


2.1f there were any possible advantage
of the triglyceride (ester) form over
the ethyl ester form, Reliant Phar-
maceuticals (the original developer
of Omacor / Lovaza), or GSK (the
current developer of Lovaza) would
have chosen the triglyceride (ester)
to advance through the drug devel-
opment and approval process. In fact,
both organizations chose to develop
and market the ethyl ester form.
Conversely, if there were any possible
disadvantage of the ethyl ester form
compared to the triglyceride (ester)
form in terms of manufacturing, bio-
availability, safety, or efficacy, then it
is obvious that the triglyceride (ester)
or some other form would have been
selected for development.

3.Furthermore, if there were really any
significant manufacturing, bioavailabil-
ity, safety, or efficacy advantage of the
triglyceride (ester) form over the ethyl
ester form, the FDA would have raised
it as an issue(s) during the drug review
process. This simply did not happen,
because any assertion regarding these
areas, i.e. there is some advantage to
the triglyceride (ester) form, is simply
without scientific merit. There was
neither concern nor controversy when
the FDA reviewed and approved
Lovaza several years ago. 4
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