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The incidence of allergic diseases has grown steadily in 
recent decades, giving rise to a global public health problem 
that severely impacts health and available health care 
resources [1]. 

Biological drugs constitute a very specific therapeutic 
option for immune system targets and have helped improve 
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allergic patients' quality of life, especially those with the most 
severe and poorly controlled disease [2]. 

Once the clinical trials required for authorization are 
completed and the biologic drug is available, observational 
studies should be conducted in routine clinical practice to 
analyze the efficiency of the intervention in the real-world 
population. Moreover, there is a lack of evidence on how 
biologics can influence different concomitant type 2 helper 
T-cell diseases that co-occur in an individual patient [3].

One of the objectives of the Spanish Society of Allergology 
and Clinical Immunology (SEAIC) is to promote activities that 
provide evidence on health outcomes in a clinical setting. To 
this end, SEAIC launched the Alergodata Registry, which is the 
first registry designed to obtain data on the use of biological 
drugs in routine clinical practice by Spanish allergists.

The main objective of the Alergodata Registry, which 
was set in motion at the end of 2019, is to describe the profile 
of patients with severe asthma and/or chronic rhinosinusitis 
with nasal polyps and/or chronic urticaria and/or moderate-
to-severe atopic dermatitis (AD) who are receiving biological 
drugs and are followed up in specialized allergology clinics.  

The Alergodata Registry is led by a project team 
(Table 1, Supplemental files) and coordinated by specific 
committees responsible for each disease under study (Table 
2, Supplemental files). 

In line with the study plan and before inclusion in the 
Alergodata Registry, patients must be informed using the 
patient information sheet and sign an informed consent form. 
The study initially involves an inclusion visit and at least 1 

annual visit for the first 5 years, as the disease requires. Other 
visits are arranged according to routine clinical practice. 
The investigator records the information in an electronic 
case report form (eCRF) designed specifically for the study 
(Figure). 

The information collected at the registry inclusion visit 
comprises screening criteria (Table 3, Supplemental Files), 
patient sociodemographic variables, baseline clinical status 
of the patient’s disease, diagnostic test results, and baseline 
quality of life. 

The effectiveness of the treatments is measured according 
to the usual determinations performed for monitoring and 
evaluating patients as appropriate for their disease. In the case 
of severe asthma, disease control is classified according to the 
Asthma Control Test (ACT), lung function (including forced 
spirometry and bronchodilation) is measured, and the number 
and intensity of exacerbations and consumption of systemic 
corticosteroids is recorded [4]. The progress of patients with 
chronic rhinosinusitis with nasal polyps is evaluated based on 
the improvement in nasal symptoms based on the Total Nasal 
Symptom Score [5]. Reduction in polyp size is measured 
using endoscopy for the nasal passages and sinus computed 
tomography. In patients with chronic urticaria, the Urticaria 
Activity Score (UAS and UAS7) and the Urticaria Control 
Test are administered  [6,7]. In patients with moderate-to-
severe AD, severity scores (Eczema Area Severity Index and 
Scoring Atopic Dermatitis) are used [8]. The Investigator 
Global Assessment and the Patient-Oriented Eczema Measure 
are also included in the evaluation [9,10]. 

Follow-up visits Additional visits

Patient seen in  
the allergy clinic

Patient meets screening 
criteria Inclusion in the registry

•	At least 1 visit per year.
•	Record patient’s sociodemographic and clinical variables
•	Record clinical variables corresponding to the 4 study 

diseases:
	 -	 Disease progress
	 -	 Diagnostic tests
	 -	 Quality of life

•	Carried out according to medical criteria in routine 
clinical practice.

•	Update of patient’s sociodemographic and clinical 
variables.

•	Update of clinical variables corresponding to the 4 
diseases under study

Does he/she have any of the 
diseases under study?

Investigator gives PIS  
and ICF to patient

Yes

Cannot be includedNo

Figure. Study flow chart. PIS indicates patient information sheet; ICF, informed consent form; eCRF, electronic case report form.

Periodic completion of eCRF for first 5 
years
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Safety is assessed by recording adverse events associated 
with each biological drug. 

Quality of life (QOL) is evaluated in all patients; in 
patients with severe asthma, it is measured using the Mini 
Asthma Quality of Life Questionnaire [11]. For patients with 
chronic rhinosinusitis with nasal polyps, QOL is measured 
using the Sinonasal Outcome Test [12]. For patients with 
chronic urticaria, quality of life is measured using the 
Chronic Urticaria Questionnaire for Quality of Life [13] or 
the Dermatology Life Quality Index (DLQI)[14], and finally, 
for patients with moderate-to-severe AD, QOL is assessed 
using the DLQI [14] or the Children’s Dermatology Life 
Quality Index [15].  

An annual statistical analysis is performed to evaluate 
the primary and secondary objectives, which are stratified 
according to the disease(s) recorded for the patient. The results 
are published in scientific journals.

Concerning implementation and conduct, all SEAIC 
members were invited to participate in the study. Confirmation 
was received from 62 Spanish hospitals, of which 61 finally 
participated (Table 4, Supplemental Files). The research 
protocol was drafted, and the documentation was prepared 
and presented to the health authorities. At the end of 2020, the 
Spanish Agency for Medicinal Products and Medical Devices 
classified the registry as a postauthorization prospective 
follow-up study (EPA-SP [Spanish initials]). Finally, in 2021, 
the protocol was evaluated by the autonomous community 
health agencies and research ethics committees of the hospitals 
that had confirmed their interest in participating in the SEAIC 
initiative, and the favorable opinion of the Research Ethics 
Committee of Hospital Clinic de Barcelona was obtained 
on March 4, 2021. Specifically, the study was submitted 
to or evaluated in 13 autonomous communities (Table 5, 
Supplemental Files). In November 2021, eCRF access was 
opened, and patients who initiated biological treatment (or 
were not taking biological treatment in the case of severe 
asthma) as of January 1, 2021 were included. 

The Alergodata Registry is a SEAIC initiative for 
generating scientific knowledge in routine clinical practice in 
the field of allergology. It provides direct, accurate, evidence-
based information on the management and treatment of patients 
with the allergic diseases in question, thus contributing to 
better decision-making in health care. In short, real-life data 
in all these scenarios is gathered, analyzed, and acted upon 
accordingly. Findings are periodically reanalyzed to build 
upon and strengthen the decision-making framework emerging 
from evidence-based medicine that cannot be obtained from 
clinical trials alone.
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