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in ChromaTrim advertisements reflect
the typical or ordinary experience of
users and (2) that nine out of ten people
suffer decreased ability to burn fat,
preserve muscle, and control hunger
and cravings because of a chromium
deficiency.

The proposed consent order contains
provisions designed to remedy the
violations charged and to prevent the
respondents from engaging in similar
acts and practices in the future.

Part | of the order requires
substantiation for claims that
ChromaTrim (1) significantly reduces
body fat, (2) causes significant weight
loss, (3) significantly reduces body fat or
causes weight loss without dieting or
exercise, (4) increases lean body mass or
builds muscle, and (5) controls appetite
or craving for sugar. Similarly, Part |
prohibits the claim that nine out of ten
people do not consume enough
chromium to support normal insulin
function, resulting in decreased ability
to burn fat, preserve muscle, and control
hunger and cravings, unless, such claim
is substantiated by competent and
reliable scientific evidence at the time it
is made.

Part 11 of the proposed order requires
substantiation for any health benefits,
performance, efficacy or safety claim for
any food, dietary supplement, or drug.
Part 11l prohibits the misrepresentation
of any test, study, or research. Part IV
prohibits proposed respondents from
representing that any testimonial is the
typical or ordinary experience of users
unless such claim is substantiated or
respondents disclose, clearly and
prominently, what the generally
expected results would be or that
consumers should not expect similar
results. Parts V and VI allow
representations permitted for drugs by
the Food and Drug Administration or for
foods under the Nutrition Labeling and
Education Act. Part VII requires
proposed respondents to maintain
certain records for five years, and Part
VIII requires proposed respondents to
distribute a copy of the order to certain
persons who have responsibilities
subject to the order. Part IX requires the
corporate respondent to notify the
Commission of any changes in the
corporation that may affect compliance
with the order and Part X requires that
Steven Oscherowitz notify the
Commission of changes in employment
or of his affiliation with any new
employment. This provision is effective
for five years. Part Xl requires that the
proposed respondents file a compliance
report and Part XII sunsets the proposed
order at twenty years under certain
circumstances.

The purpose of this analysis is to
facilitate public comment on the
proposed order, and it is not intended
to constitute an official interpretation of
the agreement and proposed order or to
modify in any way their terms.

Donald S. Clark,

Secretary.

[FR Doc. 96-29267 Filed 11-14-96; 8:45 am]
BILLING CODE 6750-01-P

GENERAL SERVICES
ADMINISTRATION

Federal Acquisition Policy Division,
FAR Secretariat; Stocking Change of
an Optional Form

AGENCY: General Services
Administration.
ACTION: Notice.

SUMMARY: The General Services
Administration/FAR Secretariat is
changing the stocking of the following
Standard form because of low user
demand: OF 1419, Abstract of Offers—
Construction.

Since this form is now authorized for
local reproduction, you can obtain the
updated camera copy in two ways:

On the internet. Address: http://
www.gsa.gov/forms, or:
From CARM, Attn.: Barbara Williams,

(202) 501-0581.

FOR FURTHER INFORMATION CONTACT:
FAR Secretariat, (202) 501-4755.

DATES: Effective November 15, 1996.

Dated: November 6, 1996.
Theodore D. Freed,

Standard and Optional Forms Management
Officer.

[FR Doc. 96-29291 Filed 11-14-96; 8:45 am]
BILLING CODE 6820-34-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of Public Health and Science;
Administration of National Awards
Programs

AGENCY: The President’s Council on
Physical Fitness and Sports, OPHS,
DHHS.

ACTION: Notice of opportunity to
administer awards program.

SUMMARY: The President’s Council on
Physical Fitness and Sports (“PCPFS”’)
seeks an organization capable of
administering a series of financially self-
sustaining PCPFS activities involving
awards and recognitions.

