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determines that the listed drug was 
withdrawn from sale for reasons of 
safety or effectiveness (21 CFR 314.162).

If a listed drug is withdrawn from sale 
and there are approved ANDAs that 
refer to that drug, under § 314.161(a)(2) 
(21 CFR 314.161(a)(2)), the agency must 
determine whether the listed drug was 
withdrawn from sale for reasons of 
safety or effectiveness. Section 
314.161(d) provides that if FDA 
determines that the listed drug was 
removed from sale for safety or 
effectiveness reasons, the agency will 
initiate proceedings that could result in 
the withdrawal of approval of the 
ANDAs that refer to the listed drug.

The holders of the applications listed 
in the table in this document have 
informed FDA that the drug products 
have been withdrawn from sale. The 
drug products in the table are subjects 
of approved NDAs to which one or more 
approved ANDAs refer.

NDA 
No. Drug Applicant 

10–
775

Trilafon 
(perphenazine) 
tablets, 2, 4, 8, 
and 16 milli-
grams (mg)

Schering Corp., 
2000 Galloping 
Hill Rd., Ken-
ilworth, NJ 
07033

12–
071

Decadron (dexa-
methasone so-
dium phos-
phate) injec-
tion, 4 mg/milli-
liter (mL) and 
24 mg/mL

Merck & Co., 
P.O. Box 4, 
West Point, GA 
19486-0004

14–
694

Hexadrol (dexa-
methasone so-
dium phos-
phate) injec-
tion, 4 mg/mL 
and 10 mg/mL

Organon, Inc., 
375 Mt. Pleas-
ant Ave., West 
Orange, NJ 
07052

19–
304

Tricor 
(fenofibrate) 
capsules, 67, 
134, and 200 
mg

Abbott Labora-
tories, 200 Ab-
bott Park Rd., 
Abbott Park, IL 
60064-3537

FDA has reviewed its records and, 
under § 314.161, has determined that 
the drug products listed in this 
document were not withdrawn from 
sale for reasons of safety or 
effectiveness. Approved ANDAs that 
refer to the NDAs listed in this 
document are unaffected by the 
withdrawal of these products subject to 
those NDAs, and accordingly, the 
agency will continue to list the drug 
products listed in this document in the 
‘‘Discontinued Drug Product List’’ 
section of the Orange Book. The 
‘‘Discontinued Drug Product List’’ 
identifies, among other items, drug 
products that have been discontinued 
from marketing for reasons other than 
safety or effectiveness.

Dated: September 17, 2003.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 03–24862 Filed 9–30–03; 8:45 am]
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This notice announces a forthcoming 
meeting of a public advisory committee 
of the Food and Drug Administration 
(FDA).

The meeting will be open to the 
public.

Name of Committee: Pediatric 
Oncology Subcommittee of the 
Oncologic Drugs Advisory Committee.

General Function of the Committee: 
To provide advice and 
recommendations to the agency on 
FDA’s regulatory issues.

Date and Time: The meeting will be 
held on October 9, 2003, from 8 a.m. to 
4:30 p.m.

Location: Holiday Inn, Kennedy 
Ballroom, 8777 Georgia Ave., Silver 
Spring, MD.

Contact Person: Thomas H. Perez, 
Center for Drug Evaluation and 
Research, (HFD–21), Food and Drug 
Administration, 5600 Fishers Lane (for 
express delivery: 5630 Fishers Lane, 
Rm. 1093) Rockville, MD 20857, by 
phone at 301–827–6758, or by e-mail at 
PerezT@cder.fda.gov or the FDA 
Advisory Committee Information Line, 
1–800–741–8138 (301–443–0572 in the 
Washington, DC area), code 12542. 
Please call the Information Line for up-
to-date information on this meeting.

