Sublingual Immunotherapy – not ready for prime time

When allergies are severe, can not be well controlled by medications, and interfere with daily life, - allergy immunotherapy remains a viable option. The subcutaneous allergy immunotherapy or more commonly known allergy shots/ injections have been used to treat allergies for over 40 years. Allergy shots are usually administered every 1-4 week at the doctor’s office, where patients can be observed for any allergic reactions.  There is a long track record of safety and with currently recommended higher doses, the efficacy of allergy shots approaches 90%. Another alternative, sublingual immunotherapy, SLIT has become available in Europe and has been viewed with increasing interest in US.  The therapy is administered daily at home in the form of drops or tablets. This treatment is not FDA approved in US, but has been gaining popularity among patients. The obvious advantage for using sublingual immunotherapy is ease of administration. However, there has been a growing concern with allergic reactions, including asthma exacerbations and anaphylaxis, to sublingual immunotherapy (SLIT) which can be especially dangerous when occur at home with no medical supervision. 

A recent Mexican study evaluated the risk of allergic reactions from sublingual immunotherapy, in adults with allergies and asthma. During the 6 months study period, 5 out of 43 patients (11.6%) developed severe allergic reactions. This study raised a question that SLIT may not be safe in patients with asthma and multiple allergies.  In comparison with allergy shots, the rate of systemic reactions is 0.05%. Since the injections have to be administered at doctors offices and patients need to wait 20-30 minutes after the injection, even if allergic reaction occurs it can be quickly recognized and treated.

So how are the patients receiving sublingual immunotherapy (SLIT) in US right now? Currently in the US only 6% of allergists are using SLIT. Major reasons cited for not using SLIT were lack of approval by FDA; no FDA approved allergenic extracts for SLIT available in US and no reimbursement by insurance.  The majority of the practitioners who prescribe SLIT use extracts licensed for allergy injections. However, these extracts are much weaker then the ones that were studies and benefited patients with allergies in Europe. The appropriate doses for sublingual immunotherapy would be 10-500 times more then used for allergy injections, and that would be prohibitively expensive for patients.  Most practitioners who used SLIT had it reimbursed by patients paying out of pocket. Since few board certified allergists utilize SLIT, the majority of physicians using it are alternative medicine practitioners or other non-allergists. The doses that are given are often much lower then recommended for sublingual immunotherapy in European studies.

Not all hope is lost for sublingual immunotherapy, SLIT in the US. A recently reported preliminary (phase 1) study to determine safely and dosing schedule for 4-US licensed SLIT allergenic extracts: timothy grass pollen, cat hair, house dust mite and short ragweed was completed. The study included only healthy adults with allergies and no asthma who received 8 weeks of sublingual immunotherapy. The doses for SLIT used in this study were up to 100 times higher then doses used in allergy injections and were generally safe without serious adverse effects. Most adverse effects were local and no life-threatening adverse reactions requiring epinephrine occurred. 

We hope that sublingual immunotherapy will be a viable option for our patients suffering with allergies in the future, but more studies need to be done and FDA approved extracts are needed before it can be widely used in the treatment of allergies.  At this time, sublingual immunotherapy as it is offered in the United States is unapproved and most likely ineffective.
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