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ATSDR announces the following 
subcommittee meeting:

Name: Program Peer Review Subcommittee 
(PPRS). 

Time and Date: 12:30 p.m.–2 p.m., August 
8, 2005. 

Place: The teleconference will originate at 
the National Center for Environmental 
Health/Agency for Toxic Substances and 
Disease Registry in Atlanta, Georgia. Please 
see SUPPLEMENTARY INFORMATION for details 
on accessing the teleconference. 

Status: Open to the public, teleconference 
access limited only by availability of 
telephone ports. 

Purpose: Under the charge of the Board of 
Scientific Counselors, NCEH/ATSDR the 
Program Peer Review Subcommittee will 
provide the BSC, NCEH/ATSDR with advice 
and recommendations on NCEH/ATSDR 
program peer review. They will serve the 
function of organizing, facilitating, and 
providing a long-term perspective to the 
conduct of NCEH/ATSDR program peer 
review. 

Matters To Be Discussed: Review of the 
program peer review questionnaires; review 
of the Environmental Health Services Branch 
program review report, and a review of action 
items. Agenda items are subject to change as 
priorities dictate. 

Supplementary Information: This 
conference call is scheduled to begin at 12:30 
p.m. eastern standard time. To participate in 
the teleconference, please dial (877) 315-6535 
and enter conference code 383520. 

For Further Information Contact: Sandra 
Malcom, Committee Management Specialist, 
Office of Science, NCEH/ATSDR, M/S E–28, 
1600 Clifton Road, NE, Atlanta, Georgia 
30333, telephone (404) 498–0003. 

The Director, Management Analysis and 
Services Office, has been delegated the 
authority to sign Federal Register notices 
pertaining to announcements of meetings and 
other committee management activities for 
both CDC and the National Center for 
Environmental Health/Agency for Toxic 
Substances and Disease Registry.

Dated: July 19, 2005. 

Alvin Hall, 
Director, Management Analysis and Services 
Office, Centers for Disease Control and 
Prevention.
[FR Doc. 05–14675 Filed 7–25–05; 8:45 am] 
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SUMMARY: The Food and Drug 
Administration (FDA) is announcing 
that a collection of information entitled 
‘‘Allergen Labeling of Food Products 
Consumer Preference Survey and 
Experimental Study on Allergen 
Labeling of Food Products’’ has been 
approved by the Office of Management 
and Budget (OMB) under the Paperwork 
Reduction Act of 1995.

FOR FURTHER INFORMATION CONTACT: 
Peggy Robbins, Office of Management 
Programs (HFA–250), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857,301–827–1223.

SUPPLEMENTARY INFORMATION: In the 
Federal Register of May 10, 2005 (70 FR 
24603), the agency announced that the 
proposed information collection had 
been submitted to OMB for review and 
clearance under 44 U.S.C. 3507. An 
agency may not conduct or sponsor, and 
a person is not required to respond to, 
a collection of information unless it 
displays a currently valid OMB control 
number. OMB has now approved the 
information collection and has assigned 
OMB control number 0910–0567. The 
approval expires on July 31, 2008. A 
copy of the supporting statement for this 
information collection is available on 
the Internet at http://www.fda.gov/
ohrms/dockets.

Dated: July 20, 2005.

Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 05–14694 Filed 7–25–05; 8:45 am]
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SUMMARY: The Food and Drug 
Administration (FDA) is announcing 
that a collection of information entitled 
‘‘State Petitions for Exemption From 
Preemption’’ has been approved by the 
Office of Management and Budget 
(OMB) under the Paperwork Reduction 
Act of 1995.
FOR FURTHER INFORMATION CONTACT: 
Peggy Robbins, Office of Management 
Programs (HFA–250), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857,301–827–1223.
SUPPLEMENTARY INFORMATION: In the 
Federal Register of April 8, 2005 (70 FR 
18029), the agency announced that the 
proposed information collection had 
been submitted to OMB for review and 
clearance under 44 U.S.C. 3507. An 
agency may not conduct or sponsor, and 
a person is not required to respond to, 
a collection of information unless it 
displays a currently valid OMB control 
number. OMB has now approved the 
information collection and has assigned 
OMB control number 0910–0133. The 
approval expires on July 31, 2008. A 
copy of the supporting statement for this 
information collection is available on 
the Internet at http://www.fda.gov/
ohrms/dockets.

Dated: July 20, 2005.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 05–14697 Filed 7–25–05; 8:45 am]
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VerDate jul<14>2003 23:45 Jul 25, 2005 Jkt 205001 PO 00000 Frm 00047 Fmt 4703 Sfmt 4703 E:\FR\FM\26JYN1.SGM 26JYN1



43160 Federal Register / Vol. 70, No. 142 / Tuesday, July 26, 2005 / Notices 

SUMMARY: The Food and Drug 
Administration (FDA) has determined 
the regulatory review period for 
CLARINEX and is publishing this notice 
of that determination as required by 
law. FDA has made the determination 
because of the submission of an 
application to the Director 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 Division of Dockets 
Management (HFA–305), Food and Drug 
Administration, 5630 Fishers Lane, rm. 
1061, Rockville, MD 20852. Submit 
electronic comments to http://
www.fda.gov/dockets/ecomments.
FOR FURTHER INFORMATION CONTACT: 
Claudia Grillo, Office of Regulatory 
Policy (HFD–013), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 240–453–6699.
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 (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) was subject to 
regulatory review by FDA before the 
item was marketed. Under these acts, a 
product’s regulatory review period 
forms the basis for determining the 
amount of extension an applicant may 
receive.