Agenda: The subcommittee will: (1) 
Consider off-patent oncology drugs for 
which pediatric studies are needed and 
discuss the availability of information 
concerning the safe and effective use of 
the drugs in the pediatric population, 
whether additional information is 
needed, and whether new pediatric 
studies concerning the drugs may 
produce health benefits in the pediatric 
population, as mandated by the Best 
Pharmaceuticals for Children Act 
(BPCA), and (2) discuss age-appropriate 
formulation changes to facilitate dosing 
of products used in the pediatric 
oncology setting.

Procedure: Interested persons may 
present data, information, or views, 

orally or in writing, on issues pending 
before the subcommittee. Written 
submissions may be made to the contact 
person by October 2, 2003. Oral 
presentations from the public will be 
scheduled between approximately 10 
a.m. and 10:30 a.m. and 1 p.m. and 1:30 
p.m. Time allotted for each presentation 
may be limited. Those desiring to make 
formal oral presentations should notify 
the contact person before October 2, 
2003, and submit a brief statement of 
the general nature of the evidence or 
arguments they wish to present, the 
names and addresses of proposed 
participants, and an indication of the 
approximate time requested to make 
their presentation.

Persons attending FDA’s advisory 
committee meetings are advised that the 
agency is not responsible for providing 
access to electrical outlets. FDA 
welcomes the attendance of the public 
at its advisory committee meetings and 
will make every effort to accommodate 
persons with physical disabilities or 
special needs. If you require special 
accommodations due to a disability, 
please notify Thomas Perez at least 7 
days in advance of the meeting.

FDA regrets that it was unable to 
publish this notice 15 days prior to the 
October 9, 2003, Pediatric Oncology 
Subcommittee of the Oncologic Drugs 
Advisory Committee meeting. Because 
the agency believes there is some 
urgency to bring these issues to public 
discussion and qualified members of the 
committee were available at this time, 
the Commissioner of Food and Drugs 
concluded that it was in the public 
interest to hold this meeting even if 
there was not sufficient time for the 
customary 15-day public notice.

Notice of this meeting is given under 
the Federal Advisory Committee Act (5 
U.S.C. app. 2).

Dated: September 26, 2003.
Peter J. Pitts,
Associate Commissioner for External 
Relations.
[FR Doc. 03–24920 Filed 9–26–03; 4:13 pm]
BILLING CODE 4160–01–S

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

Office of the Director, National 
Institutes of Health; Notice of 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 a meeting of the 
Director’s Council of Public 
Representatives. 

VerDate jul<14>2003 17:06 Sep 30, 2003 Jkt 203001 PO 00000 Frm 00021 Fmt 4703 Sfmt 4703 E:\FR\FM\01OCN1.SGM 01OCN1



56638 Federal Register / Vol. 68, No. 190 / Wednesday, October 1, 2003 / Notices 

The meeting will be open to the 
public, with attendance limited to space 
available. Individuals who plan to 
attend and need special assistance, such 
as sign language interpretation or other 
reasonable accommodations, should 
notify the Contact Person listed below 
in advance of the meeting.

Name of Committee: Director’s Council of 
Public Representatives. 

Date: October 20, 2003. 
Time: 8:30 a.m. to 4:30 p.m. 
Agenda: Among the topics proposed for 

discussions are: (1) current issues; (2) the 
National Research Council and Institute of 
Medicine Report to the NIH; and (3) a panel 
on Enhancing Public Trust in the Clinical 
Research Enterprise. 

Place: National Institutes of Health, 9000 
Rockville Pike, Building 31, Conference 
Room 6, Bethesda, MD 20892. 

Contact Person: Jennifer E. Gorman Vetter, 
NIH Public Liaison/COPR Coordinator, Office 
of Communications and Public Liaison, 
Office of the Director, National Institutes of 
Health, 9000 Rockville Pike, Building 1, 
Room 344, Bethesda, MD 20892, (301) 435–
4448, gormanj@od.nih.gov.

In the interest of security, NIH has 
instituted stringent procedures for entrance 
into the building by non-government 
employees. Persons without a government 
I.D. will need to show a photo I.D. and sign-
in at the security desk upon entering the 
building. 

