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Action: Revision.

Respondents: Businesses or other for-
profit (including small businesses).

Frequency o fResponse: On occasion
reporting and other Reports are to be
filed 6,9.15 and 21 months after 12/21/
0

Estimated Annual Burden: 1,200
responses, 10 hours average burden per
respondent 12.000 hours total annual
burden.

Needs and Uses: Operator service
providers are required to file reports to
the FCC on rates, complaints and cost
information. The information will be
used by the Commission for monitoring
purposes and to prepare reports to
Congress as required by the Telephone
Operator Consumer Services
Improvement Act of 1990 (TOCSIA).

Federal Communications Commission.
Donna R. Searcy.

Secretary.

(FR Doc. 91-14178 Filed 6-13-91; 8:45 am]
BILUNG CODE 6712-01-«

FEDERAL MARITIME COMMISSION

Notice of Agreements) Filed

The Federal Maritime Commission
hereby gives notice of the filing of the
following agreement(s) pursuant to
section 5 of the Shipping Act of 1934.

Interested parties may inspect and
obtain a copy of each agreement at the
Washington. DC of Office of the Federal
Maritime Commission, 1100 L Street,
NW., room 10325. Interested parties may
submit comments on each agreement to
the Secretary, Federal Maritime
Commission, Washington, DC 20573,
within 10 days after the date of the
Federal Register in which this notice
appears. The requirements of comments
are found in § 572.603 of title 46 of the
Code of Federal Regulations. Interested
persons should consult this section
before communicating with the
Commission regarding a pending
agreement

Agreement No.: 203-009857-004.

Title: Florida-Caribbean Cruise
Association.

Parties:

Carnival Curise Line

Chandris, Inc.

Commodore Cruise Line

Costa Crusie Lines, N.V.

Cunard/NAC

Dolphin Cruise Line

Kloster Cruise limited

Premier Cruise Line

Princess Cruises

Royal Caribbean Cruises, Ltd.

Synopsis: The proposed amendement
would expand the geographic scope to

include ail North American ports and
ports in Central America and South
America. It would also make other
nonsubstantive changes.
Agreement No.: 203-011038-010.
Title: Southeastern Caribbean
Discussion Agreement

Parties:
United States Altantic and Gulf/
Southeastern Caribbean Conference

“Independent Carrier Parties"

Seaboard Marine, Ltd.

Tecmarine Line, Inc.

Bernuth Lines

North American Caribbean Line Ltd.

Blue Caribe Line.

Synopsis: The proposed amendment
would add West Indies Shipping
Corporation as an Independent Carrier
Party to the Agreement. The parties
have requested a shortened review
period.

Agreement No.: 232-011335.

Title: TMM/ACS Space Charter and
Sailing Agreement

Parties:

Transportation Maritima Mexicans

S.A de CV.

Star Shipping A/S.

Synopsis: Hie proposed Agreement
would permit the parties to charter
space on each other's vessels,
coordinate sailings, utilize common
terminals, jointly negotiate terminal and
stevedoring arrangements and
interchange equipment in the trade
between U.S. Atlantic and Gulf ports
and U.S. points via such ports and
Northern European ports and points via
such ports. The aprties have requested a
shortened review period.

Dated: June 10.1991.

By Order of the Federal Maritime
Commission
Joseph C. Polking,
Secretary
[FR Doc. 14122 Filed 6-13-91; 8:45 am]
BILUNG CODE 6730-01-M

Notice of Agreements) Filed

The Federal Maritime Commission
hereby gives notice of the filing of the
following agreement(s) pursuant to
section 5 of the Shipping Act of 1934.

Interested parties may inspect and
obtain a copy of each agreement at the
Washington, DC Office of the Federal
Maritime Commission, 1100 L Street,
NW., Room 10220. Interested parties
may submit comments on each
agreement to the Secretary, Federal
Maritime Commission, Washington, DC
20573, within 10 days after the date of
the Federal Register in which this notice
appears. The requirements for
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comments are found in § 572.603 of Tith*
46 of the Code of Federal Regulations.
Interested persons should consult this
section before communicating with the
Commission regarding a pending
agreement

Agreement No~ 224-004070-004.

Title: San Francisco Port
Commission/Stevedoring Services of
America Terminal Agreement.

Parties:

San Francisco Port Commission

Stevedoring Services of America

(SSA).

Synopsis: The Agreement, filed June 3,
1991, amends the basic agreement to: (1)
Increase the service area at Pier 94 &96;
(2) provide rent credits for certain
improvements; and (3) clarify that the
Agreement cannot be extended beyond
October 31,1992.

