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Determination of Regulatory Review Period for Purposes of Patent Extéﬁsmn LUVERIS
AGENCY: Food and Drug Administration, HHS
ACTION: Notige.
SUMMARY: The Food and Drug Administration (FDA) has determined the regulatory review
period for LUVERIS and is publishing this notice of that determination as required by law. FDA
has made the determination because of the )subm,is,sioﬁ of an application to the Directqr of Patents
and Trademarks, Department of Commerce, for the extension of a patent which claims that
human drug product.
ADDRESSES:' ‘Submit written comments and petitions to the Divisx;on of Dockets Management
(HFA-305), Food and Drug Administration, 5630 Fishers Lane, m. 1_061, Rockville, MD
20852. Submit electronic comments to htgp://w;fda.goV/dqcke‘ts/edcé/r_nmem,s.‘ ;
FOR FURTHER INFORMATION CONTACT: ;

Beverly Friedman, | o

Office of Regulatory Policy (HFD—OO?}, .

Food and Drug Administration,

5600 Fishers Lane,

Rockville, MD 20857,

301-594-2041. ‘ -

SUPPLEMENTARY INF ORMATION: The Drug PriCé Cofnbetiﬁon and Patent Term

Restoration Act of 1984 (Public Law‘9,,8;.41 7) and the Generic Animal Drug and Patent Term
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-Restoration Act (Public Law 100-670) generally provide that a patent may be extended for a

period of up to 5 years so long as the patented item (human drug product, animal drug product,

medical device, food additive, or color additive) \;vas subject to regulatory review by FDA beforé
the item was marketed. Under these acts, a p?oduct's regulatory réview period forms the basis for
determining the amount of extension an apph"cant inay receive.‘ -

A‘ regulatory review pei‘iod consists of two periods of time: A‘testking phase and an
approval phase. For human drug products, thé testing phase begiﬁs when the exemption to
permit the clinical investigations of the human drug product beéomes effecf:tiver and runs until the
approval phase begins. The approval phase starts w:th Ltyhé ihitialsubmission of an application to
market the human drug product and CQIIIﬁIl’ueSZ\ untllFDA grants j‘pe’nni’ssion ‘to markéf the dllug
product. Although only a porﬁon ofa regulat;)ry reviéw period ﬁlay cQu;it tqward the aétua]
amount of ‘exténsion that the VDi‘rector’ of Pateﬁts ’and’I;'ra‘demarks‘ may award (for example, half
the testing phase must be subtracted, as well aé any time that may héve occurred before the patent
was issued), FDA's determihatioﬁ of the length of a regulatory review ’vac;riOd‘ for a human drug
product will include all of the testing phaée 'an?d éﬁproVal phaSé és épeciﬁéa in.35 U.S.C.
156(g)(1)(B).

FDA recently approved for marketing the human drug product LUVERIS (lutropin alfa).
LUVERIS, concomitantly administered with t:fo]]itropin alfa for injectiqn, iskindic'ated for
stimulation of follicular development in inf¢rtile hypogonadotropic hypogonadal women with
profound luteinizing hormone deﬁciency. Subsequént to this appr‘ova],. the Patent and Trademark
Office received a patent term restoration appliication for LUVERIS (U..S. Patent No. 5,639,639)
from Genzyme Corp., and the Patent and Trademark Office feqﬁested FDA's assistance in
determining this patent's eligibility er patent term restoration. In a letter dated Febfuary 24,
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2006, FDA advised the Patent and Trademark Ofﬁce that thls human drug product had
undergone a regulatory review period and that the approval of LUVERIS represented the first
permitted commercial marketing or use of the product Shortly thereafter, the Patent and
Trademark Office requested that FDA determine the prbduc:t’s regulatory review period.

FDA has determined that the applicable regrx]atory review period for LUVERIS is 3,927
days. Of this time, 2,670 days occurred dﬁring the testing phas’e df tir:ie:regulatodr‘y review period,
while 1,257 days occurred dlrririg’t]kieapprevagl phaseThesepenodsof t1me were derived from

the following dates:

1. The date an exemptlon under sectlon 505( 1) of the Federal Food Drug, and Cosmetlc

Act (the act) (21 U.S.C. 355(i)) became effectrve January 9, 1994 FDA has venﬁed the

applicant’s claim that the date the rnvestrgatlonal new drug appheano_n became effective was on

January 9, 1994.

2. The date the application was initially submitted with respeet to the human drug

product under section 505(b) of the act: May 1,2001. FDA has veriﬁed the applicant's claim

that the new drug application (NDA) for Luveris (NDA 21-322) was iﬁitially submitted on May
1, 2001.

3. The date the application was approved: October 8, 2004. FDA has verified the

applicant's claim that NDA 21-322 was approved’ on October 8, 2004.

This determination of the regulatory re;/iew period estelrliehee the max1mum potential
length of a patent extension. However, the US Patent and Trade,marll( Qfﬁce applieé several
statutory limitations in its calculations of the actual period for patent extension. In its application

for patent extension, this applicant seeks 1,780 days of patent term extension.
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Anyone with knowledge that any of the dates as pubhshed are incorrect may submit to the

Division of Dockets Management (see ADDRESSES) wmten of electronic comments and ask

for a redetermination by [insert date 60 daysgﬁer date of publication in the FEDERAL

REGISTER]. Furthermore, any interested pefson may pciition FDA for a determination

regarding whether the applicant for eXtension? acted with due dﬂigenée duﬁng the regulatory

review period 5y [insert date 180 d‘avs after da?tte’of publiéation in tﬁc FEDERAL' REGISTER].
To meet its burden, thé ﬁétiti,én nﬁist cdntaijﬁ ;ﬁfﬁciéﬁt fécts tb méri% an FDA 1nvest1 gation. (See
H. Rept. 857, part 1, 98th Cong., 2d sess., ppf41-‘42, 1984.) Petitions should be in the format
specified in 21 CFR 10.30. DR |

Comments and petitions should be suﬁmitted to the Division of Dockets Management.
Three copies of any mailed information are to‘}be submitted, ’eﬁcept that individuals may submit
one copy. Comments are to be identified witﬂthé docket number found in brackets in the

heading of this document.



Comments and petitions may be seen in the Division of Dockets Management between 9 a.m.

Jis

and 4 p.m:, Monday through Friday.

Dated: % / 7} 2004 . @Em@ YO BEAT&!%

May 17{/ 2006. | i

Yan Q. Qyfbu)
Jz A. Axelrad,

Associate Director for Policy,
Center for Drug Evaluation and Research .
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