outcome as much as, or more 

than, established alternatives; or 
5. Insufficient evidence to support improvement outside the investigational setting.  
 
These tests include, but are not limited to: 

 
 Challenge/Provocative Test (Conjunctival Challenge Test, Nasal Challenge Test) 
 Cytotoxicity Test (Bryan’s Test, Leukocytotoxicity Test, Cytotoxic Leukocyte Test) 
 Mediator Release Test for oligoantigenic food sensitivity (includes testing/treatment for irritable 

bowel syndrome and/or migraine headaches as part of the LEAP® program) 
 Provocative and Neutralization Test (includes treatment of the offending food allergen) 
 Rebuck Skin Window Test  
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 Sage ELISA Test, for delayed food allergy/sensitivity 

 
Allergy Treatment – Immunotherapy:  
 
 Subcutaneous immunotherapy is considered medically necessary when administered by a 

professional for inhalant or insect venom allergens with demonstrated hypersensitivity and inability to 
be managed by avoidance or medication with the limit of 150 units maximum allowed for any rolling 
twelve (12) month period.  

 
 The following treatments/immunotherapy are considered experimental or investigational when any 

ONE or more of the following criteria are met:  
 

1. Lack of final approval from the appropriate governmental regulatory bodies (e.g., Food and Drug 
Administration); or 

2. Insufficient scientific evidence to permit conclusions concerning the effect on health outcomes; or 
3. Insufficient evidence to support improvement of the net health outcome; or 
4. Insufficient evidence to support improvement of the net health outcome as much as, or more 

than, established alternatives; or 
5. Insufficient evidence to support improvement outside the investigational setting.  

 
 These treatments/immunotherapy include, but are not limited to: 
 

 Intravenous Nutrient Therapy and Intravenous Vitamin Therapy 
 Repository Emulsion Therapy 
 Urine Auto-injection 

 
 Rhinophototherapy is considered experimental or investigational when any ONE or more of the 

following criteria are met: 
 

1. Lack of final approval from the appropriate governmental regulatory bodies (e.g., Food and Drug 
Administration); or 

2. Insufficient scientific evidence to permit conclusions concerning the effect on health outcomes; or 
3. Insufficient evidence to support improvement of the net health outcome; or 
4. Insufficient evidence to support improvement of the net health outcome as much as, or more 

than, established alternatives; or 
5. Insufficient evidence to support improvement outside the investigational setting. 

 
 
Resources:  
 
Literature reviewed 12/03/24. We do not include marketing materials, poster boards and non-
published literature in our review. 
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Resources prior to 12/03/24 may be requested from the BCBSAZ Medical Policy and Technology 
Research Department. 
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Policy Revisions: 
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Non-Discrimination Statement: 
 
Blue Cross Blue Shield of Arizona (BCBSAZ) complies with applicable Federal civil rights laws 
and does not discriminate on the basis of race, color, national origin, age, disability or sex. 
BCBSAZ provides appropriate free aids and services, such as qualified interpreters and written 
information in other formats, to people with disabilities to communicate effectively with us. 
BCBSAZ also provides free language services to people whose primary language is not English, 
such as qualified interpreters and information written in other languages. If you need these 
services, call (602) 864-4884 for Spanish and (877) 475-4799 for all other languages and other aids 
and services. 
 
If you believe that BCBSAZ has failed to provide these services or discriminated in another way 
on the basis of race, color, national origin, age, disability or sex, you can file a grievance with: 
BCBSAZ’s Civil Rights Coordinator, Attn: Civil Rights Coordinator, Blue Cross Blue Shield of 
Arizona, P.O. Box 13466, Phoenix, AZ 85002-3466, (602) 864-2288, TTY/TDD (602) 864-4823, 
crc@azblue.com. You can file a grievance in person or by mail or email. If you need help filing a 
grievance BCBSAZ’s Civil Rights Coordinator is available to help you. You can also file a civil 
rights complaint with the U.S. Department of Health and Human Services, Office for Civil Rights 
electronically through the Office for Civil Rights Complaint Portal, available at 
https://ocrportal.hhs.gov/ocr/portal/lobby.jsf, or by mail or phone at: U.S. Department of Health 
and Human Services, 200 Independence Avenue SW., Room 509F, HHH Building, Washington, DC 
20201, 1–800–368–1019, 800–537–7697 (TDD). Complaint forms are available at 
http://www.hhs.gov/ocr/office/file/index.html 
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