Dated: June 10,1991
By Order of the Federal Maritime
Commission.
Joseph C. Polking,
Secretary.
[FRDoc. 91-14123 Filed 6-13-91; 8:45 am]

BILLING CODE 6730-01-«

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Disease Control

[Announcement Number 123]

National Institute for Occupational
Safety and Health; Grants for
Education Programs In Occupational
Safety and Health

Introduction

The National Institute for
Occupational Safety and Health
(NIOSH), Centers for Disease Control
(CDC), announces the availability of
funds in Fiscal Year 1992 for training
grants in occupational safety and health.
The Public Health Service (PHS) is
committed to achieving the health
promotion and disease prevention
objectives of Healthy People 2000, a
PHS-led national activity to reduce
morbidity and mortality and improve the
quality of life. This announcement is
related to the priority area of
Occupational Safety and Health. (For
ordering a copy of Healthy People 2000,
see the Section Where to obtain
additional information.]

Authority

This program is authorized under
section 21(a)(1) of the Occupational
Safety and Health Act of 1970 (29 U.S.C.
670(a)(1)). Regulations applicable to this
program are in 42 CFR part 86, “Grants
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for Education Programs in Occupational
Safety and Health.”

Eligible Applicants

Any public or private educational or
training agency or institution that has
demonstrated competency in the
occupational safety and health field and
is located in a State, the District of
Columbia, or U.S. Territory is eligible to
apply for a training grant.

Availability of Funds and Recipient
Activities

Funds in the total amount of
$11,072,000 will be available in Fiscal
Year 1992,

Approximately $10,225,000 of the total
funds available will be utilized as
follows:

1. To award approximately 5 non-
competing continuation and 9 competing
Educational Resource Center (ERC)
training grants totaling approximately
$8,200,000 and ranging from
approximately $400,000 to $800,000 with
the average award being approximately
$000,000 (for specific activities refer to
Federal Register Announcement, 51FR
32963, September 17,1986).

2. To award approximately 24 non-
competing continuation and 6 competing
long-term training project grants totaling
$2,000,000 and ranging from
approximately $10,000 to $500,000, with
the average award being $50,000, to
support academic programs in the fields
of industrial hygiene, occupational
health nursing, occupational/industrial
medicine, and occupational safety (for
specific activities refer to Federal
Register Announcement, 52 FR 3172,
February 2,1987); and

3. To conduct the peer review and
evaluations of all new, competing
continuation, and supplemental
applications received.

Awards will be made for a 1- to 5-year
project period with an annual budget
period. Funding estimates may vary and
are subject to change. Non-competing
continuation awards within the
approved project periods will be made
on the basis of satisfactory progress and
the availability of funds.

In addition, approximately $600,000 of
the total funds available will be
awarded to ERCs to support the
development and presentation of
continuing education and short courses
for professionals engaged in the
management of hazardous substances.
These funds were provided to NIOSH
through an Interagency Agreement with
the National Institute for Environmental
Health Sciences as authorized by
section 209(b) of the Superfund
Amendments and Reauthorization Act
(SARA) of 1986J100 Stat. 1708-1710).

The hazardous substance training funds
are being used to supplement previous
hazardous substance continuing
education grant support provided to the
ERC’8in FY 1984 and 1985 under the
authority of the Comprehensive
Environmental Re?f)onse,
Compensation, and Liability Act
(CERCLA) of 1980 for the ERC
continuing education program (for
specific activities refer to the Federal
Register Announcement, 51 FR 32963,
September 17,1986). Program support is
available for faculty and staff salaries,
and other costs to provide occupational
safety and health training to practicing
professionals in State and local health
and environmental agencies and other
professional personnel engaged in the
evaluation, management, and handling
of hazardous substances. The policies
regarding project periods also apply to
these activities.

Approximately $247,000 of the total
funds available will be awarded to
ERCs to support the development of
specialized educational programs in
agricultural safety and health within the
existing core disciplines of industrial
hygiene, occupational medicine,
occupational health nursing, and
occupational safety (for specific
activities refer to Federal Register
Announcement, 51 FR 32963, September
17,1986). Program support is available
for faculty and staff salaries, trainee
costs, and other costs to educate

rofeﬁsionals in agricultural safety and
ealth.

Purpose

The objective of this grant program is
to award funds to eligible institutions or
agencies to assist in providing an
adequate supply of qualified
professional and para-professional
occupational safety and health
personnel to carry out the purposes of
the Act.

Review and Evaluation Criteria

In reviewing ERC grant applications,
consideration will be given to:

1. Needs assessment directed to the
overall contribution of the training
program toward meeting the job market,
especially within the applicant’s region,
for qualified personnel to carry out the
purposes of the Occupational Safety and
Health Act of 1970. The needs
assessment should consider the regional
requirements for outreach, continuing
education, information dissemination,
and special industrial or community
training needs that may be peculiar to
the region.