DATES: To receive consideration, all
proposals must be received by 4:00

p.m., December 9, 1996, by Christine
Spain, Director of Research, Planning,
and Special Projects, PCPFS at the
address set out below. Proposals will
meet the deadline if they are either (1)
received on or before the deadline date;
or (2) postmarked on or before the
deadline date. Private metered
postmarks will not be acceptable as
proof of timely mailing. Hand delivered
requests must be received by 4:00 p.m.,
December 9, 1996. Proposals that are
received after the deadline date will be
returned to the sender.

FOR FURTHER INFORMATION CONTACT:

Christine Spain, Director of Research,
Planning, and Special Projects,
President’s Council on Physical Fitness
and Sports, Suite 250, 701 Pennsylvania
Avenue, NW., Washington, DC 20004
(202) 272-3425.

SUPPLEMENTARY INFORMATION: The
PCPFS seeks an organization capable of
administering a series of financially self
sustaining PCPFS awards which
presently include the “President’s
Challenge Physical Fitness Awards
Program”, the “‘State Champion Award”
and the “National Physical Fitness
Demonstration Center Award.”

1. The President’s Challenge Physical
Fitness Awards Program

This program recognizes students’
physical fitness achievement, ages 6-17,
on five fitness test items.

(a) Students scoring at the 85th
percentile or above (based on national
norms) on all test items are eligible for
the Presidential Physical Fitness Award
and receive a Presidential certificate and
emblem.

(b) The National Physical Fitness
Award is available for boys and girls
who score at the 50th percentile or
above on the five test items and consists
of an emblem and/or a certificate of
recognition.

(c) The Participant Physical Fitness
Award recognizes boys and girls who
attempt all five test items on the
“President’s Challenge” but whose
scores fall below the 50th percentile on
one or more of them. Students earn an
embroidered Participant emblem and/or
a certificate of recognition for their
accomplishments.

(d) The Health Fitness Award can be
earned by youngsters whose test scores
meet or exceed the specified health
criteria on each of the five items
comprising the President’s Challenge
Health Fitness Test. Award standards
are based upon health-related criteria.
Students earn an embroidered emblem
and/or a certificate of recognition.
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2. The State Champion Award

This award is granted to three schools
in each state which qualify the highest
percentage of eligible students for the
Presidential Physical Fithess Award.
Schools receive a certificate of
recognition, and each student in the
school who received the Presidential
Physical Fitness Award receives a State
Champion emblem.

3. The National Physical Fitness
Demonstration Centers

This award focuses attention on
individual schools, recognized by State
Departments of Education, which have
outstanding programs of physical
education that contribute to students’
physical fitness. Each Demonstration
Center receives a certificate and a
pennant distributed by the State
Director. Organizations (schools, youth
and community groups, etc.) which
participate in the PCPFS awards
programs purchase the award and
recognition materials directly from the
administering organization.

The organization selected shall
furnish the necessary personnel,
materials, services and facilities to
administer this PCPFS program (awards,
recognitions and activities), including
the purchase and/or production of all
award materials; distribution of award
materials; promotion; statistical
evaluations of programs; quarterly and
annual budget and demographic reports;
and other administrative duties. These
duties will be determined in a
Memorandum of Agreement and an
annual plan. The organization will be
expected to provide input regarding
new activities or initiatives to support
the program, and recommend methods
to improve program usage and
promotion. The organization also will
work with the PCPFS to consider other
recognitions/programs bearing the
President’s Council on Physical Fitness
and Sports and/or Presidential
insignias.

