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The	
  loss	
  of	
  a	
  pet	
  is	
  incredibly	
  difficult,	
  and	
  we	
  sympathize	
  with	
  the	
  grieving	
  owners	
  profiled	
  recently	
  on	
  the	
  	
  
WSB-­‐TV	
  newscast.	
  
	
  
Trifexis®	
  (spinosad	
  +	
  milbemycin	
  oxime)	
  has	
  been	
  rigorously	
  tested	
  and	
  approved	
  as	
  safe	
  by	
  the	
  U.S.	
  FDA,	
  the	
  
European	
  Medicines	
  Agency	
  and	
  many	
  other	
  countries	
  around	
  the	
  world	
  to	
  kill	
  fleas	
  and	
  prevent	
  infestation,	
  to	
  treat	
  
and	
  control	
  internal	
  parasites	
  and	
  to	
  prevent	
  heartworm	
  disease.	
  The	
  American	
  Heartworm	
  Society	
  estimates	
  more	
  
than	
  1	
  million	
  dogs	
  in	
  our	
  country	
  have	
  heartworm	
  disease,	
  a	
  difficult-­‐to-­‐treat	
  and	
  potentially	
  fatal	
  disease.	
  In	
  the	
  
United	
  States	
  alone	
  more	
  than	
  50	
  million	
  doses	
  of	
  Trifexis	
  have	
  been	
  dispensed	
  and	
  15,000	
  veterinary	
  clinics	
  rely	
  on	
  
the	
  product,	
  which	
  gives	
  Elanco	
  confidence	
  in	
  the	
  safety	
  and	
  efficacy	
  of	
  Trifexis.	
  	
  

Since	
  the	
  product	
  came	
  to	
  market	
  in	
  January	
  2011,	
  all	
  reported	
  potential	
  adverse	
  events	
  have	
  been	
  reported	
  to	
  the	
  
FDA	
  and	
  appropriately	
  investigated.	
  There	
  is	
  no	
  link	
  established	
  between	
  product	
  use	
  and	
  death.	
  	
  
	
  
We	
  take	
  the	
  safety	
  of	
  our	
  products	
  very	
  seriously	
  and	
  thoroughly	
  investigate	
  potential	
  concerns	
  related	
  to	
  product	
  
use,	
  including	
  the	
  cases	
  explored	
  by	
  WSB-­‐TV.	
  In	
  the	
  instance	
  of	
  the	
  three	
  littermate	
  puppies,	
  the	
  investigation	
  is	
  
ongoing,	
  but	
  based	
  on	
  the	
  information	
  we	
  have	
  received,	
  there	
  are	
  multiple	
  other	
  factors	
  associated	
  with	
  the	
  
unfortunate	
  death	
  of	
  these	
  puppies.	
  Specifically,	
  via	
  necropsy,	
  all	
  were	
  diagnosed	
  with	
  myocarditis,	
  an	
  inflammation	
  
of	
  the	
  heart	
  muscle.	
  It	
  is	
  noteworthy	
  that	
  with	
  more	
  than	
  50	
  million	
  doses	
  of	
  Trifexis	
  dispensed	
  in	
  the	
  U.S.	
  alone,	
  
there	
  have	
  been	
  no	
  breed-­‐specific	
  trends	
  or	
  patterns	
  with	
  a	
  similar	
  familial	
  type	
  response	
  as	
  seen	
  in	
  this	
  case.	
  	
  
	
  
In	
  the	
  older	
  dog,	
  the	
  pet’s	
  medical	
  history	
  suggests	
  the	
  probability	
  of	
  conditions	
  that	
  were	
  present	
  even	
  before	
  the	
  
dog’s	
  first	
  dose	
  of	
  Trifexis,	
  including	
  a	
  potential	
  mass	
  in	
  the	
  animal’s	
  lungs	
  suggested	
  by	
  X-­‐ray.	
  Unfortunately,	
  there	
  
was	
  no	
  necropsy	
  conducted	
  to	
  determine	
  what	
  the	
  mass	
  was	
  and	
  cause	
  of	
  death.	
  	
  
	
  
These	
  data	
  suggest	
  it	
  is	
  unlikely	
  that	
  Trifexis	
  was	
  the	
  cause.	
  Further,	
  the	
  attending	
  veterinarians	
  have	
  indicated	
  
other	
  factors	
  were	
  involved.	
  We	
  will	
  continue	
  to	
  work	
  with	
  the	
  attending	
  veterinarians	
  and	
  also	
  have	
  elected	
  to	
  
consult	
  with	
  third-­‐party	
  experts	
  for	
  further	
  confirmation.	
  
	
  
Indications	
  
TRIFEXIS	
  is	
  indicated	
  for	
  the	
  prevention	
  of	
  heartworm	
  disease	
  (Dirofilaria	
  immitis).	
  TRIFEXIS	
  kills	
  fleas	
  and	
  is	
  
indicated	
  for	
  the	
  prevention	
  and	
  treatment	
  of	
  flea	
  infestations	
  (Ctenocephalides	
  felis),	
  and	
  the	
  treatment	
  and	
  control	
  
of	
  adult	
  hookworm	
  (Ancylostoma	
  caninum),	
  adult	
  roundworm	
  (Toxocara	
  canis	
  and	
  Toxascaris	
  leonina)	
  and	
  adult	
  
whipworm	
  (Trichuris	
  vulpis)	
  infections	
  in	
  dogs	
  and	
  puppies	
  8	
  weeks	
  of	
  age	
  or	
  older	
  and	
  5	
  pounds	
  of	
  body	
  weight	
  or	
  
greater.	
  
	
  
Important	
  Safety	
  Information	
  

Serious	
  adverse	
  reactions	
  have	
  been	
  reported	
  following	
  concomitant	
  extra-­‐label	
  use	
  of	
  ivermectin	
  with	
  spinosad	
  
alone,	
  one	
  of	
  the	
  components	
  of	
  Trifexis.	
  Treatment	
  with	
  fewer	
  than	
  three	
  monthly	
  doses	
  after	
  the	
  last	
  exposure	
  to	
  
mosquitoes	
  may	
  not	
  provide	
  complete	
  heartworm	
  prevention.	
  Prior	
  to	
  administration	
  of	
  Trifexis,	
  dogs	
  should	
  be	
  
tested	
  for	
  existing	
  heartworm	
  infection.	
  Use	
  with	
  caution	
  in	
  breeding	
  females.	
  The	
  safe	
  use	
  of	
  Trifexis	
  in	
  breeding	
  
males	
  has	
  not	
  been	
  evaluated.	
  Use	
  with	
  caution	
  in	
  dogs	
  with	
  pre-­‐existing	
  epilepsy.	
  

The	
  most	
  common	
  adverse	
  reactions	
  reported	
  are	
  vomiting,	
  lethargy,	
  pruritus,	
  and	
  diarrhea.	
  To	
  ensure	
  heartworm	
  
prevention,	
  dogs	
  should	
  be	
  observed	
  for	
  one	
  hour	
  after	
  administration.	
  If	
  vomiting	
  occurs	
  within	
  one	
  hour,	
  redose.	
  
Puppies	
  less	
  than	
  14	
  weeks	
  of	
  age	
  may	
  experience	
  a	
  higher	
  rate	
  of	
  vomiting.	
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