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SUMMARY

Allergy immunotherapy (AIT) is an effective, safe, and cost-efficient treatment for allergic
rhinitis and asthma. Nevertheless, the prescription of AIT is paradoxically low and is
progressively decreasing in Italy. Barriers exist, including the lack of quidelines for primary care
physicians (PCPs) and specialists, insufficient agreed-upon pathways between specialists and
PCPs, and complexities in the prescriptive process. It is necessary to rethink the approach to
thisissue through a collaborative and integrated effort among all players involved in improving
accessibility and utilization of AIT for the treatment of allergic respiratory diseases.
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INTRODUCTION

AIT for the treatment of allergic respiratory diseases has been used in practice for more than
100 years. Typically, either subcutaneous AIT (SCIT) injections or sublingual AIT (SLIT) are
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CORRESPONDENCE Extensive research on AIT conducted over the last few decades has confirmed its efficacy,
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Moreover, AIT has been shown to effectively reduce the risk of exacerbations and lower
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several gaps and deficiencies. While almost all countries (92%) report the availability of AIT,
guidelines for PCPs and specialists, as well as agreed-upon pathways between these groups,
are present in fewer than 50% of countries. Furthermore, reimbursement policies and the cost
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In ltaly, AIT is offered free of charge (with a therapeutic plan) through
the Italian National Health System (Sistema Sanitario Nazionale or
SSN), but only for a few prescriptions identified by the Italian Drug
Agency (Agenzia Italiana del Farmaco or AIFA). This selection aligns
with the rigorous evaluation standards of the European Medicines
Agency (EMA), which includes chemical, pharmacological, preclinical,
and clinical studies.

IMPLEMENTATION OF AIT

The implementation of AIT should involve the various actors in the
prescriptive process, including specialists, general practitioners
(GPs) and pediatricians, regulatory organizations, national health
systems (NHS), scientific organizations, the political system, patient
associations, and companies.

1. Specialists

Specialists in allergy and immunology should be considered the
primary actors in the prescription and surveillance of AlT. Since
AIT requires specific theoretical and practical knowledge, periodic
professional training should be organized by allergy scientific
societies. This training should target specialists with a particular
interest in allergic respiratory diseases, including pulmonologists,
otolaryngologists, dermatologists, and PCPs.

Moreover, communication during AIT prescriptions should be
improved to foster better understanding among patients (and their
parents, when applicable). Clear explanations of the characteristics
of AIT are essential to achieving a strong therapeutic alliance (Tab. I).

2. General Practitioners and Pediatricians (PCPs)

PCPs, including general practitioners and pediatricians, should
collaborate with specialists in the management of AIT prescriptions.
One of the greatest barriers perceived by PCPs working with AIT in
Europe is suboptimal communication with specialists.

Enhanced dialogue between specialists and PCPs can improve
knowledge and streamline treatment pathways at the local level.
Currently, PCPs are not adequately trained to manage allergy patients.

Allergies are rarely featured in undergraduate medical curricula,
and there is minimal allergy training in postgraduate primary care
specialist programs. To address this gap, allergy and AIT training
should be included in all undergraduate medical curricula as well as
in postgraduate primary care specialist training programs. Moreover,
vertically integrated care pathways to improve the delivery of AIT
should be implementedsituational analysis.

In a study based on an online questionnaire regarding the behavior
of 460 ltalian family pediatricians in managing allergic diseases,
only 9 pediatricians declared a specific interest in allergy. However,
171 (37%) reported using AIT in some form, almost exclusively
via the sublingual route. This indicates a notable interest within
the category that could be appropriately addressed through
postgraduate training.

3. Regulation and Acceptance of Allergen Products

In recent years, there have been significant changes in the allergen
market, which have impacted the availability of allergen products.
Within the EU, the regulation and acceptance of AIT products vary
widely across regions. In Italy, AIFA considers two types of products for
AIT: Named Patient Products (NPP) and authorized market products
(Autorizzazione Immissione Commercio or AIC). AIC products for
respiratory allergic diseases are widely available for grass, ragweed,
and mite allergens.

NPPs are available upon specific prescription by any physician and are
produced by several manufacturers. These products are fully paid for by
patients in most Italian regions, with exceptions such as Lombardia, Val
D'Aosta, Piemonte, Trentino Alto Adige, and Puglia.

4. National Health System (NHS)

In Italy, the NHS (or SSN) provides free AIC for grass pollen allergic
rhinitis in children over 6 years old and adults in all regions. However,
AIC for mite allergic rhinitis and asthma is currently available free
of charge only in Tuscany and Trentino-Alto Adige. A therapeutic
plan, drawn up by medical staff designated by NHS local health
departments, is required for these prescriptions. Specialists outside
the SSN can prescribe both AIC and NPP products, but the cost is

TABLE . AIT for respiratory allergic diseases: What to explain to patients/parents.

AIT is not a vaccine but an antiallergic treatment.