An organization interested in
administering the programs should
submit pertinent information regarding
its qualifications for evaluation
purposes on each of the following areas:
(1) Experience in administering national
awards programs; (2) Discussion of
specific work previously performed or
currently being performed, with
particular emphasis on those national
projects dealing with physical fitness,
sports or other physical activities of a
similar nature, with schools and
organizations; (3) Personnel: name,
professional qualifications and specific
experience of key personnel who would
be available to work on these projects;

(4) Facilities: availability and
description of facilities required to
administer the program as well as
computer based telecommunication
resources; (5) Financial Management:
discussion of experience in developing
an annual budget and collecting and
managing monies from organizations or
individuals; (6) Proposed plan for
managing the President’s Council on
Physical Fitness and Sports awards
programs, including such financial
aspects as cost of award materials,
promotion, distribution and program
management. The organization will be
selected by the PCPFS based on its
qualifications and capability to
administer a program of this nature.

Dated: November 12, 1996.
Sandra Perlmutter,

Executive Director, President’s Council on
Physical Fitness and Sports.

[FR Doc. 96-29287 Filed 11-14-96; 8:45 am]
BILLING CODE 4160-17-M

Centers for Disease Control and
Prevention

ICD-9—CM Coordination and
Maintenance Committee Meeting

The National Center for Health
Statistics (NCHS), Centers for Disease
Control and Prevention (CDC),
announces the following meeting.

Name: ICD-9-CM Coordination and
Maintenance Committee (C&M).

Times and Dates: 10 a.m.-Open, December
5, 1996; 8:30 a.m.-3:30 p.m., December 6,
1996.

Place: Auditorium, Health Care Financing
Administration Building, 7500 Security
Boulevard, Baltimore, Maryland 21244.

Status: Open.

Purpose: The ICD-9-CM Coordination and
Maintenance Committee will be holding its
final meeting of the year. This meeting is a
public forum for the presentation of proposed
modifications to the International
Classification of Diseases, ninth-revision,
clinical modification. Topics to be discussed
include Crohn’s disease, obstetric chapter
modifications, febrile convulsions, external
cause modifications, hepatitis carrier, high-
risk screening mammogram, update on ICD-
10 Procedure Coding System, partial
ventribulectomy, thalamic stimulation for
tremors, arthroplasty with cement spacers,
and addenda.

Agenda items are subject to change as
priorities dictate.

Notice: In the interest of security, the
Department of Health and Human Services
has instituted stringent procedures for
entrance into the building by non-
government employees. Thus, persons
without a government identification card will
need to show photo identification and sign-
in.

Contact Persons for More Information:
Substantive program information may be

obtained from Amy Gruber, Health Care
Financing Administration, 7500 Security
Boulevard, Room C5-06-27, Baltimore,
Maryland 21244, telephone 410/786-1542, or
Donna Pickett, Co-chair, ICD-9—-CM
Coordination and Maintenance Committee,
NCHS, CDC, Room 1100, Presidential
Building, 6525 Belcrest Road, Hyattsville,
Maryland 20782, telephone 301/436-7050,
extension 142.

Dated: November 7, 1996.

Carolyn J. Russell,

Director, Management Analysis and Services
Office Centers for Disease Control and
Prevention (CDC).

[FR Doc. 96-29290 Filed 11-14-96; 8:45 am]
BILLING CODE 4160-18-P

Food and Drug Administration
[Docket No. 96P-0212]

Determination That Ibuprofen 200-
Milligram Capsule Was Not Withdrawn
From Sale for Reasons of Safety or
Effectiveness

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) has determined
that ibuprofen (MidolO) 200-milligram
(mg) capsule was not withdrawn from
sale for reasons of safety or
effectiveness. This determination will
allow FDA to approve abbreviated new
drug applications (ANDA's) for
ibuprofen 200-mg capsule.

FOR FURTHER INFORMATION CONTACT:
Andrea C. Masciale, Center for Drug
Evaluation and Research (HFD-7), Food
and Drug Administration, 7500 Standish
Pl., Rockville, MD 20855, 301-594—
2041.

SUPPLEMENTARY INFORMATION: In 1984,
Congress passed into law the Drug Price
Competition and Patent Term
Restoration Act of 1984 (Pub. L. 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 a new drug
application (NDA). Sponsors of ANDA’s
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.
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