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Overview
Grastek, Odactra, Oralair, and Ragwitek are allergen-specific immunotherapies used to allow the immune
system to become less sensitive to specific allergens and thereby, decrease allergy symptoms.

e Grastek (Timothy grass pollen allergen extract) is an allergen extract indicated as immunotherapy for the
treatment of grass pollen-induced allergic rhinitis with or without conjunctivitis confirmed by positive
skin test or in vitro testing for pollen-specific IgE antibodies for Timothy grass or cross-reactive grass
pollens. It is approved for patients 5 through 65 years of age.

e (QOdactra (Dermatophagoides farinae and Dermatophagoides pteronyssinus) is an allergen extract
indicated as immunotherapy for the treatment of house dust mite (HDM)-induced allergic rhinitis, with
or without conjunctivitis, confirmed by positive in vitro testing for IgE antibodies to Dermatophagoides
farina or Dermatophagoides pteronyssinus house dust mites or by positive skin testing to licensed house
dust mite allergen extracts. It is approved for patients 5 through 65 years of age.

e Oralair (sweet vernal, orchard, perennial rye, timothy, and Kentucky blue grass mixed pollens allergens
extract) is an allergen extract indicated as immunotherapy for the treatment of grass pollen-induced
allergic rhinitis with or without conjunctivitis confirmed by positive skin test or in vitro testing for pollen-
specific IgE antibodies for any of the five grass species contained in Oralair. It is approved for patients 5
through 65 years of age.

e Ragwitek (short ragweed pollen) is an allergen extract indicated as immunotherapy for the treatment of
short ragweed pollen-induced allergic rhinitis, with or without conjunctivitis, confirmed by positive skin
test or invitro testing for pollen-specific IgE antibodies for short ragweed pollen. It is approved for
patients 5 through 65 years of age.
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Coverage Guidelines

Authorization may be reviewed for members new to the plan within the past 90 days who are currently
receiving treatment with the requested medication, excluding when the product is obtained as samples or via
manufacturer’s patient assistance programs

OR

Authorization may be granted for members when all of the following criteria are met:

General Approval Criteria — for ALL drugs
Authorization may be granted for members who meet ALL the following criteria PLUS the respective drug-
specific criteria (below):
1. Prescriberis an allergist or immunologist, or the therapy has been recommended by a specialist via
consult within the previous year.
2. Documentation member does not have a diagnosis of severe or uncontrolled asthma.
3. Member has had a documented side effect, allergy, inadequate response, or treatment failure with at
least one non-sedating antihistamine (e.g., loratadine, cetirizine, fexofenadine, etc.).
4. Member has had a documented side effect, allergy, inadequate response, or treatment failure with an
intranasal corticosteroid.
5. Member has had a documented side effect, allergy, inadequate response, or treatment failure with an
intranasal antihistamine.
6. Member has had a documented side effect, allergy, inadequate response, or treatment failure with a
leukotriene modifier (e.g., montelukast, zafirlukast, etc.).
7. Documentation member will be prescribed and trained to self-administer epinephrine rescue therapy
8. Drug-specific criteria are met

Drug-Specific Criteria — Grastek (Timothy grass pollen allergen extract)
1. Diagnosis of grass pollen-induced allergic rhinitis with or without conjunctivitis
2. Memberis 5 to 65 years of age
3. Member has had a skin test or in vitro testing confirming pollen-specific immunoglobulin E (IgE)
antibodies for Timothy grass or cross-reactive grass pollen.
4. Therapy will begin 12 weeks prior to the allergy season and will not exceed 3 consecutive years
(including intervals between grass pollen seasons).

Drug-Specific Criteria — Odactra (Dermatophagoides farinae and Dermatophagoides pteronyssinus)
1. Diagnosis of house dust mite induced (HDM) allergic rhinitis with or without conjunctivitis
2. Memberis 5 to 65 years of age
3. Member has had a skin test or in vitro testing confirming pollen-specific immunoglobulin E (IgE)
antibodies to Dermatophagoides farinae or D. pteronyssinus dust mites or skin testing to licensed HDM
allergen extracts in adults 65 years of and younger.

Drug-Specific Criteria — Oralair (sweet vernal, orchard, perennial rye, timothy, and Kentucky blue grass mixed
pollens)

1. Diagnosis of grass pollen-induced allergic rhinitis with or without conjunctivitis

2. Memberis 5 to 65 years of age

3. Member has had a skin test or in vitro testing confirming pollen-specific immunoglobulin E (IgE)
antibodies for any of the 5- grass species contained in this product (Sweet Vernal, Orchard, Perennial
Rye, Timothy and Kentucky Blue Grass).
Therapy with Oralair will begin 4 months prior to the expected onset of each specific grass pollen season
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Drug-Specific Criteria — Ragwitek (short ragweed pollen)

1. Diagnosis of short ragweed pollen-induced allergic rhinitis with or without conjunctivitis

2. Memberis 5 to 65 years of age

3. Member has had a skin test or invitro testing for pollen specific IgE antibodies for short ragweed pollen.

4. Therapy with Ragwitek will begin 12 weeks prior to the expected onset of each ragweed pollen season.

Limitations
1. Approvals will be granted for 12 months.
2. The following quantity limits apply:
Medication Name Quantity Limit
Grastek 30 tablets per 30 days
Odactra 30 tablets per 30 days
Oralair 30 tablets per 30 days
Ragwitek 30 tablets per 30 days
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06/06/15 — Effective

04/25/16 — Reviewed

09/18/17 — Reviewed

02/26/18 — Reviewed in P&T Meeting

02/20/19 — Updated (Combined GRASTEK/ODACTRA/ORALAIR/RAGWITEK)

01/20/2021 — Reviewed Jan P&T.

05/14/2025 — Reviewed and updated at May P&T. Added language for members who are new to the plan.
Specified diagnosis for each agent. Updated minimum ages for Odactra and Ragwitek from 18 years of age to 5
years of age to align with updated FDA-approved package labeling. Effective 08/01/2025.
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