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establishments (105 + 133 = 238) is
excluded from the burden estimates as
usual and customary business activities
(5 CFR 1320.3(b)(2)). The recordkeeping
burden, thus, is estimated for the
remaining 62 establishments, which is
21 percent of all establishments (300 -
238 =62, or 62/300 = 21 percent).
Based on CBER’s database system and
information provided by industry, FDA
estimates an average of two new tissue
banks annually, which may be
nonmembers of a trade association. Each
new tissue bank requires an estimated
64 hours to prepare standard operating
procedures (SOPs) under § 1270.31(a)
through (d). The requirement for the

development of these written
procedures is considered an initial one-
time burden. FDA assumes that all
current tissue establishments have
developed written procedures in
compliance with part 1270. Therefore,
their information collection burden is
for the general review and update of
written procedures estimated to take an
annual average of 24 hours, and for the
recording and justifying of any
deviations from the written procedures
for §1270.31(a) and (b), estimated to
take an annual average of 1 hour. The
information collection burden for
maintaining records concurrently with
the performance of each significant

screening and testing step and for
retaining records for 10 years under
§1270.33(a), (f), and (h), include
documenting the results and
interpretation of all required infectious
disease tests and results and the identify
and relevant medical records of the
donor required under § 1270.35(a) and
(b). Therefore, the burden under these
provisions is calculated together in table
1 of this document. The recordkeeping
estimates for the number of total annual
records and hours per record are based
on information provided by industry
and FDA experience.

FDA estimates the burden of this
information collection as follows:

TABLE 1.—ESTIMATED ANNUAL RECORDKEEPING BURDEN?

. Annual Frequency per

21 CFR Section No. of Recordkeepers Recordkeeping Total Annual Records Hours per Record Total Hours
1270.31(a) through

(d) 2 1 2 64 128
1270.31(a) through

(d)2 62 1 62 24 1,488
1270.31(a) and (b)3 62 2 124 1.0 124
1270.33(a), (f), and

(h) and
1270.35(a) and (b) 62 3,089 191,518 1.0 191,518
1270.35(c) 62 5,719 354,578 1.0 354,578
1270.35(d) 62 715 44,330 1.0 44,330

Total 592,166

1There are no capital costs or operating and maintenance costs associated with this collection of information.

2Review and update of SOPs.
3 Documentation of deviations from SOPs.

Dated: September 24, 2003.
Jeffrey Shuren,
Assistant Commissioner for Policy.
[FR Doc. 03—24799 Filed 9—-30-03; 8:45 am)]
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SUMMARY: The Food and Drug
Administration (FDA) has determined
that the four drug products listed in this
document were not withdrawn from

sale for reasons of safety or
effectiveness. These are drug products
with approved new drug applications
(NDAs) to which one or more approved
abbreviated new drug applications
(ANDAS) refer. This determination
means that the approval status of the
ANDAs is unaffected by the withdrawal
from sale of the reference product.

FOR FURTHER INFORMATION CONTACT:
Mary Catchings, Center for Drug
Evaluation and Research (HFD-7), Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20855, 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 a version of the drug that was
previously approved under an NDA.
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
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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.
I\II\I%A Drug Applicant
10— | Trilafon Schering Corp.,
775 (perphenazine) 2000 Galloping
tablets, 2, 4, 8, Hill Rd., Ken-
and 16 milli- ilworth, NJ
grams (mg) 07033
12— | Decadron (dexa- | Merck & Co.,
071 methasone so- P.O. Box 4,
dium phos- West Point, GA
phate) injec- 19486-0004
tion, 4 mg/milli-
liter (mL) and
24 mg/mL
14— | Hexadrol (dexa- Organon, Inc.,
694 methasone so- 375 Mt. Pleas-
dium phos- ant Ave., West
phate) injec- Orange, NJ
tion, 4 mg/mL 07052
and 10 mg/mL
19— | Tricor Abbott Labora-
304 (fenofibrate) tories, 200 Ab-

capsules, 67,
134, and 200
mg

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]
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National Institutes of Health

Office of the Director, National
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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.



