
Unexpected	
  Adverse	
  Events	
  Procedure	
  

Intent	
  	
  
The	
  University	
  ensures	
   that	
  any	
  event	
   that	
   impacts	
  adversely	
  on	
  animal	
  wellbeing	
   is	
  promptly	
  detected	
  and	
  
immediate	
  action	
  taken	
  in	
  accordance	
  with	
  the	
  requirements	
  of	
  the	
  Code,	
  policies	
  and	
  procedures	
  of	
  the	
  AEC	
  
and	
  the	
  conditions	
  of	
  protocol	
  approval.	
  

Adverse	
   event	
   management	
   and	
   associated	
   reporting	
   is	
   integral	
   for	
   the	
   health	
   and	
   wellbeing	
   of	
   research	
  
animals.	
   	
  The	
  process	
  begins	
  with	
  project	
  design	
  and	
  continues	
   throughout	
   the	
  course	
  of	
   the	
  project.	
  These	
  
procedures	
  define	
  the	
  actions	
  required	
  to	
  respond	
  to	
  adverse	
  events	
  in	
  the	
  use	
  of	
  animals,	
  and	
  give	
  effect	
  to	
  
the	
  Australian	
   Code	
   for	
   the	
   Care	
   and	
  Use	
   of	
   Animals	
   for	
   Scientific	
   Purposes	
   and	
   so	
   ensure	
   the	
  wellbeing	
   of	
  
animals	
  used	
  for	
  scientific	
  purposes	
  at	
  James	
  Cook	
  University.	
  

Scope	
  	
  
These	
  procedures	
  apply	
  to:	
  

(a) All	
  persons	
  involved	
  in	
  the	
  use,	
  care	
  and	
  monitoring	
  of	
  animals	
  used	
  for	
  scientific	
  purposes	
  

(b) The	
   Animal	
   Ethics	
   Committee	
   (AEC)	
   in	
   their	
   role	
   of	
   approving	
   and	
   reviewing	
   protocols	
   and	
  
assessing	
  the	
  actions	
  taken	
  as	
  a	
  result	
  of	
  an	
  adverse	
  event	
  

(c) The	
  Animal	
  Welfare	
  Officer	
  or	
  other	
  delegate	
  in	
  their	
  role	
  in	
  monitoring	
  scientific	
  animal	
  use	
  

Definitions	
  
Words	
  and	
  phrases	
  used	
  in	
  these	
  procedures	
  and	
  not	
  otherwise	
  defined	
  in	
  this	
  document	
  have	
  the	
  meanings	
  
they	
  have	
  Australian	
  code	
  for	
  the	
  care	
  and	
  use	
  of	
  animals	
  for	
  scientific	
  purposes.	
  

Adverse	
  event	
   means	
  an	
  event	
  or	
  incident	
  that	
  has	
  a	
  negative	
  impact	
  on	
  the	
  wellbeing	
  of	
  
an	
  animal.	
  

AWO	
   means	
  the	
  Animal	
  Welfare	
  Officer.	
  

Investigator	
   means	
  any	
  person	
  who	
  uses	
  animals	
  for	
  scientific	
  purposes	
  and	
  is	
  named	
  
on	
  the	
  AEC	
  protocol	
  as	
  an	
  investigator.	
  Includes	
  researchers,	
  teachers,	
  
undergraduate	
  and	
  postgraduate	
  students	
  involved	
  in	
  research	
  projects,	
  
and	
  people	
  involved	
  in	
  product	
  testing,	
  environmental	
  testing,	
  production	
  
of	
  biological	
  products	
  and	
  wildlife	
  surveys.	
  	
  

Protocol	
   means	
  the	
  description	
  of	
  the	
  project	
  as	
  outlined	
  in	
  the	
  application	
  to	
  the	
  
AEC.	
  

Project	
   means	
  an	
  activity	
  or	
  group	
  of	
  activities	
  that	
  form	
  a	
  discrete	
  piece	
  of	
  work	
  
that	
  aims	
  to	
  achieve	
  a	
  scientific	
  purpose.	
  

Unexpected	
  
adverse	
  event	
  

means	
  an	
  adverse	
  event	
  that	
  was	
  not	
  foreshadowed	
  in	
  the	
  approved	
  
project	
  or	
  activity.	
  	
  

An	
  unexpected	
  adverse	
  event	
  may	
  result	
  from	
  different	
  causes,	
  including	
  
but	
  not	
  limited	
  to:	
  	
  

• death	
  of	
  an	
  animal,	
  or	
  group	
  of	
  animals,	
  that	
  was	
  not	
  expected;	
  	
  

• adverse	
  effects	
  following	
  a	
  procedure	
  or	
  treatment	
  that	
  were	
  not	
  
expected;	
  	
  

• adverse	
  effects	
  in	
  a	
  larger	
  number	
  of	
  animals	
  than	
  predicted	
  
during	
  the	
  planning	
  of	
  the	
  project	
  or	
  activity,	
  based	
  on	
  the	
  
number	
  of	
  animals	
  actually	
  used,	
  not	
  the	
  number	
  approved	
  for	
  
the	
  study;	
  	
  

• a	
  greater	
  level	
  of	
  pain	
  or	
  distress	
  than	
  was	
  predicted	
  during	
  the	
  







misconduct	
  


