Elanco Animal Health Technical Bulletin:
Facts and science outweigh sensationalism to support the proven
safety of Trifexis® (spinosad + milbemycin oxime)
Overview
Since Trifexis® (spinosad + milbemycin oxime) was launched in 2011 following approval from the FDA, more than 70 million
doses have been dispensed from approximately 15,000 veterinary clinics.1 As a result, tens of thousands of dogs are being
protected from heartworm disease, fleas and intestinal parasites. However, recent reports in the media questioning the
safety of Trifexis may cause owners to stop using the product or similar products — putting those dogs at risk. This is
particularly unfortunate given that some reporters are blatantly misleading pet owners. For example, a story that aired in
late July 2014 said that deaths blamed on Trifexis had “an increase of 38% in the last eight months”.2 That statement is a
complete falsehood. For any given ADE report, there is no certainty that the reported drug caused the adverse event.3
The loss of a beloved pet can be extremely difficult for pet owners. In their vulnerable emotional state, a grieving pet owner
can be a target for a zealous reporter in search of a story that will stir up controversy.
The disparaging media reports about Trifexis are doing just that, appealing to people’s sympathies and largely disregarding
facts related to product safety testing and adverse event reporting. Additionally, the full details of the patient’s case may
not have been disclosed or may have been omitted altogether. Such nonprofessional interpretations based on the pet
owner’s self-diagnosis or input from peers, can quickly facilitate an unwarranted atmosphere of mistrust and concern.
This sensationalism plants fear and doubt in the minds of pet owners; even more concerning is that it may put dogs in
danger from heartworm disease, and puts into question the recommendations of thousands of veterinarians.
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Facts and science outweigh sensationalism to support the
proven safety of Trifexis® (spinosad + milbemycin oxime)
No causal link established between the
use of Trifexis and death
Since Trifexis entered the market in 2011, all reported
potential adverse events have been reported to the
FDA and appropriately investigated, with no causal link
established between product use and death.
When looking at the broader heartworm prevention
category, the FDA data show Trifexis adverse event
reporting is similar for all products dispensed for
heartworm prevention. It is also common for products
with higher use to have a higher number of reported
potential adverse events.3
Elanco stands behind our products, and stands with
the veterinarians who prescribe them
Elanco takes the trust of pet owners and members
of the veterinary profession very seriously. We stand
behind the safety and efficacy of Trifexis and all
Elanco products. Experience speaks for itself, so
the information provided here is intended to help
balance those sources that are inaccurate or less than
complete. Trifexis continues to be a trusted source of
parasite protection by veterinarians and their clients.

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 preexisting 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.
For product label, including complete safety
information, see last page.
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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.

