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Concerning	
   this	
   study	
   on	
   adverse	
   events	
   in	
   off-­‐label-­‐use	
   of	
   sulfur-­‐hexafluoride	
   in	
   voiding	
  

urosonography	
  for	
  diagnosis	
  of	
  vesicoureteral	
  reflux	
  in	
  children	
  there	
  is	
  a	
  statement	
  of	
  the	
  

Institutional	
  Review	
  Board	
  based	
  on	
  a	
  suitable	
  study	
  protocol	
  with	
  the	
  internal	
  file	
  registration	
  

number	
  122/15.	
  The	
  study	
  is	
  conducted	
  according	
  to	
  the	
  Declaration	
  of	
  Helsinki.	
  In	
  Germany	
  

it`s	
   no	
   common	
  practice	
   to	
   carry	
   out	
   an	
   external	
   clinical	
   trial	
   registration	
   in	
   case	
   of	
   small	
  

clinical	
  studies	
  like	
  this	
  study.	
  Usually	
  only	
  a	
  statement	
  of	
  the	
  Institutional	
  Review	
  Board	
  is	
  

necessary	
  and	
  the	
  study	
  has	
  to	
  be	
  conducted	
  according	
  to	
  the	
  Declaration	
  of	
  Helsinki.	
  	
  

	
  
	
  


