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C. Transmissible Spongiform 
Encephalopathies Advisory Committee

The committee reviews and evaluates 
available scientific data concerning the 
safety of products which may be at risk 
for transmission of spongiform 
encephalopathies having an impact on 
the public health.

D. Vaccines and Related Biological 
Products Advisory Committee

The committe reviews and evaluates 
data concerning the safety, 
effectiveness, and appropriate use of 
vaccines and related biological products 
which are intended for use in the 
prevention, treatment, or diagnosis of 
human diseases.

III. Qualifications

Persons nominated for membership 
on the committees shall have adequately 
diversified experience appropriate to 
the work of the committee in such fields 
as clinical and administrative medicine, 
engineering, biological and physical 
sciences, statistics, and other related 
professions. The nature of specialized 
training and experience necessary to 
qualify the nominee as an expert 
suitable for appointment may include 
experience in medical practice, 
teaching, and/or research relevant to the 
field of activity of the committee. The 
particular need for vacancies on each 
committee for the calendar year 2005 
are shown in table I of this document. 
The term of office is up to 4 years, 
depending on the appointment date.

IV. Nomination Procedures

Any interested person may nominate 
one or more qualified persons for 
membership on one or more of the 
advisory committees. Self-nominations 
are also accepted. Nominations shall 
include the name of the committee, a 
complete curriculum vitae of each 
nominee, current business address and 
telephone number, and shall state that 
the nominee is aware of the nomination, 
is willing to serve as a member (name 
of committee(s) must be specified), and 
appears to have no conflict of interest 
that would preclude membership. FDA 
will ask the potential candidates to 
provide detailed information concerning 
such matters as financial holdings, 
employment, and research grants and/or 
contracts to permit evaluation of 
possible sources of conflict of interest.

This notice is issued under the 
Federal Advisory Committee Act (5 
U.S.C. app. 2) and 21 CFR part 14 
relating to advisory committees.

Dated: September 9, 2004.
William K. Hubbard,
Associate Commissioner for Policy and 
Planning.
[FR Doc. 04–20933 Filed 9–16–04; 8:45 am]
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SUMMARY: The Food and Drug 
Administration (FDA) has determined 
that ZOLOFT (sertraline hydrochloride 
(HCl)) Tablets, 150 milligrams (mg) and 
200 mg (new drug application (NDA) 
19–839), were not withdrawn from sale 
for reasons of safety or effectiveness. 
This determination will allow FDA to 
approve abbreviated new drug 
applications (ANDAs) for sertraline HCl 
tablets, 150 mg and 200 mg.
FOR FURTHER INFORMATION CONTACT: 
Elizabeth Sadove, Center for Drug 
Evaluation and Research (HFD–7), Food 
and Drug Administration, 5600 Fishers 
Lane, Rockville, MD 20857, 301–594–
2041.

SUPPLEMENTARY INFORMATION: In 1984, 
Congress enacted the Drug Price 
Competition and Patent Term 
Restoration Act of 1984 (Public Law 98–
417) (the 1984 amendments), which 
authorized the approval of duplicate 
versions of drug products approved 
under an ANDA procedure. ANDA 
sponsors must, with certain exceptions, 
show that the drug for which they are 
seeking approval contains the same 
active ingredient in the same strength 
and dosage form as the ‘‘listed drug,’’ 
which is typically a version of the drug 
that was previously approved. Sponsors 
of ANDAs do not have to repeat the 
extensive clinical testing otherwise 
necessary to gain approval of an NDA. 
The only clinical data required in an 
ANDA are data to show that the drug 
that is the subject of the ANDA is 
bioequivalent to the listed drug.

The 1984 amendments include what 
is now section 505(j)(7) of the Federal 
Food, Drug, and Cosmetic Act (21 U.S.C. 
355(j)(7)), which requires FDA to 
publish a list of all approved drugs. 

FDA publishes this list as part of the 
‘‘Approved Drug Products With 
Therapeutic Equivalence Evaluations,’’ 
which is generally known as the 
‘‘Orange Book.’’ Under FDA regulations, 
drugs are withdrawn from the list if the 
agency withdraws or suspends approval 
of the drug’s NDA or ANDA for reasons 
of safety or effectiveness, or if FDA 
determines that the listed drug was 
withdrawn from sale for reasons of 
safety or effectiveness (§ 314.162 (21 
CFR 314.162)).

Under § 314.161(a)(1) (21 CFR 
314.161(a)(1)), the agency must 
determine whether a listed drug was 
withdrawn from sale for reasons of 
safety or effectiveness before an ANDA 
that refers to that listed drug may be 
approved. FDA may not approve an 
ANDA that does not refer to a listed 
drug.

ZOLOFT Tablets, 150 mg and 200 mg, 
are the subject of approved NDA 19–839 
held by Pfizer, Inc. (Pfizer). ZOLOFT 
(sertraline HCl) is indicated for the 
treatment of major depressive disorder, 
obsessive-compulsive disorder, panic 
disorder, posttraumatic stress disorder, 
premenstrual dysphoric disorder, and 
social anxiety disorder. Lachman 
Consultant Services, Inc., submitted a 
citizen petition dated April 5, 2004 
(Docket No. 2004P–0162/CP1), under 21 
CFR 10.30, requesting that the agency 
determine whether ZOLOFT (sertraline 
HCl) Tablets, 150 mg and 200 mg, were 
withdrawn from sale for reasons of 
safety or effectiveness.

