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IACTA is developing IC800, a novel, non-opioid therapy for the topical treatment of ocular pain
resulting from trauma, that works via the body's pain controllers, the enkephalins.

Eye injury resulting from battlefield trauma affects a large number of Service Members and
Veterans, accounting for approximately 15% of all battlefield trauma. A very significant and
immediate result of eye trauma is acute pain, which frequently becomes chronic pain. Non-
steroidal anti-inflammatory drugs (NSAIDs) and steroids are two common treatments for ocular
pain, but both have their limitations in terms of both efficacy and side-effects. There are safety
concerns with long-term ocular use of NSAIDs, including corneal melting (a precursor of
perforation), edema, and ulceration, accompanied by superficial ocular infections and
inflammation, and delay of wound healing. While topical steroids are widely used to control ocular
inflammation, their use can lead to cataracts, increased interocular pressure, glaucoma,
secondary infection, and delayed healing, and, as such, are not recommended for use >1 week.
Orally delivered ocular pain control options have limited efficacy and significant risks. For
example, oral NSAIDs and steroids generally don't control ocular pain well, and they present many
risks such as gastrointestinal bleeding, nephrotoxicity, and cardiac events. Oral opioids are
perhaps the most effective for ocular pain but are only prescribed for very severe eye pain due to
the risk of addiction and other side-effects. It should be noted that there are no Food and Drug
Administration (FDA)-approved topical or optical formulations of opioids; they are only available
via custom compounding. Currently, there are no widely available, highly effective treatments for
acute or chronic ocular pain, and so following injury it is often poorly controlled. To address this
unmet need, IACTA Pharmaceuticals seeks to develop a novel, stable, highly effective optical
formulation for the relief of ocular pain and inflammation that is packaged in a single-use, unit
dose applicator, which can be easily administered in low-resource environments such as a
battlefield.

We hypothesize that IC800 will be safe and well-tolerated when administered topically to the eye
in humans and will be effective with fewer side-effects in treating ocular pain than opioids and
other options currently available.

The aims of the project are: (1) Develop a formulation of IC800 for topical use in the human eye;
(2) conduct animal toxicology of the optical formulation of IC800; and (3) prepare and file an
application for an Investigational New Drug (IND) with the FDA.

We plan to develop a human formulation in the next 12 months. Following formulation
development, a 28-day animal ocular safety study will be conducted. Data from the toxicology
study will be available 6 to 9 months after initiation, allowing us to submit an IND to the FDA 15 to
18 months following initiation of the study. After successful completion of this study, we will seek
additional funding to be able to transition from preclinical studies to phase 1 human safety trials
that will be conducted in healthy subjects, followed by one placebo-controlled phase 2 efficacy
and safety study in patients (60 to 100) with eye injury. Following a successful phase 2 study, two
phase 3 human efficacy and safety studies will be conducted. Following the demonstration that
the product is efficacious and safe a New Drug Application will be prepared and submitted to the
FDA for review and approval.

In the long term 1C800 could significantly change ocular pain management and, potentially,
replace opioids and other analgesics that have both safety and efficacy issues. Such outcomes will
allow Service Members to receive stabilizing treatment to acute eye injuries in austere
environments while being transported to medical facilities.
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About Us

The CDMRP originated in 1992 via a Congressional appropriation to foster novel approaches to biomedical
research in response to the expressed needs of its stakeholders-the American public, the military, and
Congress.
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