2. Plan to satisfy the regional needs
for training in the areas outlined by the
application, including projected
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enrollment, recruitment and current
workforce populations. The need for
supporting students in allied disciplines
must be specifically justified in terms of
user community requirements.

3. The extent to which arrangements
for day-to-day management, allocation
of funds and cooperative arrangements
are designed to effectively achieve
Characteristics of an Educational
Resource Center (Federal Register
Announcement, 51 FR 32963, September
17,1986).

4. The extent to which curriculum
content and design includes formalized
training objectives, minimal course
content to achieve certificate or degree,
course descriptions, course sequence,
additional related courses open to
occupational safety and health students,
time devoted to lecture, laboratory and
field experience, and the nature of
specific field and clinical experiences
including their relationships with
didactic programs in the educationsl
process.

5. Academic training including the
number of full-time and part-time
students and graduates for each core
program, the placement of graduates,
employment history, and their current
location by type of institution
(academic, industry, labor, etc.).
Previous continuing education training
in each discipline and outreach-activity
and assistance to groups within the ERC
region.

6. Methods in use or proposed
methods for evaluating the effectiveness
of training and services including the
use of placement services and feedback
mechanisms from graduates as well as
employers, critiques from continuing
education courses, and reports from
consultations and cooperative activities
with other universities, professional
associations, and other outside agencies.

7. The competence, experience and
training of the Center Director, the
Deputy Center Director, the Program
Directors and other professional staff in
relation to the type and scope of training
and education involved.

8. Institutional commitment to Center
goals.

9. Academic and physical
environment in which the training will
be conducted, including access to
appropriate occupational settings.

10. Appropriateness of the budget
required to support each academic
component of the ERC program,
including a separate budget for the
academic staffs time and effort in
continuing education and outreach.

11. Evidence of a plan describing the
research and research training the
Center proposes. This shall include
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goals, elements of the program, research
faculty and amount of effort, support
faculty, facilities and equipment
available and needed, and methods for
implementing and evaluating the
program.

12.  Evidence of success in attaining
outside support to supplement the ERC
grant funds including other federal
grants, support from states and other
public agencies, and support from the
private sector including grants from
foundations and corporate endowments,
chairs, and gifts.

In reviewing long-term training project
grant applications, consideration will be
given to:

1. The need for training in the program
area outlined by the application. This
should include documentation of ability
and a plan for student recruitment,
projected enrollment, job opportunities,
regional/national need both in quality
and quantity, and similar programs, if
any within the geographic area.

2. The potential contribution of the
project toward meeting the needs for
graduate or specialized training in
occupational safety and health.

3. Curriculum content and design
which should include formalized
program objectives, minimal course
content to achieve certificate or degree,
course sequence, related courses open
to students, time devoted to lecture,
laboratory and field experience, nature
and the interrelationship of these
educational approaches.

4. Previous records of training in this
or related areas, including placement of
graduates.

5. Methods proposed to evaluate
effectiveness of the training.

6. Degree of institutional commitment:
Is grant support necessary for program
initiation or continuation? Will support
gradually be assumed? Is there related
instruction that will go on with or
without the grant?

7. Adequacy of facilities (classrooms,
laboratories, library services, books,
and journal holdings relevant to the
program, and access to appropriate
occupational settings).

8 The competence, experience,
training, time commitment to the
program and availability of faculty to
advise students, faculty/student ratio,
and teaching loads of the program
director and teaching faculty in relation
to the t)g)e and scope of training
involved.

9. Admission Requirements: Student
selection standards and procedures,
student performance standards and
student counseling services.

10. Advisory Committee (if
established): Membership, industries
and labor groups represented; how often

they meet; who they advise, role in
designing curriculum and establishing
program need.

Funding Allocation Criteria

For Educational Resource Center
grants, the following criteria will be
considered in determining funding
allocations.

1. Academic core programs

a. Budget to support programs
primarily for personnel and other
personnel-related costs. Advanced
(doctoral and post-doctoral) and
specialty (master’s) programs will be
considered.

b. Budget to support programs based
oh program quality and need. Factors
considered include faculty commitment/
breadth, faculty reputation/strength,
national/regional manpower needs,
unique program contribution,
interdisciplinary interaction, and
technical merit.

c. Budget to support students based on
the program level and the number of
students supported.

2. Center administration

Budget to support Center
administration to assure coordination
and promotion of academic programs.

3. Continuing education/outreach
program

Budget to support outreach and
continuing education activities to
prepare, distribute, and conduct short
courses, seminars, and workshops.

