


















































Lund: I guess just one more thing. Another exclusivity issue that people might be watching is how the
FDA might decide on exclusivity for generic Acarbose. Do you have any thoughts on how that might turn
out? I guess that was a case where the patent was delisted before the Paragraph certification was filed.

Landmon: Before the Paragraph IV certification was filed?
Lund: Or before it was received. I’'m not really sure.

Landmon: Sure. Yeah, a lot of those issues — FDA has maintained over the years — and actually, the
courts have upheld that as far as the listing of a patent and the delisting, at least when it’s prior to a
Paragraph IV certification being made, that FDA just acts in a ministerial way. So FDA takes what the
NDA holder gives it as far as a patent listing and then removes the patent at the NDA-holder’s request. As
I kind of mentioned before, it’s different when a Paragraph IV certification has then been made to the
patent because then there’s some rights that the ANDA filer should be allowed to have, and the first filer
shouldn’t lose its exclusivity if for some reason the brand company just wants to delist it essentially to
take that exclusivity away. But I think it is a different situation where the Paragraph IV certification at
least hasn’t been filed with FDA.

Operator: Thank you very much. Once again, ladies and gentlemen, if you’d like to ask a question, this
will be your last opportunity to ask a question. If you would, please press *1 on your touchtone phone
now.

Well, gentlemen, at this time it looks like there are no further questions, so do you have any closing
comments for our group this morning?

Landmon: Sure, yeah. I just want to certainly thank everybody for their time. Hopetully Mike and I
raised some interesting issues. Hopefully we brought a little bit of clarity, although I have to admit with
all these issues, there’s not a lot of clarity out there, and they are fairly complicated issues, and the
landscape is certainly subject to change, both on the Hatch-Waxman issues and then definitely on the
antitrust issues with the Cephalon case pending.

Thank you for your time. Certainly if anybody has any questions, especially if they were of a confidential
or sensitive nature, that you’d like to discuss, please feel free to contact Mike or I. Our contact
information is on our slides, and we thank you for your time.

Keeley: Yeah, thank you for the opportunity to present to you all. It was our pleasure.

Operator: Thank you both very much. On behalf of FDAnews, I would like to thank our speakers and
you, the participants, of this audioconference.

By now the main registrant at each dial-in site should have received an email with a link to our online
conference evaluation survey. If there are multiple listeners at your site, please circulate the email so
everyone has a chance to provide us with feedback. A certificate of attendance and a chance to win a $100
gift certificate from giftcertificates.com is available to everyone who completes the survey within two
weeks. Just as a reminder, if you'd like a record of this session, you can order the CD and transcript
package from FDAnews by visiting our website or by contacting customer service.

This now concludes the "Navigating the FDA’s New 180-Day Generic Marketing Exclusivity Rulings”
audioconference. To end this call, simply hang up your phone. Thank you, and have a wonderful day.
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