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June 5, 2006

Federal Trade Commission
Offce of the Secreta, Room H- l35 (Anex J)
600 Pennylvania Avenue, NW
Washigtn, DC 20580

Re: Authoried Generic Drug Study: FTC Project No. P062105; Request for Comments;

Dear Sir or Mad:

Eli Lily and Company (Lily) appreciates the opportty to submit comments on the Federal Trae
Commssion s proposed collection of inormaton to analyze the economic effect of autoried generic
drgs. The Commsion invited comments on, among other points

(w)hether the proposed collections of inormation are necessar for the prope performance of the
fuctions of the FTC, includi whether the inormation wil have practical utility.

71 Fed. Reg. 16779 (Apri 4, 2006).

Lily s comments focus on the necessity and uti of the information to be collected in light of the stad
goals of th study. In sumary, LHly believes that a narw or isolated look at the issue of autoried
generics would be a meaingless exercise uness coupled with a broader anysis ofthe context in which
the 180-dy exclusivity proviions of Hatch- Waxan operate. Indeed, any inormation related to the 180-
day exclusivity proviions should be util only to asss the imact of authori generics as par of the
mosac of the impact of the l80.day generic exclusivity provisions on copetion and consumers.

The Commssion alo invited comments on the scope and extent of inormtion being requested. On these
points Lily support the comments filed by the Pharaceutica Research and Manufacters of Amerca as
to the need for the Commsion to more closely tailor its inormation requests to the objectves of the study.

Background on l80-Dav Generic Exclusivitv

The fist generic company to file an ANDA containg a pargraph IV cercation may be eligible for 180-
day exclusivity. Th "exclusivity has been descrbed as the incentive and the reward to a genc
company th expses itself to the rik of patent litigation. FDA' s Response to Citizn Petition Docket
Nos. 2005P-0008/CPl and 2005P-0046/CPl at 6. The Hatch-Waxan Act, as amended by the Medicare
Moderntion Act of 2003 (M), provides:

Subject to subparaph (D), if the application contain a certfication described in
pargraph (2)(A)(vi)(IV) and is for dr for which a fist applicant has submitted an
application containg such a certcation th application shall be made effective on the
date tht is 180 days after the date of the fit commercial marketig of the drg
(including the commercial marketing of the listed drg) by any fit applicant.

21 D. C. 355G)(5)(B)(iv)(I. Ths provision only prevents the FDA from approvin a subsequent
ANDA containg a paraph IV certcation durg the 180-day period.

Answers That Matter.
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