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.Determination of Regulatory Review Period fOf PurpOsés of Patent
Extension; PREVNAR |
AGENCY: Food and Drug Administration, HHS.
ACTION: Notice. ' |
SUMMARY: The Food and Drug Administration (FDA) has determined
the regulatory review period for PREVﬁAR”aﬁd is publishing_this
notice,of that determination as;requi:edSbY’law. ‘FDA has’made
the determinationubeéause,of‘thé submissibn df anfépp1icatioh to
the Director of Patents and Trademarks, Department of Commerce,
for the extension of a patent which claims that human biblﬁgiéal
product. |
ADDRESSES: Submit wrltten coﬁments and petlt#qns to the Dockets’
Management Branch (HFA-305), Food and DrungdminiStration, 5630
Fishers Lane, rm. 1061, ROCkVi;le, MD ‘20852} \Sﬁbmit éleCtronic
comments to http://www.fda.gov/dockets/ecomments.
FOR FURTHER INFORMATIONfCONTACT:

Claudia V. Grlllo,

" Office of Regulatory Pollcy (HFD- 013),

Food and Drug Administration,

5600 Fishers Lane,

Rockville, Mbm,jdég?iuMMWSW@mw@gggﬁwwmmmfmm.m.pmm;vs~ew~ S

301-827-3460.
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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'Réstoration Actw(Pnblic Law 100-670)
generally provide that a patent may be extendeddtor;a,period of
up to 5 years so longyaskthe patented item‘(human drug product,
animal drug product, medical device, food additive, oxr color
additive) was subject to regulatory review by FDA”before‘the item
was marketed. Under these acts, a product's regulatory review
perlod forms the basis for determlnlng the amount of exten81on an
applicant may receive.

A regulatory review period consists of two periods of time:
A testing phase and an approval phase; For human biological
products, the testlng phase beglns when the exemptlon to permlt
the clinical 1nvest1gatlons of the blologlcal becomes effectlve
and runs until»the;approval(phase begins. Thedapproval phase
starts with the initial submission of;an‘application’toimarket
the human biological product:and c":or‘i"’(::’L_'nu‘es‘unt:"ivf_’[)"F’DAV"grz';l’n't's'j
permission to market the biological product. Although only a
portion of a regulatory review period may count toward the actual
amount of extension that the Director of Patents and Trademark8,1
may award (for example,;half'the testing phase must be subtracted
as well as any time that may have occurred before the patent was
issued), FDA's determlnatlon of the 1ength of a regulatory review

periocd for a human biologicalvproductdwill,rnc;ndeiall of the
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testing phase and approval phase as specified in 35 U.S.C.

156 (g) (1) (B) .

FDA recently approved for marketing the human biologic
product PREVNAR. PREVNAR isbindicated for immunization of‘
infants 2, 4, 6, and 12 to 15 months Qf age to prevent invasive
pneumococcal disease. ,Subséquent'to‘ﬁhis’approval, the Patent
and Trademark Office received a patent term restoration
application for PREVNAR (U.S. Pateﬁt'No, 5,360,897) from the
Uni&ersity of‘Rochester?through'AmériCan Hbﬁé“Peructs,kand the
Patent and Trademafk'Offiéé7rédﬁéétedwFDA’s'aSéiStanéé in
determining this patent?s eligibility;for patent'term
~restoration. In a letter dated DeCemberA30; 2002, FDA advised'

-~ the Patent and Trademark‘Office that'this human,biologic product
had ﬁndergOne a regulatory réviéw period‘andrthég‘thé épprévél of
PREVNAR represented the first pe;mittéd‘cOmmeréial'marketipg or
use of the product. Shortly thereaftgr; thé‘Patent'and'Trademark
Office requested that'FDA‘determine;tﬁe product;s régulatOry
review period. - k | ’ |

FDA has determined that thé:applicébié regﬁiatory‘feview‘
period for PREVNAR is lg910 days. Of th§sN§ime5W1;648 days.‘
occurred during the testing phase of the regulatory review
period, while 262 days occurred durinq the §pp;bVal:phasé. These

periods of time were derived from the fdllowing dates:

1. The date’an_exemption‘under.section 50$(i) of’the

Federal Food, Drug, and Cosmetic Act (21 U.S.C. 355(i)) became
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effective: November 27, 1994. The applicant claims November 25,

1994, as the date the investigational new drug application (IND)
became effective. However, FDA records’indicgté‘that che IND
effective date was‘NOVember 27, 1994,'which,was 30 days after FDA
receipt of the IND. |

2. The daté the application‘was:initially submitted with

respect to the human biological product under section 351 of the

Public Health Service Act: June 1, 1999. FDA has vérified the
applicant's claim that the product license application (PLA) for
PREVNAR (PLA 99-0279) was initially smeitted on June 1, 1999.

3. The date_thg,application was approved: February 17, '

2000. FDA has verified the applicant's claim that PLA 99-0279
was approved on February 17, 2000. | |
This determination of the regulatory review period
establishes the maximumipotential length of,a pateptfextension.
’ Howeﬁer, the U;S. Paténﬁ andkTradematk,Office‘appiies’several
statutory limitations in its calculations‘O£ the actual period
for patent extension. In its application for patent extension,
this applicant seeks 1,086 days of patent termkextension.k
Anyone with knowledge that any Qf,the dates as published are
incorrect may submit to the Dockets Ménagemeﬁt‘Branch (see

'ADDRESSES) written or electronickcomments andwaskéf¢r4a' 

redetermination by [insert date 60 days after date of publication

in the FEDERAL”REQISTERI(V“Fufthermore, any interested person may

petition FDA for a determination regarding whether the applicant
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for extension acted with due diligence during the regulatory

review period by [insert date 180 days after dgtéiof publ;¢ation

in the FEDERAL REGISTER]. To meet its burden, the petition must

contain sufficient factsutowmexitﬁanMFDAWinyespigation. (See H.
Rept. 857, part 1, 98th Congyu,2d,,w,S?Séz.;_PP;.\4,l,tf¥,?ﬁ,r, 1984.)
'Pefitions;shouldmb§4inughgtﬁggmgngpeCified:in'21‘CFR 10.30.
Comments and petitions should be;submiﬁtedwpo_theJchkets_
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 bracket{s in the heading' of this document.

Comments and petltlons may be seen in the Dockets Management

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

Dated: W g/ 2ﬂﬂ3

March 31, 2003.

%mW

e A. Axelrad
Associate Director for Pollcy
Center for Drug Evaluatlon and Research
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