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] Description/Scope

Allergy immunotherapy is a treatment designed to prevent allergic reaction from occurring, thus treating the basic
cause of the disease process. Immunotherapy involves giving gradually increasing doses of the substance, or
allergen, to which the person is allergic. This causes the immune system to become less sensitive to the substance
thereby reducing the symptoms of allergy when the substance in encountered in the future.

Policy Statement

Medically Necessary:

Allergy immunotherapy is considered medically necessary in individuals with a demonstrated hypersensitivity that
cannot be managed by medications or avoidance and the specific type of immunotherapy is not identified below as
investigational/not medically necessary.

Investigational/Not Medically Necessary:

Allergy immunotherapy is considered investigational/not medically necessary in all other cases where the
hypersensitivity can be managed by medication or avoidance, and also for the specific types of immunotherapy
listed below:

e Provocative and neutralization therapy for food allergies using sublingual, intradermal, and subcutaneous
routes
High dose (at least 20-375 times the cumulative subcutaneous dose) or low dose sublingual immunotherapy
Oral immunotherapy (antigens in capsules that are swallowed immediately)
Repository emulsion therapy
Urine autoinjections and autogenous immunization therapy
Rotational diets and multiple food elimination diets
Enzyme potentiated desensitization (EPD)
Acupuncture for allergies
Allergoids (modification of allergens to reduce allergenicity)
Ecology units/environmental chemical avoidance for multiple chemical sensitivity syndrome
Homeopathy for allergies
Idiopathic environmental intolerance (also know as multiple chemical sensitivity syndrome, clinical ecology,
chemical AIDS, environmental/chemical hypersensitivity disease, total allergy syndrome, cerebral allergy,
20™century disease)
Photoinactivated extracts
e Polymerized extracts
Poison ivy/poison oak extracts for immunotherapy in the prevention of toxicodendron (Rhus) dermatitis

Rationale

Based on available peer-reviewed medical literature, allergy immunotherapy has been demonstrated to be an
effective therapy for the treatment of allergies when the conventional treatments of medication and avoidance have
failed. In individuals with hypersensitivity, the goal of allergy immunotherapy is to prevent allergic reactions from
occurring.



Subcutaneous immunotherapy (SCIT) is the current standard of care. It is established as effective for patients with
allergic rhinitis and/or asthma, especially for allergies to grass pollen, ragweed pollen, birch pollen, mountain cedar
pollen, house dust mite, cladosporium, alternaria, and cats. It is also effective for anaphylaxis to hymenoptera
venom. Alternative routes of administration such as oral (OIT) and sublingual (SLIT) have been studied.

Since 1986, there have been at least 22 double blinded, placebo-controlled studies published in peer-reviewed
journals assessing the effectiveness of sublingual immunotherapy (SLIT). The vast majority of these studies were
conducted outside of the United States and with small sample sizes. In a review study published by Canonica and
Passalacqua in 2003, analysis revealed that all but three of the studies confirmed the clinical efficacy of SLIT in
rhinitis induced by common allergens (when compared to placebo). There have been no head-to-head studies
comparing the effectiveness of SLIT to SCIT (the gold standard). Additionally, the allergen extracts that have been
FDA approved for use in SCIT do not have a similar approval for use in SLIT and are used as an off-labeled
indication. Additionally, it is uncertain exactly what dose of allergen extract is required when administered via the
sublingual route. There is inadequate data to document the efficacy of immunotherapy for allergies to food, fungi,
molds, yeasts, and other undefined allergens, or for the treatment of atopic dermatitis or eczema, angioedema, and
urticaria.

Although the Allergic Rhinitis and its Impact on Asthma (ARIA) Workshop Report concluded, in collaboration
with the World Health Organization (WHO), that high dose SLIT therapy was efficacious for treating allergies to
pollen and dust mites, the fact that there have been no direct comparisons to the gold standard of SCIT and that
there are no FDA approved allergen extracts for sublingual delivery make this form of immunotherapy
investigational/not medically necessary at this time.

Lastly, there is no published data to support the clinical efficacy of oral immunotherapy.

