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OHDSI	
  Mission	
  

To	
  improve	
  health,	
  by	
  empowering	
  a	
  
community	
  to	
  collaboraEvely	
  generate	
  the	
  
evidence	
  that	
  promotes	
  beFer	
  health	
  decisions	
  
and	
  beFer	
  care.	
  



We	
  support	
  this	
  mission	
  in	
  many	
  ways	
  



When	
  duty	
  calls…	
  



OHDSI	
  will	
  answer	
  



FDA	
  Quarterly	
  Reports	
  of	
  PotenEal	
  
Safety	
  Issues	
  	
  



KEPPRA is indicated as adjunctive therapy in the 
treatment of partial onset seizures in adults and 
children 4 years of age and older with epilepsy. 
 
KEPPRA is indicated as adjunctive therapy in the 
treatment of myoclonic seizures in adults and 
adolescents 12 years of age and older with juvenile 
myoclonic epilepsy. 
 
KEPPRA is indicated as adjunctive therapy in the 
treatment of primary generalized tonic-clonic seizures 
in adults and children 6 years of age and older with 
idiopathic generalized epilepsy. 



Angioedema	
  



Angioedema	
  

• 	
  Swelling	
  of	
  deep	
  layers	
  of	
  skin	
  (dermis,	
  
subcutaneous	
  Essue,	
  mucosa,	
  submucosa)	
  

• 	
  Commonly	
  around	
  lips	
  or	
  eyes	
  
• 	
  May	
  be	
  hereditary	
  or	
  allergic	
  reacEon,	
  oSen	
  
due	
  to	
  drugs	
  

• 	
  Most	
  famously	
  associated	
  with	
  ACE-­‐inhibitors	
  
– 	
  Incidence	
  0.1	
  -­‐	
  0.7%	
  



Proposed	
  Study	
  

• 	
  RetrospecEve	
  new-­‐user	
  cohort	
  study	
  
comparing	
  leveEracetam	
  vs	
  phenytoin	
  
exposure	
  and	
  risk	
  of	
  angioedema	
  

• 	
  Use	
  propensity	
  scoring	
  to	
  match	
  treatment	
  
and	
  comparator	
  cohorts.	
  Covariates	
  will	
  also	
  
be	
  included	
  in	
  the	
  outcome	
  models.	
  

• 	
  A	
  set	
  of	
  100	
  negaEve	
  controls	
  has	
  been	
  
generated	
  (using	
  LAERTES	
  and	
  clinical	
  review)	
  
to	
  evaluate	
  residual	
  bias	
  and	
  compute	
  
calibrated	
  p-­‐values.	
  
	
  
	
  



OpEonal	
  Feasiblity	
  Scan	
  with	
  
Calypso	
  



Study	
  R	
  Package	
  

• 	
  CohortMethod-­‐based	
  R	
  package	
  on	
  GitHub	
  
• 	
  Code	
  will	
  be	
  tested	
  and	
  ready	
  in	
  ~1	
  week	
  
• 	
  We	
  will	
  noEfy	
  via	
  forums	
  when	
  ready	
  



Protocol	
  

• 	
  Full	
  protocol	
  is	
  available	
  on	
  the	
  wiki	
  
– 	
  For	
  those	
  insEtuEons	
  requiring	
  IRB	
  for	
  de-­‐
idenEfied	
  studies,	
  the	
  protocol	
  can	
  serve	
  as	
  basis	
  



Result	
  DisseminaEon	
  

• 	
  While	
  publicaEon	
  is	
  an	
  objecEve	
  of	
  every	
  
OHDSI	
  study,	
  we	
  are	
  also	
  interested	
  in	
  the	
  
rapid	
  disseminaEon	
  of	
  results	
  to	
  the	
  
community	
  (including	
  FDA)	
  

• 	
  Would	
  like	
  to	
  discuss	
  people’s	
  thoughts	
  about	
  
posEng	
  results	
  to	
  OHDSI	
  website	
  for	
  small,	
  
targeted	
  studies	
  
	
  



Thanks!	
  

forums.ohdsi.org 
github.com/ohdsi/community 


