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some	  compliance	  watch	  outs	  

•  who	  is	  making	  the	  ul0mate	  safety	  decision	  and	  to	  whom	  does	  he	  or	  
she	  report?	  

•  if	  the	  PV	  head	  and	  ul0mate	  decisionmaker	  are	  different	  how	  are	  
differences	  resolved?	  

•  are	  there	  mul0ple	  repor0ng	  systems	  or	  mul0ple	  instances	  of	  the	  
same	  system	  that	  don’t	  communicate	  well?	  

•  what	  types	  of	  metrics	  are	  being	  monitored	  (e.g.,	  backlogs)	  

•  do	  the	  company	  auditors	  really	  have	  the	  exper0se	  in	  pv?	  
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rems	  controls	  

•  medica0on	  guides	  

•  communica0on	  plans	  

•  elements	  to	  assure	  safe	  use	  (etasu)	  
•  training	  
•  provider/dispenser	  cer0fica0ons	  
•  dispensing	  in	  controlled	  situa0ons	  or	  seSngs	  
•  pa0ent	  monitoring	  or	  registries	  
	  

•  implementa0on	  system	  
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Whitelaw	  Compliance	  Group,	  LLC.	  
helping	  companies	  	  	  grow	  sustainable	  integrity	  

www.WhitelawCompliance.com	  
	  

+1.215.275.1556	  

www.lifescicompliance.com	  


