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Abstract
Background:  Omalizumab  is  indicated  in  patients  with  severe  allergic  asthma  not  controlled  by
high-dose  inhaled  glucocorticoids  and  long-acting  beta-agonists.  Few  data  are  available  on  the
profile of  patients  treated  with  this  drug  in  routine  clinical  practice  in  Spain.
Objective:  To  describe  the  profile  of  patients  with  severe  allergic  asthma  treated  with  omal-
izumab and  the  course  of  the  disease  after  a  period  of  treatment.
Methods:  Retrospective,  multicentre  study,  recording  the  data  on  patients  of  either  sex  and
≥12 years  with  uncontrolled  severe  allergic  asthma,  previously  treated  with  omalizumab.  Data
were evaluated  in  relation  to  pulmonary  function,  symptoms,  quality  of  life,  and  concomitant
anti-asthma  treatment  before  the  prescription  of  omalizumab  and  at  the  time  of  the  study  visit.
Results: 214  patients  were  evaluable  (mean  age  =  48.2  ±  17.7  years;  mean  age  at  the  time  of
diagnosis  =  26.6  ±  16.5  years).  90.7%  had  experienced  exacerbations  the  year  before  receiv-
ing omalizumab,  and  the  mean  total  IgE  level  was  273  ±  205.4  IU/ml.  The  mean  monthly  dose
was 380.5  ±  185.4  mg.  Compared  with  the  baseline  situation,  differences  were  observed  after
treatment  with  omalizumab  in  mean  FEV1 (62.7  ±  15.9%  vs.  70.8  ±  18.7%),  in  the  proportion  of
patients requiring  oral  corticosteroids  (47.7%  vs.  14.0%),  and  in  the  ACQ  and  AQLQ  scores.  32.7%
of the  patients  received  doses  not  recommended  by  the  Summary  of  Product  Characteristics
(SPC).
Conclusions:  Profile  of  asthmatic  patients  treated  with  omalizumab  predominantly  corresponds
to uncontrolled  severe  asthma  cases,  in  accordance  with  SPC’s  indications.  The  results  of  the
study suggest  a  favourable  clinical  course  similar  to  that  observed  in  other  studies.
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Introduction

Asthma  is  a  chronic  pulmonary  inflammatory  disease  affect-
ing  approximately  300  million  people  worldwide.1 The
mortality  risk  in  asthmatic  patients  increases  with  the  clin-
ical  severity  of  the  condition  ---  the  latter  being  a  predictor
of  mortality  independently  of  the  number  of  admissions  to
hospital.2,3

The  Global  Initiative  for  Asthma  (GINA)  20084 guidelines
recommend  stepwise  therapy  according  to  the  severity  of
the  disease,  taking  into  account  that  for  good  disease  con-
trol,  special  emphasis  on  the  prevention  of  exacerbations,
hospitalisations  and  symptoms  is  required.

Despite  the  available  treatments  and  recommendations
of  the  different  guidelines,  many  asthma  patients  are  inad-
equately  controlled,5---8 even  after  receiving  high  doses  of
inhaled  corticosteroids  in  combination  with  other  anti-
asthma  drugs.  In  Spain,  approximately  70%  of  all  asthmatic
patients  are  poorly  controlled,  and  10%  are  totally  uncon-
trolled,  according  to  the  results  of  the  Study  of  the  Control
of  Asthma  in  Spain  (ESCASE).9 A  recent  European  study10 has
shown  that  approximately  50%  of  all  patients  with  severe
asthma  had  not  reached  the  treatment  objectives  recom-
mended  by  the  GINA.4

Considering  the  inadequate  control  of  asthma,  and  know-
ing  that  approximately  50---80%  of  all  patients  with  severe
asthma  present  an  immunoglobulin  E  (IgE)-mediated  aller-
gic  component  that  modulates  the  cascade  triggering  the
allergic  inflammatory  reaction,10---12 omalizumab  was  devel-
oped  as  a  monoclonal  antibody.  It  binds  to  circulating  IgE
(anti-IgE),  inhibiting  the  binding  of  IgE  to  Fc�RI  on  mast  cells
and  basophiles  by  binding  to  an  antigenic  epitope  on  IgE
that  overlaps  with  the  site  to  which  Fc�RI  binds,  preventing
the  mentioned  inflammatory  reaction.13 Different  clinical
trials  have  demonstrated  the  efficacy  of  omalizumab,14---19

with  a  reduction  in  the  number  of  exacerbations  and  hos-
pital  admissions,  as  well  as  improvement  in  the  quality  of
life  of  patients  with  persistent  moderate  or  severe  asthma.
Accordingly,  the  GINA  20084 guidelines  include  treatment
with  omalizumab  as  an  adjuvant  to  inhaled  corticosteroids
plus  long-acting  �2-agonists.Due  to  the  recently  obtained
marketing  authorisation  in  Spain,  there  are  not  enough  data
to  establish  the  characteristics  of  the  patients  receiving
treatment  with  omalizumab  and  its  use  in  routine  clinical
practice  ---  the  existing  information  being  limited  to  a  few
case  series.20---22

Thus,  the  present  study  was  designed  to  describe  the
profile  of  patients  with  severe  allergic  asthma  treated  with
omalizumab  in  routine  clinical  practice,  and  to  establish  the
course  of  the  disease  after  a  period  of  time  receiving  the
drug.