Background/Overview

An allergy is an abnormal reaction or increased sensitivity to certain substances in the environment. The
substances that cause this sensitivity or reaction are called allergens and can vary from naturally occurring
materials, such as pollen and grass, to man-made materials including soaps or chemicals. According to the
National Institute of Allergy and Infectious Diseases, about 20% of the general population experience allergic
reactions triggered by harmless agents such as pollens, molds, and dust mites. First line treatment includes
avoidance and minimization of exposure when possible. Medication, including antihistamines, bronchodilators,
leucotriene inhibitors, and steroids (cortisone), may be used to reverse some of the symptoms of these allergic
reactions.

Allergy immunotherapy is a form of treatment designed to prevent the allergic reaction from ever occurring, thus
treating the basic cause of the disease process. Its mechanism of action is based upon the fact that the body
produces different antibodies to the same antigen depending on how the antigen is introduced into the body.
Allergy immunotherapy is typically used in patients where the use of conservative treatments, such as avoidance
and medications, has been found to be inadequate. Allergy immunotherapy begins with exposing the patient to
very low doses to prevent serious reactions, and progresses gradually to increased doses injected once or twice a
week. This allows the body to slowly develop immunity to the antigen without the development of symptoms.
After a period of time, a maximum dose of antigen is reached and injections are maintained at this dosage with the
interval between injections changed to between two and six weeks. Immunotherapy may need to be administered
continuously for several years. Immunotherapy does not cure allergies but rather makes the patient less sensitive to
them. In some cases, allergic symptoms may be controlled to the point of disappearance, allowing a person to
avoid allergen reactions.

Immunotherapy has been demonstrated to be effective in patients with allergic runny nose (rhinitis), allergic watery
and red eyes (conjunctivitis), or extreme skin irritation to wasp stings. In some individuals, allergy immunotherapy
may be effective in allergic asthma as well. Subcutaneous immunotherapy (SCIT) is the current standard of care
and is the most common and effective route for administration of allergy immunotherapy. Sublingual
immunotherapy (SLIT), generally performed as sublingual-swallow, has been suggested as an alternative route for
administration of immunotherapy. Sublingual immunotherapy involves administration of antigen drops under the




tongue. The antigen drops are administered in gradually increasing doses in an effort to build up individual
tolerance to the allergy-causing substance.

A reaction to allergy immunotherapy treatment can occur within the first 30 minutes following an injection, or it
may be delayed for up to 12-24 hours. Most reactions are local, such as itching, pain and swelling when therapy is
administered via injection. Occasionally, more severe reactions (such as hives or shock) may occur. The most
severe reactions usually occur within the first 30 minutes after an injection; any reactions occurring after that time
are generally mild. To monitor for these effects, treatment is given in a medical office. Environmental
interventions, such as avoidance of allergens, and medications may be used in conjunction with allergy
immunotherapy.

Definitions

Autogenous immunization therapy: a medical technique that involves the injection of a person's own sterilized
urine for the purpose of treating allergies

Ecology units: a special section of a hospital or medical facility that is designed for the treatment of chemical
sensitivity; these units are designed to minimize the presence of various chemicals in the environment

Enzyme potentiated desensitization (EPD): the combination of injections with an enzyme to improve the
response to medical treatment for allergies

Multiple chemical avoidance: a treatment method that involves avoiding substances that cause allergic reactions

Photoinactivated extracts: a man-made form of any substance that causes allergic reactions, where the substance
has been altered using strong light; the purpose of this light exposure is to decrease the substance's ability to cause
an allergic reaction while maintaining its ability to build an immune resistance to it

Polymerized extracts: a man-made form of any substance that causes allergic reactions, where the individual
molecules of the substance have been linked into a long chain; the purpose of this linking is to decrease the
substance's ability to cause an allergic reaction while maintaining its ability to build an immune resistance to it

Provocative and neutralization therapy: a medical therapy that involves the injection under the skin of
substances suspected of triggering an allergic reaction in sufficient quantity to cause symptoms similar to the
patient's complaints; this is then followed by an immediate injection of a weaker or stronger dilution of the same
antigen to relieve the symptoms