A regulatory review period consists of 
two periods of time: A testing phase and 
an approval phase. For human drug 
products, the testing phase begins when 
the exemption to permit the clinical 
investigations of the drug becomes 
effective and runs until the approval 
phase begins. The approval phase starts 
with the initial submission of an 
application to market the human drug 
product and continues until FDA grants 
permission to market the drug product. 
Although only a portion of a regulatory 
review period may count toward the 
actual amount of extension that the 
Director of Patents and Trademarks 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 determination 
of the length of a regulatory review 
period for a human drug product will 
include all of the testing phase and 
approval phase as specified in 35 U.S.C. 
156(g)(1)(B).

FDA recently approved for marketing 
the human drug product CLARINEX 
(desloratadine). CLARINEX is indicated 

for the relief of the nasal and non-nasal 
symptoms of allergic rhinitis in patients 
12 years of age and older, and for the 
symptomatic relief of pruritis, reduction 
in the number and size of hives, in 
patients with chronic, idiopathic 
urticaria 12 years of age and older. 
Subsequent to this approval, the Patent 
and Trademark Office received a patent 
term restoration application for 
CLARINEX (U.S. Patent No. 4,659,716) 
from Schering Corp., and the Patent and 
Trademark Office requested FDA’s 
assistance in determining this patent’s 
eligibility for patent term restoration. In 
a letter dated April 26, 2002, FDA 
advised the Patent and Trademark 
Office that this human drug product had 
undergone a regulatory review period 
and that the approval of CLARINEX 
represented the first permitted 
commercial marketing or use of the 
product. Shortly thereafter, the Patent 
and Trademark Office requested that 
FDA determine the product’s regulatory 
review period.

FDA has determined that the 
applicable regulatory review period for 
CLARINEX is 1,354 days. Of this time, 
561 days occurred during the testing 
phase of the regulatory review period, 
while 793 days occurred during the 
approval phase. These periods of time 
were derived from the following dates:

1. The date an exemption under 
section 505(i) of the Federal Food, Drug, 
and Cosmetic Act (the act) (21 U.S.C. 
355(i)) became effective: April 9, 1998. 
FDA has verified the applicant’s claim 
that the date the investigational new 
drug application became effective was 
on April 9, 1998.

2. The date the application was 
initially submitted with respect to the 
human drug product under section 
505(b) of the act: October 21, 1999. FDA 
has verified the applicant’s claim that 
the new drug application (NDA) for 
CLARINEX (NDA 21–165) was initially 
submitted on October 21, 1999.

3. The date the application was 
approved: December 21, 2001. FDA has 
verified the applicant’s claim that NDA 
21–165 was approved on December 21, 
2001.

This determination of the regulatory 
review period establishes the maximum 
potential length 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 1,074 days of patent 
term extension.

Anyone with knowledge that any of 
the dates as published are incorrect may 
submit to the Division of Dockets 
Management (see ADDRESSES) written or 

electronic comments and ask for a 
redetermination by September 26, 2005. 
Furthermore, any interested person may 
petition FDA for a determination 
regarding whether the applicant for 
extension acted with due diligence 
during the regulatory review period by 
January 23, 2006. To meet its burden, 
the petition must contain sufficient facts 
to merit an FDA investigation. (See H. 
Rept. 857, part 1, 98th Cong., 2d sess., 
pp. 41–42, 1984.) Petitions should be in 
the format specified in 21 CFR 10.30.

Comments and petitions should be 
submitted to the Division of Dockets 
Management. Three copies of any 
mailed information are to be submitted, 
except that individuals may submit one 
copy. Comments are to be identified 
with the 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. and 4 p.m., 
Monday through Friday.

Dated: June 29, 2005.
Jane A. Axelrad,
Associate Director for Policy, Center for Drug 
Evaluation and Research.
[FR Doc. 05–14695 Filed 7–25–05; 8:45 am]
BILLING CODE 4160–01–S
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National Institutes of Health 

National Eye Institute; Notice of Closed 
Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. Appendix 2), notice 
is hereby given of the following 
meeting. 

The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 552(b)(4) 
and 552b(c)(6), Title 5 U.S.C., as 
amended. The grand applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy.

Name of Committee: National Eye Institute 
Special Emphasis Panel, NEI Clinical 
Application. 

Date: August 8, 2005. 
Time: 8:30 a.m. to 3 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: Embassy Suites at the Chevy Chase 

Pavilion, 4300 Military Road, NW., 
Washington, DC 20015. 
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