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AGENCY : Food and Drug Administration,iHHS.

ACTION: Notice. |

SUMMARY: The Food and Drug AdministraiiQn (FDA) has determined
the regulatory review period forkGYNECéRE,INIERGEL(an is‘;
publishing this notice of that determinatipn gsdrgquired by law.

FDA has made the determination because of the submission of an

application to theMDirecﬁpr,of,Pa;énts@and Trademarks, D?Partmeﬁt
.of Commerce, for the‘exﬁension of a patent”whiéh claims thgt
medical device.

ADDRESSES: Submit Writtenjcommﬁntswéné pétitions,to the Dockets.
Management Branch (HFA¥305), Food and,DrugiAdminiStration,‘5630

Fishers Lane, rm. 1061, Rockville, MD 20852. Submlt electronlc

comments to http://www.fda.gov/dockets/ecomments,

FOR FURTHER INFORMATION CONTACT:

Claudia Grillo,

Office of Regulatory Policy (HED—613),
Food and Drug Administratibn,

5600 Fishers Lane, |

Rockville, MD 20857,

301-827-3460.

cd0344

‘ﬁd’



2
SUPPLEMENTARY INFORMATION: The Drug Price Competition and Patent

Term Restoration Act of 1984 (Public Law 98-417) and the Generic

Animal Drug and Patent Term Restoration Act (ngiic_bawzlopi§70)

generally provide that a patent may bé extended er a“peripd of
up to 5 years so 1bng‘asythe‘patentedﬁitemw(human drug producﬁ,
animal drug product, medical‘device;‘fOOd additive, of colér
additive) was subject to regulatory réview by FDA before the item

was marketed. Under these acts, a productfsﬂ;egulatory review

period forms the basis for determining the amount of extension an
applicant may receive. |

A regulatory review period consists of two periods offtime:
A testing phase and an approval phase;’ Forkmedical deviceé, the
tésting phase bégins witﬁ é élini¢a1 inY§§£i§aEi8h‘6f thé“aeviCe“'
and runs until the approval phase beéinéé‘ Tbe approval phése"

starts with the initial submission of an application to market

the device and continueswuntilVpermiSSion to market the device is

granted. Although only a portion,ofkakregulatory review period

may count toward the actual amount of extension that the Director ..

of Patents and Trademarks may award (half the testing phasé must
be subtracted as well as any time that may have occurred before

the patent was issued), FDA's determination of the length of a

regqulatory review perioa,for a m@dié&ludevigwaill,inqludeQallmgﬁMww&M“ 

the testing phase and approval phase,gskspecified;in‘BS U.s.C.

156 (g) (3) (B) .
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FDA recently approved for marketing the medical device

GYNECARE INTERGEL. GYNECARE INTERGEL is indicated for use in

patients undergoiﬁg open, conservative gynecelqgic surgery'as an
adjunct to good surgical technique to reduce postsurgical
adhesions. Subsequent to thiS‘approval, the Patent and Trademark
Office received‘akpatent term restorgﬁ;gnﬁapplication for
GYNECARE INTERGEL”(U.S. Patent No.”5,532,221) ffom'Lifecore
Medical, Inc., and the'Patent,énd,TxaégmékagﬁﬁlgéwIﬁqueStéd

FDA's assistance in determining this patent’s eligibility for

patent term restoration. In_a,letter;datedectOberW3}z‘209},_FDA””

advised the Patent and Trademark Office that this medical device

had undergone a regulatory review period and that the apperal of
GYNECARE,INTERQE@W;epreSented theﬂfiret permitted commerciél
marketing éf use of the,product. Theﬁeafter, the Patent and
Trademark Ofﬁiqe_requesied that FDA‘dgteﬁmiQQWthwproductfe
regulatory review period, ‘

FDA has determined”that‘thewepplicable regulatory review
period for GYNECARE INTERGEL is 2,438 days. Of this time, 1,453
days occurred during the testing phase’ef‘the regulatory review

period, while 985 days occurred during the apprOval phase. These

ing dates:

periods of;time,werewde;ivedmfrpm;thleollQ

1. The dateea,qliniceldinyespigation involying this’device

was bequn: March 17, 1995. FDA has Yeriﬁiedehe%applicant's
claim that the,datemﬁhem;QY§§§igationaikdeVicemezemption,(IDE)

required under section 520(g) of the Federal Food, Drug, and
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Cosmetic Act (the act) (21 U.S.C. 360j(g)) for human tests to

begin'became effective March 17, 1995.

2. The date an appllcatlon was 1n;t1ally submltted w1th

respect to the dev1ce under sectlon 515 of the act (21 U S C

360e): March 8, 1999. The applicant olalms Marchps, 1999 as
the date the premarket approval application (PMA) FOR GYNECARE

INTERGEL (PMA P950015) was initially submitted. However, FDA

records indicate that PMA P990015 was submitted on March 8, 1999.

3. The date the appllcatlon was approved ”yNoyember_;Gyuy
2001. FDA has verified the applicant's claim that PMA P990015
was approved on November 16, 2001. |

This determinatiolefmghe;reQUIatory feview“peind
establishes the maximm potential lemgth of a patent extension.

However, the U.S. Patent and Trademark Office applies several

statutory limitations in its calculations of the actual period

for patent extension. In its application for patent extension,
this applicant seeks 867 days of patent term extens1on
Anyone with knowledge that any of the dates as publlshed are

incorrect may submit to the Dockets Management Branch (see’

ADDRESSES) wrltten_or,electr@n;cwcpmments_and«ask foxr a .

" redetermination by {insert date 60 days after\date\ofvpublication

in the‘FEDERALWREGISIER], Furthermore, any interested person'may

petition FDA for a determlnatlon regardlng whether the appllcant

for extension acted. w1th due. dlllgence durlng the regulatory -

review period by [insert datedleofdaysrafterAdateVQfgpublioation 7 :
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in the FEDERAL REGISTER]. To meet its burden, the petition must

contain sufficient facts to merit anjFDA»invgsgigation. (See‘H.
Rept. 857, part 1, 98th Cong., 2d sess., pp- 41442, 1984.)‘

Petitions should be in the format specified in 21 CFR 10.30,3

Comments and petitions should be submitted to the Dockets =
Management Branch. Three copies of any information are to be
submitted, except that individuals may submit one copy. Comments

are to be identified with the
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docket number found in brackets in the'heading of this dociiment.

Comments and petltlons may be seen in the Dockets Management

Branch between 9 a.m. and 4 p.m., Monday through Frlday

~ Dated: W/\(}M é U5

February 6, 2003

%«LO.

Jane Axelrad
Assoc1ate Director for Pollcy
Center for Drug Evaluatlon ‘and Research

CERTIFIED TO BE A TRUE
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