
Non-­‐inferiority	
  trials	
  
	
  
1. The	
  IKEA	
  principle 	
  

	
  
“Much	
  cheaper	
  –	
  almost	
  as	
  good”	
  

	
  
	
  
	
  
	
  
	
  
2.	
  The	
  law	
  of	
  diminishing	
  returns:	
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3.	
  All	
  you	
  need	
  to	
  look	
  at	
  when	
  examining	
  a	
  treatment	
  effect	
  
	
  
	
  
	
  
	
  
	
  
	
  
	
  

	
  
	
  

	
  
4.	
  The	
  forest	
  plot	
  of	
  non-­‐inferiority	
  trials	
  

For	
  a	
  very	
  critical	
  review	
  of	
  this	
  diagram,	
  watch	
  the	
  
following	
  video	
  from	
  an	
  EBM	
  zealot.	
  	
  
https://www.youtube.com/watch?v=1tlepjqJaJA	
  

	
  
	
  
	
  
	
  
	
  
	
  
	
  
	
  
	
  
	
  
	
  
	
  

	
  
	
   	
  

gain	
   delta	
  

The	
  trade-­‐off	
  between	
  accepting	
  slightly	
  lower	
  efficacy	
  of	
  
new	
  treatment	
  in	
  exchange	
  for	
  other	
  benefits,	
  e.g.	
  less	
  
toxicity,	
  lower	
  cost,	
  more	
  convenience	
  etc…	
  

New	
  Tx	
  better	
   New	
  Tx	
  worse	
  

1. Direction:	
  on	
  which	
  side	
  of	
  line	
  of	
  equality,	
  i.e.	
  benefit	
  or	
  harm	
  
2. Magnitude:	
  how	
  far	
  away	
  from	
  line	
  of	
  equality?	
  
3. Precision:	
  how	
  narrow	
  the	
  confidence	
  interval?	
  
4. Significance:	
  does	
  the	
  CI	
  cross	
  the	
  line	
  of	
  equality?	
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Design:	
  	
  
•Superiority	
  for	
  Abx	
  use	
  and	
  
duration,	
  LOS,	
  Cost-­‐effectiveness	
  
•Non-­‐inferiority	
  for	
  28d	
  mortality	
  
and	
  recurrent	
  infections	
  
•Delta	
  =	
  8%	
  relative	
  increase	
  in	
  
mortality	
  (28%	
  risk	
  in	
  standard	
  of	
  
care	
  group,	
  30%	
  in	
  PCT	
  group)	
  

	
  


