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Opening Argument - Mr. O'Malley

MR. O'MALLEY: Yes, right.

THE COURT: -—- or both?

MR. O'MALLEY: Yes, we believe with respect to '219,
if you accept our legal argument, '219 is safe, and we're done
talking.

Now, they have this SEC argument I'll mention on the
next slide.

With respect to the earlier patents, these SP and
Oread agreements were so-called CMO agreements. Those are
service agreements. I'll talk a little bit more about that in
a moment.

The MGI agreement was not a commercial offer for sale
of the claimed invention, and why not? Because the claimed
invention, as we'll point out, didn't exist at that time.

They had -- Helsinn had no idea what would be approved by the
FDA. They went into Phase III with two different
formulations, and, furthermore, didn't know if either would be
approved.

So at that point in time, they did not have a
formulation, did not know what it would be that would be
suitable for treating CINV.

And then, finally, the claimed inventions were not
shown to work for their intended purpose before the critical
date. And, finally, after that, we will show you that the

Patent Office agreed with us.
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