The agency has determined that 
Pfizer’s ZOLOFT Tablets, 150 mg and 
200 mg, were not withdrawn from sale 
for reasons of safety or effectiveness. 
Pfizer has never commercially marketed 
ZOLOFT Tablets, 150 mg and 200 mg. 
In previous instances (see, e.g., 67 FR 
79640 at 79641, December 30, 2002 
(addressing a relisting request for 
Diazepam Autoinjector)), FDA has 
concluded that, for purposes of 
§§ 314.161 and 314.162, never 
marketing an approved drug product is 
equivalent to withdrawing the drug 
from sale. There is no indication that 
Pfizer’s decision not to market ZOLOFT 
Tablets, 150 mg and 200 mg, 
commercially is a function of safety or 
effectiveness concerns, and the 
petitioner has identified no data or other 
information suggesting that ZOLOFT 
Tablets, 150 mg and 200 mg, pose a 
safety risk. FDA’s independent 
evaluation of relevant information has 
uncovered nothing that would indicate 
this product was withdrawn for reasons 
of safety or effectiveness.

After considering the citizen petition 
and reviewing agency records, FDA 
determines that for the reasons outlined 
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above, ZOLOFT Tablets, 150 mg and 
200 mg, were not withdrawn from sale 
for reasons of safety or effectiveness. 
Accordingly, the agency will continue 
to list ZOLOFT Tablets, 150 mg and 200 
mg, in the ‘‘Discontinued Drug Product 
List’’ section of the Orange Book. The 
‘‘Discontinued Drug Product List’’ 
delineates, among other items, drug 
products that have been discontinued 
from marketing for reasons other than 
safety or effectiveness. ANDAs that refer 
to ZOLOFT Tablets, 150 mg and/or 200 
mg, may be approved by the agency.

Dated: September 10, 2004.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 04–21022 Filed 9–16–04; 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: Anti-Infective 
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 14, 2004, from 8 a.m. 
to 4:30 p.m.

Location: Hilton, The Ballrooms, 620 
Perry Pkwy., Gaithersburg, MD.

Contact Person: Shalini Jain, 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, 301–827–7001, FAX: 301–
827–6776, e-mail: jains@cder.fda.gov or 
FDA Advisory Committee Information 
Line, 1–800–741–8138 (301–443–0572 
in the Washington, DC area), code 
3014512530. Please call the Information 
Line for up-to-date information on this 
meeting.

Agenda: The committee will discuss 
the following topics: (1) Issues related to 
clinical trial design and analysis in 
studying catheter-related bacteremia 
and (2) issues related to clinical trial 
design and analysis in studying 
bacteremia due to staphylococcus 

aureus. Background materials for this 
meeting will be posted on the Internet 
1 business day before the meeting at: 
http://www.fda.gov/ohrms/dockets/ac/
acmenu.htm.

Procedure: Interested persons may 
present data, information, or views, 
orally or in writing, on issues pending 
before the committee. Written 
submissions may be made to the contact 
person by October 4, 2004. Oral 
presentations from the public will be 
scheduled between approximately 1 
p.m. to 2 p.m. Time allotted for each 
presentation may be limited. Those 
desiring to make formal oral 
presentations should notify the contact 
person before October 4, 2004, 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 contact Shalini Jain 
at least 7 days in advance of the 
meeting.

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

Dated: September 9, 2004.
William K. Hubbard,
Associate Commissioner for Policy and 
Planning.
[FR Doc. 04–20935 Filed 9–16–04; 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: Advisory 
Committee for Pharmaceutical Science.

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 19 and 20, 2004, from 
8:30 a.m. to 5 p.m.

Location: Food and Drug 
Administration, Center for Drug 
Evaluation and Research Advisory 
Committee conference rm. 1066, 5630 
Fishers Lane, Rockville, MD.

Contact Person: Hilda Scharen, 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, 301–827–7001, FAX: 301–
827–6776, e-mail: 
SCHARENH@cder.fda.gov, or 
FDAAdvisory Committee Information 
Line, 1–800–741–8138 (301–443–0572 
in the Washington, DC area), code 
3014512539. Please call the Information 
Line for up-to-date information on this 
meeting.

Agenda: On October 19, 2004, the 
committee will do the following: (1) 
receive updates pertaining to the 
Manufacturing Subcommittee, the 
Parametric Tolerance Interval Test 
(PTIT) Workgroup, and the Good 
Manufacturing Practices (GMPs) for the 
21st Century Initiative, and (2) review 
and discuss research opportunities 
under the Critical Path Initiative. On 
October 20, 2004, the committee will do 
the following: (1) review and discuss the 
Office of Pharmaceutical Science (OPS) 
plans and activities designed to take the 
organization towards the ‘‘desired state’’ 
of science and risk-based regulatory 
policies and practices as articulated 
under the GMPs for the 21st Century 
Initiative, and (2) review and discuss 
specific topics related to pharmaceutical 
equivalence and bioequivalence of 
generic drugs.

Procedure: Interested persons may 
present data, information, or views, 
orally or in writing, on issues pending 
before the committee. Written 
submissions may be made to the contact 
person by October 12, 2004. Oral 
presentations from the public will be 
scheduled between approximately 1 
p.m. and 2 p.m. on both days. Time 
allotted for each presentation may be 
limited. Those desiring to make formal 
oral presentations should notify the 
contact person before October 12, 2004, 
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.
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