Repository emulsion therapy: a form of therapy where certain materials are placed inside the body to improve
allergies

Rotational diets: a type of diet that involves eating only limited foods or types of foods for a certain period of time
on a cyclical basis to help identify foods that may cause allergic responses

Toxicodendron (Rhus) dermatitis: a form of allergic reaction caused by contact with a specific irritant from a
plant, most commonly poison ivy, poison sumac, or poison oak

Coding

The following codes for treatments and procedures applicable to this policy are included below for informational
purposes. Inclusion or exclusion of a procedure, diagnosis or device code(s) does not constitute or imply member
coverage or provider reimbursement policy. Please refer to the member’s contract benefits in effect at the time of
service to determine coverage or non-coverage or these services as it applies to an individual member.

When services are Medically Necessary:

CPT




95130-95134 Professional services for allergen immunotherapy in prescribing physician's office or
institution, including provision of allergenic extract; stinging insect venom(s)

95145-95149 Professional services for the supervision of preparation and provision of antigens for
allergen immunotherapy; stinging insect venom(s)

95170 Professional services for the supervision of preparation and provision of antigens for
allergen immunotherapy; whole body extract of biting insect or other arthropod

95180 Rapid desensitization procedure, each hour

ICD-9 Diagnosis
All applicable diagnoses

When services are also Medically Necessary:

CPT

95115 Professional services for allergen immunotherapy not including provision of allergenic
extracts; single injection

95117 Professional services for allergen immunotherapy not including provision of allergenic
extracts; two or more injections

95120 Professional services for allergen immunotherapy in prescribing physician's office or
institution, including provision of allergenic extract; single injection

95125 Professional services for allergen immunotherapy in prescribing physician's office or
institution, including provision of allergenic extract; two or more injections

95144 Professional services for the supervision of preparation and provision of antigens for
allergen immunotherapy, single dose vial(s)

95165 Professional services for the supervision of preparation and provision of antigens for

allergen immunotherapy; single or multiple antigens

ICD-9 Procedure
99.12 Immunization for allergy; desensitization

ICD-9 Diagnosis
All applicable diagnoses not listed as investigational

When Services are Investigational/Not Medically Necessary:
For the procedure codes listed above with the following diagnosis codes, or when the code describes a procedure
indicated in the Policy section as Investigational/Not Medically Necessary

ICD-9 Diagnosis
477.1 Allergic rhinitis, due to food
693.1 Dermatitis, due to food
V15.01-V15.05  Allergy, other than to medicinal agents (peanuts, milk, eggs, seafood, other foods)

When services are also Investigational/Not Medically Necessary:

CPT
97780 Acupuncture, one or more needles, without electrical stimulation (deleted 01/01/2005)
97781 Acupuncture, one or more needles, with electrical stimulation (deleted 01/01/2005)
97810-97814 Acupuncture

ICD-9 Procedure
99.92 Other acupuncture

ICD-9 Diagnosis
477.0-477.9 Allergic rhinitis



692.0-692.9 Contact dermatitis and other eczema

693.0-693.9 Dermatitis due to substances taken internally
V14.0-V14.9 Personal history of allergy to medicinal agents
V15.01-Vv15.09 Personal history of allergy, other than to medicinal agents
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Status Date Action
Reviewed 03/23/2006 Medical Policy & Technology Assessment Committee (MPTAC) review.
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Anthem, Inc. 03/21/2003 MED.00001 Allergy Immunotherapy
WellPoint Health Networks,  12/02/2004 8.12.02 Sublingual and Oral Immunotherapy
Inc.
12/02/2004 2.01.20 Diagnosis and Management of

Idiopathic Environmental
Intolerance (Clinical Ecology)

Federal and State law, as well as contract language, including definitions and specific contract provisions/exclusions, take precedence over Medical Policy and
must be considered first in determining eligibility for coverage. The member’s contract benefits in effect on the date that services are rendered must be used.
Medical Policy, which addresses medical efficacy, should be considered before utilizing medical opinion in adjudication. Medical technology is constantly
evolving, and we reserve the right to review and update Medical Policy periodically.
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