Materials and methods

Study  design  and  population

The  RIGE  study  is  a  retrospective,  multicentre  study  involv-
ing  the  participation  of  60  specialists  in  pneumology  and
allergology  from  all  over  Spain.

During  five  months,  data  were  collected  on  patients  of
both  sexes  and  aged  12  years  or  older,  who  had  received

at  least  one  dose  of  omalizumab.  Another  inclusion  cri-
terion  was  that  patients  had  to  be  included  according  to
SPC.  In  all  cases,  written  informed  consent  was  obtained
from  the  patient  or  legal  representative  or  tutor  (in  the
case  of  minors).  Patients  who  had  participated  in  a  clin-
ical  trial  with  omalizumab  or  other  anti-asthma  drugs  in
the  year  prior  to  inclusion  were  excluded,  as  well  as  those
patients  who  had  a situation  that  limited  their  participa-
tion  in  the  study.  A  sample  size  of  221  patients  provided
a  precision  of  ±5.0%  to  estimate  the  factors  determining
the  continuity  of  treatment  with  omalizumab  in  patients
with  severe  allergic  asthma,  with  a  95%  confidence  inter-
val  (95%  CI).  Assuming  10%  of  patients  would  not  be  valid
for  the  analysis,  the  number  of  patients  to  be  recruited  was
246.

The  study  was  approved  by  the  Ethics  Committee  of
the  Barcelona  Clinic  Hospital,  Barcelona,  Spain  and  notified
to  the  Spanish  Agency  for  Medicines  and  Medical  Devices
(AEMPS).  Written  informed  consent  was  obtained  from  all
patients  before  their  entry  into  the  study.

Data  collection

The  following  patient  information  was  collected  from  the
medical  records  on  a  retrospective  basis:  biodemographic
data  (age,  sex,  weight,  height),  clinical  history  of  asthma
(personal  and  family  disease  antecedents,  date  of  diagnosis,
presence  of  exacerbations),  data  related  to  treatment  with
omalizumab  (dose,  frequency  and  duration  of  treatment),
IgE  levels  and  pneumoallergen  skin  prick  tests.

To  evaluate  the  patient’s  course,  data  corresponding  to
the  period  before  the  prescription  of  omalizumab  and  at  the
time  of  the  study  visit  were  collected,  as  well  as  information
on  pulmonary  function  (forced  vital  capacity  (FVC),  forced
expiratory  volume  in  one  second  (FEV1) and  peak  expira-
tory  flow  (PEF)),  concomitant  drug  treatment  for  asthma,
symptomatology  (symptoms,  Asthma  Control  Questionnaire
(ACQ)  score),23 and  quality  of  life  (Asthma  Quality  of  Life
Questionnaire  (AQLQ)  score).24 In  addition,  an  evaluation
was  made  of  the  degree  to  which  patient  life  was  affected
by  the  disease,  according  to  investigator  criterion  (rated  as
not  at  all,  a  little,  quite  a  lot,  or  a  lot).  A  global  evalua-
tion  was  also  made  of  the  efficacy  of  the  treatment,  based
on  the  Global  Evaluation  of  Treatment  Efficacy  (GETE).  For
the  patients  who  discontinued  treatment  with  omalizumab
prior  to  their  participation  in  the  study,  the  post-
treatment  information  considered  was  that  at  the  time  of
withdrawal.

Treatment  with  omalizumab

Study  was  done  on  whether  the  patients  included  in  the
study  had  been  prescribed  the  treatment  according  to  the
indications  of  the  SPC  of  omalizumab,  was  evaluated  based
on  a  positive  skin  prick  test,  the  presence  of  diurnal  and
nocturnal  symptoms,  whether  concomitant  therapy  was  pro-
vided  with  inhaled  corticosteroids  and  �2-agonists,  and
the  FEV1. Study  was  also  done  on  whether  the  dose  level
received  corresponded  to  the  doses  recommended  by  SPC,
which  is  defined  by  IgE  levels  and  body  weight.
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