Itis a natural treatment (it uses the same allergic substance to obtain a protective immunologic response).

Itis a safe treatment.
It is efficacious (reduces symptoms by about 40-50%).

Itis also efficacious in reducing the risk of exacerbations and lower respiratory tract infections in both seasonal and perennial allergic

asthma patients.
Itis a long treatment (at least 3 years).

It is the only treatment that modifies the natural history of the allergic disease.

AIT: allergen immunotherapy.

16 | Mini Review



entirely borne by patients. The use of AIT with NPP products in Italy
is relatively low and has progressively decreased over the past two
decades, from approximately 400,000 treatments in 2000 to about
100,000 in 2022. Data on AIC sales are not available but are likely low,
as they are limited by spending ceilings defined by individual regions,
difficult access to dedicated outpatient °clinics, and long waiting lists.
This creates a prescriptive funnel for AICs, preventing most patients
who need AIT from obtaining it free of charge. Therefore, there is a
need to increase the number of medical staff authorized to prescribe
AIC products for AIT covered by the NHS.

5. Scientific Societies

Although recommendations for competency in allergy training and
pocket guides for allergen-specificimmunotherapy for allergic rhinitis
and asthma have been published by many scientific societies 2%,
guidelines for PCPs and specialists, as well as agreed-upon pathways
between them, exist in fewer than 50% of European countries®.

The main scientific societies involved in AT for adults and children in
Italy — Societa Italiana di Allergologia e Immunologia Clinica (SIAIC),
AssociazioneAllergologi e Immunologiltaliani Territoriali e Ospedalieri
(AAIITO), and Societa ltaliana Allergologia Immunologia Pediatrica
(SIAIP) — have, in recent years, published consensus documents on
the practical aspects of AIT for adults ** and for children .

However, there is a pressing need to strengthen the connection
between scientific organizations, PCPs, and patient associations to
synergistically promote a correct, evidence-based understanding
of allergy care. This effort should focus on identifying shared
diagnostic-therapeutic ~ pathways  (assessment,  prescription,
treatment) and establishing training courses with the active
collaboration of PCP associations and patient associations. In this
regard, AllergicaMente (https://www.allergicamente.it/allergie/
respiratorie)”, an initiative of the AAIITO, offers clear and simple
recommendations to facilitate the recognition, diagnosis, and
treatment of allergic diseases, including AIT.

Suchinitiatives must be implemented at the regional level, considering
the organization of the Italian NHS and the fact that Italian scientific
societies have regional coordinators. At a local level, priority should
be given to practical approaches.

6. Patient associations

There are many patient associations in ltaly for those suffering from
allergic respiratory diseases,*® but none clearly support the use of
AIT in the treatment of allergic rhinitis and asthma. A link between
these associations and the AAITO site AllergicaMente may be
useful to increase patients’ knowledge and provide appropriate
recommendations for the diagnosis and treatment of allergic
respiratory diseases. Staunch support for patient associations is
fundamental to increase the use of AIT to treat allergy patients.

7. Companies
In ltaly, companies that sell products related to AIT (ALK-Abello,
Stallergenes, Lofarma, Allergy Therapeutics, Anallergo, HAL Allergy,

Allergen immunotherapy for respiratory allergic

Roxall) were once part of an association called Assobiomedica, but
thatis no longer the case. Nevertheless, there is a need for a synergistic
effort among companies to promote the use of AlT.

8. Press and social networks

Proper information on AIT could be amplified by means of the press
and social networks, especially networks connected to patient
associations.

9. Political system

The involvement of the political system is fundamental for the
identification of standards relating to the number of allergy structures/
services per capita and the homogenization of the prescription and
free availability of AIT throughout the nation. For this purpose, a
parliamentary intergroup on respiratory allergies *°, which includes
representatives of the presidents of SIAIC, AAIITO, and SIAIP, proposes
to "guarantee full access to the use of more advanced therapies for the
treatment of respiratory allergies, including desensitizing therapies
and NPPs (Named Patient Products), requlated by art. 5 of law
n.94/1998, in line with the principles of therapeutic appropriateness,
sustainability for the national health system, and equal access to care
in all regions, eliminating all sorts of inequities.”

CONCLUSIONS

In conclusion, it is evident that there is a prescriptive AIT paradox in
the treatment of respiratory allergic diseases.Despite a growing body
of evidence-based research produced over recent years on its efficacy
and safety, the rate of prescriptions for AT is progressively decreasing.
It is evident that whatever has been done before now to promote AIT
has not been effective. It is necessary to rethink the existing approach
through a collaborative and integrated effort involving all players
involved in the utilization of AIT (Fig. 1).

Italian Drug Agency (AIFA)
Scientific Allergy Societies
Political system
National Health System

Press Companies

— o
Social networks Patient’s associations

General Practitioners and Pediatricians
Territorial specialists

FIGURE 1. Integrated approach to favor AIT utilization in the tre-

atment of respiratory allergic diseases.
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