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Access to the patient’s perspective gives a unique key to en-
hances the range of outcomes that can be evaluated beyond the 
traditional clinical, biological and functional measures. Patient 
Reported Outcomes (PROs)–any report directly provided by 
patients on their experience with health and treatments–are 
now recognised as an essential part of clinical management and 
research studies (1). They assess a range of outcomes such as 
Health Related Quality of Life (HRQoL), level of control, sat-
isfaction, awareness, disease perception. The role of PROs gets 
more significance when interventions have similar effects in 
terms of efficacy and safety, and is crucial in any management 
paradigm that relies on personalized medicine. Moreover, regu-
latory agencies encourage the inclusion of PROs in the process 
for approval of new drugs and treatments (1).
Over the last two decades, PROs have emerged as a critical 
tool for assessing disease impact, level of control and response 
to treatment in allergic patients. Specifically, the integration of 
PROs in the healthcare continuum from research to clinical 
practice, has supplied deep insights into care and management 
of allergic diseases.
With great interest we read the articles of Dortas Junior (2), 
El-Qutob (3), and Leiria-Pinto (4), published in this issue of 
European Annals of Allergy and Clinical Immunology. Each of 
them developes one of the three steps of the FDA Roadmap to 
Patient-Focus Outcome Measurement (5) (figure 1).
The observational study by Dortas Junior et al. (2) is the first-
time evaluation of spirituality in patients with chronic urticaria 
(CU), controbuiting to better understand the disease (figure 1, 
step 1). During the last decade, the role of this PRO in chronic 
dieseases has received more attention, with growing evidence 
that this dimension of subjective experience is related to phys-
ical and psychological wellbeing and contributes to the health 
outcomes (6). In a study sample of 100 patients, Dortas Junior 
and co-workers, by mean of validate questionnaires, evaluated 

the spiritual wellbeing in CU patients with different levels of 
disease control, and the realtionship between spiritual wellbeing 
and HRQoL. In their analysis the authors highlight how sub-
jects with poorly controlled CU had significantly lower spiritual 
wellbeing and worse HRQoL than subjects with controlled CU. 
Moreover, higher levels of spiritual wellbeing were associated to 
better HRQoL scores. This study suggests that spirituality may 
play a role in the experience of CU patients. Additional research 
is needed to better investigate this construct, and therefore plan-
ning targeted intervention programs designed to manage the 
spiritual well-being of patients with CU.
El-Qutob and co-workers (3) provide the results of the first 
study that explores the effectiveness of specific immunotherapy 
based on the combination of allergens in polysensitized patients 
with asthma and/or rhinitis (figure 1, step 2). Disease control 
and HRQoL were retrospectively evaluated by mean of validat-
ed tools in 39 patients observed in clinical practice. The au-
thors found that the administration of the combination vaccine 
significantly increases the level of asthma control and HRQoL, 
and maintains the improvment at 12 months. Although pre-
liminary, these findings are important because highlight for the 
first time how patients experience specific benefits and changes 
during the first year of treatment whith immunotherapy based 
on the combination of allergens.
The availability of simple, psychometrically sound question-
naires should help to implement the assessement of PROS in 
daily practice. To be used in languages different from the orig-
inal one, PROS measures must be cross-culturally adapted and 
and their psychometric characteristics must be verified, following 
well-established procedures. The Test for Respiratory and Asth-
ma Control in Kids (TRACK) is the only available tool for the 
assessment of respiratory control in children younger than five 
years. It was originally developed and validated in English, and 
then cross-culturally validated into other languages. The article 
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of Pinto et al. (4) describes the results of the rigorous procedure 
they followed to adaptat and validate the TRACK into the Portu-
guese language (figure 1, step 3). First, the proper forward-back-
ward translation methodology was adopted to obtain a concep-
tual and linguistic version that is equivalent to the original one. 
Second, internal consistency, criterion validity, costruct validity, 
test-retest reliability, and responsiveness were determined. The 
results of the validation analyses show that the Portuguese ver-
sion of TRACK has satisfactory psychometric properties for the 
assessment of respiratory control in pre-schhol children.
Taken together, these studies offer innovative contributions, all 
of which provide insights into how researches can capture the 
disease experience of allergic patients and ensure a comprehen-
sive assessment of disease and drugs impact.
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Figure 1 - Use of the PROs  suggested by FDA Roadmap to Patient-Focus Outcome Measurement. 


