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Safety Studies Begin for Chronic Pain Therapeutic

(continued from page 1)

receptor. This receptor is one of many
involved in the transmission of pain
signals to the brain. There are two
general categories of pain to be
considered in this process: 1) acute pain,
a physiologically important survival tool
(rose thorn pricking finger, cat claws
scratching cheek), and 2) chronic or
noxious pain (pain that persists beyond
normal healing time), often the cause of
severe pathological states. The scientists
used standard models of chronic pain to
determine that the perception of noxious
pain in the models was greatly reduced
in those animals who received injections
of SP-SAP. But just as important, the
perception of acute pain was left intact.
This was an extraordinarily important
finding and led ATS to the decision to
begin the process of developing SP-SAP
as a drug.

Over the next few months, ATS will
be interacting with the Center for Drug
Evaluation and Research. This
organization is part of the U.S. Food and
Drug Administration and will evaluate

the drug development plan and make
determinations about the composition
and guidelines for the initial clinical
trials in humans. Their preliminary
feedback has been a recommendation to
begin clinical trials in patients with
terminal cancer whose pain is no longer
treatable with opioid-based drugs such as
morphine. The size of this patient
population may qualify SP-SAP for
development as an orphan drug.

ATS is optimistic about the
therapeutic possibilities of SP-SAP. The
funding from NIMH is an important first
step in getting the drug development
process under way. The process toobtain
the additional funding needed to
complete the toxicology tests required by
the FDA has already begun. The present
goal is to be able to begin the first
clinical trials in humans before the end
of 2002. Progress reports will be printed
in this newsletter and on the ATS
website at: www.ATShio.com.

Watch future newsletters and
the ATS website
for drug development updates.
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