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Original Project Description:

Cataracts are the most common cause of treatable blindness in dogs. Surgery is the only way
to restore normal vision and although every effort is made to remove as much lens material as
possible during cataract surgery, it is inevitable that some lens cells are left behind within the
eye. These lens cells will move and multiply, resulting in the most common complication to
cataract surgery, posterior capsule opacification (PCO). PCO interferes with light transmission
and results in secondary vision loss in 80-100% of canine cataract patients. Unfortunately,
there is no consistently effective treatment for PCO. Studies performed in laboratory animals
have found that use of a commonly prescribed drug, Cyclosporine, can decrease PCO
formation. We believe that Cyclosporine may provide a safe and reliable option to prevent
PCO. Using a rabbit model, this study will evaluate the effectiveness of a novel drug delivery
device to release Cyclosporine at the correct dose and time needed to prevent PCO. All eyes
will undergo cataract surgery; some eyes will be treated with the delivery device releasing
Cyclosporine while other eyes will be treated with the delivery device and no Cyclosporine. We
expect that our novel drug delivery device will be able to release Cyclosporine for at least one
week at the correct dose to prevent PCO. If successful, future studies will focus on
incorporating Cyclosporine drug delivery in clinical trials, potentially providing ophthalmologists
a new method of restoring and maintaining excellent vision in dogs that have been blinded by
cataracts.
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Report to Grant Sponsor from Investigator:

This study evaluated the effectiveness of a novel drug delivery device to release Cyclosporine
at the correct dose and time needed to prevent PCO. All eyes underwent cataract surgery;
some eyes were treated with the delivery device releasing Cyclosporine while other eyes were
treated with the delivery device and no Cyclosporine. Animals were observed over a 7-week
time period. Our novel drug delivery device was able to release Cyclosporine for one week;
however, the release kinetics in the living eye did not match the release kinetics observed in
the laboratory. While drug was detected in the eye on day 7, the levels were not at levels
sufficient to prevent PCO. Within the first 21 days, a non-significant delay in PCO was found in
the Cyclosporine treated eyes although by study end, all eyes developed a similar amount of
PCO. No other eye tissues were damaged by either the drug or the drug delivery device.
Collectively, our data indicates that a burst of Cyclosporine was released shortly after cataract
surgery and this was enough to delay early formation of PCO. Unfortunately, because the drug
release did not extend long enough at the required doses, long-term PCO could not be
prevented or delayed. This supports the continued use and refinement of this drug delivery
device to improve is effectivity. Due to the unexpectedly poor drug release rates in the living
eye, we have reformulated our drug delivery device to allow for more precise control. Future
studies will focus on characterizing our new drug delivery formulation with the hopes of
ultimately incorporating Cyclosporine drug delivery in clinical trials. This will provide
ophthalmologists a new method of restoring and maintaining excellent vision in dogs that have
been blinded by cataracts.

AKC Canine Health Foundation, Inc. ¢ 8051 Arco Corporate Drive, Suite 300 ¢ Raleigh, NC 27617 ¢ 888-682-9696 ® www.akcchf.org

Page 2 of 2



