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Food and Drug Administration
Rockville, MD 20857

April 18, 200 7

Dear ANDA Applicant/Holder for Amlodipine Besylate Tablets :

This letter addresses issues related to the timing of potential approvals of abbreviated new drug
applications (ANDAs) that reference Norvasc tablets . This letter construes the provisions of the
Drug Price Competition and Patent Term Restoration Act of 1984 (known as the Hatch-Waxman
Amendments or Hatch-Waxman), codified at 21 U.S.C . §§ 355, 360cc, and 35 U .S.C. §§ 156,
271, 282, and does not necessarily apply to changes made in the Medicare Modernization Act
(MMA) of 2003 . '

As you are aware, Pfizer Inc. (Pfizer) manufactures and markets Norvasc, a besylate salt of
amlodipine, indicated for the treatment of hypertension and angina . Pfizer had listed two
patents with FDA, asserting that they claim Norvasc and would be infringed by the marketing of
generic versions of the product . The later of these patents, Patent No . 4,879,303 ('303 patent),
expired on March 25, 2007, so that these patents, by themselves, no longer bar the marketing
of generic versions of Pfizer's product . Several companies have submitted ANDAs for approval
to market generic versions of Norvasc . Mylan Laboratories, Inc . and Mylan Pharmaceuticals,
Inc. (Mylan) filed the first ANDA to market a generic version of Norvasc and had challenged
Pfizer's patents by submitting the first "paragraph IV certifications" to those patents with its
application . FDA approved Mylan's ANDA in October 2005, and Mylan began marketing its
product on March 23, 2007 . On or about the same day, Pfizer began marketing a generic
version of Norvasc .

Pfizer and Mylan now contend that the approvals of the other ANDAs for amlodipine besylate
are blocked by Pfizer's "pediatric exclusivity" until September 25, 2007 . Mylan contends,
alternatively, that the approvals of its competitors' ANDAs are blocked by Mylan's "180-day
marketing exclusivity" until September 19, 2007 .2 Resolution of whether pending ANDAs
referencing Norvasc are blocked either by Pfizer's pediatric exclusivity or Mylan's 180-day
exclusivity involves a number of legal issues, some of first impression for the agency . Part of
the analysis requires FDA to determine the effect of a recent Federal Circuit decision in patent
litigation between Pfizer and Apotex Inc . (Apotex), another ANDA applicant for amlodipine
besylate who filed a paragraph IV certification after Mylan had submitted its certification . On
March 22, 2007, the Federal Circuit ruled that the three claims in the '303 patent that Pfizer
asserted that Apotex infringed were invalid as obvious . Pfizer Inc. v. Apotex, Inc., No. 2006-
1261, 2007 U .S. App. LEXIS 6623 (March 22, 2007) (the Apotex decision) .

' The 1984 Hatch-Waxman provisions govern most issues related to ANDA approval for amlodipine
besylate tablets. Although certain provisions of Hatch-Waxman have been superseded by changes made
in the MMA, the 180-day exclusivity provisions of the MMA apply only to applications for which the first
ANDA with a paragraph IV certification was filed after December 3, 2003 . Mylan's ANDA was filed before
December 3, 2003, and hence is governed by the pre-MMA provisions with respect to 180-day
exclusivity .

2 Mylan has claimed in its submissions to FDA that its 180-day exclusivity commenced on March 23,
2007 and would expire on September 23, 2007. See Petition for Stay of Action, Docket 2006P-01 16
(March 26, 2007) (http:/lwww.fda.aov/ohrms/dockets/dockets/07p0116/07q-0116-psa0001-01-vo11 od_O .
However, 180 days after March 23 is September 19 .
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