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The relevant statutory language confirms that Pediatric Exclusivity and Generic
Exclusivity are separate and distinct rlewards that wgre ir[ltended to run consecutively, not
concurrently. In fact, FDAMA expressly contains a tolling provision for any period of
Generic Exclusivity. Thus, 21 U.S.C.|§ 355a(c)(2)(B), wihich creates Pediatric
Exclusivity, states that “the period during which an [ANDA] application may not be
approved under. ..section 355(G)([5])(B)...shall be ¢ xtenc{led by a period of six months
after the date the patent expires (including any patent extensions.)”! For any so-called
“Paragraph IV ANDA applications filed after the first such application, “the period
during which ...[the] application may not be approyed under...section 355G)(5)(B).
Thus, when pediatric exclusivity is awarded, the FID AM}A requires FDA to “extend[]” the
Generic Exclusivity period “by a period of six months.” [This tolling provision of
FDAMA ensures that Pediatric Exclusivity and Generic Exclusivity will always run
consecutively and will never run concurrently. ‘

In addition, 21 U.S.C. § 355(G)(5)(B)(iv) expressly rovi@es FDA with discretion to
ensure that Pediatric Exclusivity does not extingui ij Generic Exclusivity. That section
states that “Paragraph IV” applications filed after the ﬁr$t such application “shall be
made effective not earlier than one hundred eighty days after” one of the applicable
triggering events occurs. Thus, FDA has the discretion to defer final approval of
subsequent “Paragraph IV” applicatigns for more than 180 days in order to effectuate the

clear Congressional desire to reward generic first filers.

No other interpretation finds support in the language and legislative history of these two
statutes, and any contrary interpretation would eliminate the crucial incentive to
challenge patents that Hatch-Waxman provides.

Sincegely,

Willj#m Nixon i
President and CEO !
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? As aresult of an administrative renumbering, the reference in the 1997 Act to “section 355(j)(4)(B)” corresponds to
section 355(J)(5)(B) of the 1984 Act. See Mova Bharmaceutical Corp. V. Shalala, 140 F.3d 1060, 1062 n. 1 (D.C. Cir.
1998) (discussing the redesignation of paragraphg 355(G)(3) to (8) as parag‘faphs 355()(4) to (9)).
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