Information is also available on the 
Institute’s/Center’s Home page: http://
www.nih.gov/about/publicliaison/
index.html, where an agenda and any 
additional information for the meeting will 
be posted when available.
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.14, Intramural Research 
Training Award; 93.22, Clinical Research 
Loan Repayment Program for Individuals 
from Disadvantaged Backgrounds; 93.232, 
Loan Repayment Program for Research 
Generally; 93.39, Academic Research 
Enhancement Award; 93.936, NIH Acquired 
Immunodeficiency, Syndrome Research Loan 
Repayment Program; 93.187, Undergraduate 
Scholarship Program for Individuals from 
Disadvantaged Backgrounds, National 
Institutes of Health, HHS)

Dated: September 24, 2003. 
LaVerne Y. Stringfield, 
Director, Office of Federal Advisory 
Committee Policy.
[FR Doc. 03–24825 Filed 9–30–03; 8:45 am] 
BILLING CODE 4140–01–M

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Cancer 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 section 552b(c)(4) 
and 552b(c)(6), Title 5 U.S.C., as 
amended. The grant 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 Cancer 
Institute Special Emphasis Panel, Phase 
Application Awards in Cancer Prognosis & 
Prediction (PAR03–089) & Cancer Prognosis 
and Prediction: SBIR/STTR Initiative 
(PAR03–099). 

Date: October 23, 2003. 
Time: 8 a.m. to 5 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: Holiday Inn Select Bethesda, 8120 

Wisconsin Ave., Bethesda, MD 20814. 
Contact Person: Joyce C. Pegues, PhD, 

Scientific Review Administrator, Special 
Review and Resources Branch, Division of 
Extramural Activities, National Cancer 
Institute, 6116 Executive Boulevard, Room 
7149, Bethesda, MD 20892, 301/594–1286, 
peguesj@mail.nih.gov.
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.392, Cancer Construction; 
93.393, Cancer Cause and Prevention 
Research; 93.394, Cancer Detection and 
Diagnosis Research; 93.395, Cancer 
Treatment Research; 93.396, Cancer Biology 
Research; 93.397, Cancer Centers Support; 
93.398, Cancer Research Manpower; 93.399, 
Cancer Control, National Institutes of Health, 
HHS)

Dated: September 24, 2003
LaVerne Y. Stringfield, 
Director, Office of Federal Advisor Committee 
Policy.
[FR Doc. 03–24828 Filed 9–30–03; 8:45 am] 
BILLING CODE 4140–01–M

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Cancer 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 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant 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 Cancer 
Institute Special Emphasis Panel, Behavioral 
Research in Cancer Control. 

Date: November 13, 2003. 
Time: 9 a.m. to 3 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 6116 

Executive Boulevard, Rockville, MD 20852, 
(Telephone Conference Call). 

Contact Person: Mary Jane Slesinksi, Phd, 
Scientific Review Administrator, Special 
Review and Resources Branch, Division of 
Extramural Activities, National Cancer 
Institute, National Institutes of Health, 6116 
Executive Boulevard, Room 8045, Bethesda, 
MD 20892, 301/594–1566.
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.392, Cancer Construction; 
93.393, Cancer Cause and Prevention 
Research; 93.394, Cancer Detection and 
Diagnosis Research; 93.395, Cancer 
Treatment Research; 93.396, Cancer Biology 
Research; 93.397, Cancer Centers Support; 
83.398, Cancer Research Manpower; 93.399, 
Cancer Control, National Institutes of Health, 
HHS)

Dated: September 24, 2003. 
LaVerne Y. Stringfield, 
Director, Officer of Federal Advisory 
Committee Policy.
[FR Doc. 03–24829 Filed 9–30–03; 8:45 am] 
BILLING CODE 4140–01–M

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute of Nursing Research; 
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 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant 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 Institute of 
Nursing Research Initial Review Group NRRC 
28 Meeting. 
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