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0 S p It a I G e n . STRATEGIC OBJETIVES

e These group members are specialists in various areas of allergic diseases, which enable them to
perform clinical studies and basic research on the main allergic diseases (food allergies, asthma
and rhinitis, urticaria/ angiooedema and drug allergies). The group’s strategic research objectives
include:

e The development of new techniques to improve the diagnosis of food allergies by determining
the molecular sensitisation profile

e The study of hyperresponsiveness and airway inflammation in asthma, as well as the role of
allergen exposure and comorbidities in this disease

e The study of the pathogenesis and treatment of eosinophilic diseases of the airways (asthma,
eosinophilic bronchitis) and the gastrointestinal tract (eosinophilic oesophagitis)

e The characterisation of various types of angiooedema caused by Bradykinin (hereditary and
acquired) and improvements in their diagnosis and treatment

e Research on the epidemiology and pathomechanisms of severe adverse reactions caused by
immune hypersensitivity reactions to drugs

RESEARCH LINES

Food allergy (milk, egg, fruit, cereals): molecular diagnosis (by allergenic components) and treatment
with oral desensitisation

Epidemiology, physiopathology, diagnosis and treatment of angioedema and urticaria

Studies on bronchial hyperresponsiveness to direct and indirect agents and airway inflammation
Eosinophilic diseases of the respiratory tract (eosinophilic bronchitis) and digestive system (eosinophilic
esophagitis)

Persistent and difficult to control asthma: study on the influence of common and occupational allergens,
comorbidities and new therapies

Aspirin-exacerbated respiratory disease (AERD): inflammatory markers and desensitisation protocol
Adverse immunologic reactions to drugs: study on the cellular and molecular mechanisms involved.

Identification and characterization of new environmental allergens and modulating factors of allerge-
nicity.
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de Investigacion en Red de Enfermedades Respi-
ratorias. (CIBERER). ISCIII.(31/12/2023). FIBHULP

Clinical trials

Caballero Molina MT. Ensayo de extension
abierto para evaluar la sequridad a largo plazo
de kvd900, un inhibidor oral de la calicreina
plasmatica, para el tratamiento a demanda de las
crisis de angioedema en pacientes adolescentesy
adultos con angioedema hereditario de tipo i o ii.
Type/Phase: lll

Sponsored by: Kalvista Pharmaceuticals, Ltd

Signed date: 12/06/2023

Caballero Molina MT. Ensayo de fase 3, aleator-
izado, doble ciego, controlado con placebo y con
tres grupos cruzados, para evaluar la eficacia y la
seguridad de dos niveles de dosis de kvd900, un
inhibidor oralde la calicreina plasmética, para el

tratamiento a demanda de las crisis de angioede-
ma en pacientes adolescentes y adultos con an-
gioedema hereditario de tipo i 0 ii.

Type/Phase: lll

Sponsored by: Kalvista Pharmaceuticals, Ltd

Signed date: 08/05/2023

Caballero Molina MT. Estudio de fase 1/2, ab-
ierto y de aumento escalonado de la dosis para
determinar la sequridad, la tolerabilidad y la
eficacia de bmn 331, un gen de transferencia de
serping1 humano mediada por el vector del virus
adenoasociado (aav), en pacientes con angi.
Type/Phase: |

Sponsored by: Biomarin Pharmaceutical, Inc

Signed date: 07/06/2023

Caballero Molina MT. Estudio sin enmascara-
miento a largo plazo para evaluar la seguridad
y la eficacia de donidalorsén como tratamiento
profilactico del angioedema hereditario (aeh).
Type/Phase: Il

Sponsored by: lonis Pharmaceuticals Inc

Signed date: 31/10/2023

Dominguez Ortega F. Estudio observacional,
retrospectivo, multicéntrico, para recoger datos
en vida real de la seguridad y efectividad de la
inmunoterapia con alérgenos administrada en
los Gltimos 5 afios a pacientes con asma grave.
Type/Phase: EPA-SP

Sponsored by: Fundacion De La Sociedad Espanola
De Alergologia E Inmunologia Clinica (Seac)

Signed date: 13/01/2023

Phillips Anglés E. Estudio en fase Ill para evalu-
ar la sequridad y farmacocinética de la profilaxis
con berotralstat en nifios de 2 a <12 afios con
angioedema hereditario.

Type/Phase: Il

Sponsored by: Biocryst Pharmaceuticals Inc

Signed date: 14/12/2023

Tomas Pérez M. Estudio de extension de fase 3
en régimen abierto, multicéntrico e internacio-
nal para evaluar la seguridad a largo plazo de
€c-93538 en sujetos adultos y adolescentes con
esofagitis eosinofilica.
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Type/Phase: Ill
Sponsored by: Celgene International I -Sarl
Signed date: 06/09/2023

Tomas Pérez M. Estudio observacional prospec-
tivo para evaluar la seguridad de "modigoid®" y
"modigoid plus®" en pacientes mono o polialér-
gicos con rinitis/rinoconjuntivitis alérgica, con o
sin asma asociada..

Type/Phase: EPA-SP

Sponsored by: Roxall Medicina Espaiia, S.A(Bial In-
dustrial Farmaceutica, S.A.)

Signed date: 415/02/2023

Patents and trademarks

Valenta R, Constantin C, Quirce Gancedo, SE,
inventors; Phadia AB, assignee. Novel wheat
allergens. PCT/SE2008/051377, EP2225266,
US2010305049, AU2008330230,
CA2707190, CN101932597, JP2011505134,
RU2010126590; 2007 November 30.
Caballero Molina MT, Prior Gémez N, Remor
Bitencourt EA, authors, FIBHULP, assign-
ee. Brand name: HAE-QoL HEREDITARY AN-
GIOEDEMA QUALITY OF LIFE. CM 13.083.068;
2014 July 15.

A E-Qol

HEREDITARY ANGIOEDEMA QUALITY OF L

Sénchez Herreros R, Martinez Fernédndez
J, Castro Morera A, Gasset Vega M, Ro-
driguez Pérez RM, Pedrosa Delgado M,
Quirce Gancedo S, inventors; FIBHULP,
CSIC, assignees. Food allergen extracts and
methods of producing and using the same.
EP16382413.9 (Publication Number pend-
ing); 2016 September 06.

del Pozo Abején V, Sastre Dominguez J, Ro-
drigo-Mufioz JM, Sastre Turrién B, Quirce
Gancedo S, Cafias Maiias JA, inventors; Fl-
ISEHD, Centro de Investigacion Biomédica
en Red (CIBER), FIBHULP, Fundacién Con-
chita Rédbago de Jiménez Diaz, assignees.
In vitro method for identifying severity levels
in bronchial asthma patients. P201730739;
2017 May 29.
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