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Dear  Editor,

We  read  with  great  interest  the  article  recently  published
by  Per  Hedenström  and Per-Ove  Stotzer.1 The  study  com-
pares  the  efficacy  of self-expandable  metal  stent (SEMS)
with  endoscopic  balloon  dilation  (EBD),  for  strictures  in
Crohn’s  Disease  (CD).  The  study  clearly  has  important  met-
hodological  shortcomings  that  makes  difficult  to  draw  firm
conclusions.  Firstly,  when  a  study  of  these  characteristics
is  performed,  the sample  size  calculation  is  critical.  In this
case,  the  sample  size  calculation  was  made  aiming  to  find
differences  in the clinical  success,  but  the  expected  outco-
mes are  not  specified.  In  addition,  the primary  outcome  was
not  the  clinical  success  but  the  technical  success.  A low  num-
ber  of  patients  were  required  (n  =  28)  but  the total  number
of  patients  finally analyzed  were  only 12,  clearly  insuffi-
cient  to  demonstrate  any  differences.  Secondly,  during  the
study,  the  protocol  was  modified,  and  an EBD  was  perfor-
med  prior  to  stent  placement  in  4 of  7  patients,  being  only
3  patients  treated  with  stenting  alone.  This  clearly  affect
the  results  of  the SEMS  treatment  due  to  it  is  impossible
to  know  what  it was  the  responsible  of  the  effects  either
for  clinical  and technical  success  and  for  adverse  events.
With  these  results  it  is  impossible  to  make  conclusions  in
any  sense  and  less  to  say that  patients  with  CD may  bene-
fit  from  treatment  with  SEMS  rather  than EBD.  The  overall
success  rate  obtained  in meta-analyses  assessing  the  effi-
cacy  of  EBD range  from  58%  to  80.8%.2 Regarding  stent
placement,  the efficacy  reported  in the  literature  range
from  51.3%  to  58.7%,3,4 with  one  of  these  studies  being a
randomized  multicenter  clinical  trial designed  by  the aut-
hors  of  this  letter  comparing  the use  of stents  versus  EBD
in  the  treatment  of  strictures  of  CD patients.4 The  results
of  this  clinical  trial  with  80  patients,  showed  that  EBD is
more  effective  (80.5%  vs  51.3%)  than  fully  covered  SEMS  with
an  equally  good  safety  profile.4 Despite  we  appreciate  the
effort,  value  and  the difficulty  to  carry out  a study  of  these
characteristics,  this paper  has  a  low  quality  that implies  a
confusing  conclusion.

In  summary,  based  on  current  literature,  EBD should  be
the  preferred  endoscopic  treatment  for CD  strictures.
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