4. Research training programs

Budget to support research training
programs to establish a research base
within the core disciplines and for the
training of researchers in occupational
safety and health.

5. Hazardous substance training
programs

Budget to support the development
and presentation of continuing
education courses for professionals
engaged in the management of
hazardous substances.

6. Agricultural safety and health
academicprograms

Budget to support the development
and presentation of specialized
academic programs and continuing
education courses in agricultural safety
and health.

For Long-Term Training Project
grants, the following factors will be
considered in determining funding
allocations.
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1. Academic core programs

a. Budget to support programs
primarily for personnel and other
personnel-related costs. Advanced
(doctoral and post-doctoral), specialty
(master’s), and baccalaureate/ associate
programs will be considered.

b. Budget to support programs based
on program quality and need. Factors
considered include faculty commitment/
breadth, faculty reputation/strength,
national/regional manpower needs,
unique program contribution,
interdisciplinary interaction, and
technical merit

c. Budget to support students based on
the program level and the number of
students supported.

Catalog of Federal Domestic Assistance
Number (CFDA)

This program is described in the
Catalog of Federal Domestic Assistance
Program No. 93.263, Occupational Safety
and Health Training Grants.

Executive Order 12372 Review

Applications are not subject to review
as governed by Executive Order 12372,
Intergovernmental Review of Federal
Programs.

Application Submission and Deadline

Applications should be clearly
identified as an application for an
Occupational Safety and Health Long-
Term Training Project Grant or ERC
Training Grant. The submission
schedule is as follows:

New, Competing Continuation and
Supplemental Receipt Date: July 1,1991.
An original and two copies of new,

competing continuation and
supplemental applications (Form CDC
2.145A ERC or TPG) should be
submitted to: Henry S. Cassell, llI,
Grants Management Officer,
Procurement and Grants Office, Centers
for Disease Control, 255 East Paces
Ferry Road, NE, room 300, Atlanta, GA
30305

1. Deadline: Applications shall be
considered as meeting the deadline if
they are either

a. Received on/or before the deadline
date, or

b. Sent on or before the deadline date
and received in time for submission to
the independent review group.
(Applicants must request a legibly dated
U.S. Postal Service postmark or obtain a
legibly dated receipt from a commercial
carrier or the U.S. Postal Service. Private
metered postmarks shall not be
acceptable as proof of timely mailing.)

2. Late Applications: Applications
which do not meet the criteria in l.a. or
b. above are considered late
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applications. Late applications will not
be considered in the current competition
and will be returned to the applicant.

Non-Comneting Continuation Receipt
Date: November 15,1991 An original and
two copies of non-competing
continuation applications (Form CDC
2.145B ERC or TPG) should be submitted
to: Henry S. Cassell, 111, Grants
Management Officer, Procurement and
Grants Office, Centers for Disease
Control, Procurement and Grants Office,
255 East Paces Ferry Road, NE, room
300, Atlanta, GA 30305.

Where to Obtain Additional Information

To receive additional written
information call (404) 332-4561. You will
be asked to leave your name, address
and phone number, and will need to
refer to Announcement Number 123. You
will receive a complete program
description, information on application
procedures, and an application package
containing address and phone numbers
for the contact personnel. Lisa Tamaroff
will provide the business management
technical assistance.

Programmatic technical assistance
may be obtained from John T. Talty,
Chief, Educational Resource
Development Branch, Division of
Training and Manpower Development,
National Institute for Occupational
Safety and Health, CDC, 4676 Columbia
Parkway, Cincinnati, Ohio 45226.

Potential applicants may obtain a
copy of Healthy People 2000 (Full
Report, Stock No. 017-001-00474-0) or
Healthy People 2000 (Summary Report,
Stock No. 017-001-00473-1) through the
Superintendent of Documents,
Government Printing Office,
Washington, DC 20402-9325 (Telephone
(202) 783-3238).

Dated: June 10,1991.

Larry W. Sparks,

Ading Diredor, National Institute for
Occupational Safety and Health.

[FR Doc. 91-14175 Filed 6-13-91; 8:45 am]
BILLING CODE 4160-1S-M

Family Support Administration

Forms Submitted to the Office of
Management and Budget for
Clearance

The Administration for Children and
Families will publish on Fridays
information collection packages
submitted to the Office of Management
and Budget (OMB) for clearance, in
compliance with the Paperwork
Reduction Act (44 U.S.C. Chapter 35).
Following is the package submitted to
OMB since the last publication.

(For a copy of the package, call the FSA,
Report Clearance Officer 202-401-5604.) =

Quarterly Report of Expenditures and
Estimates—OCSE-131—0970-0014—
This information and data is needed to
compute quarterly grant awards to
estimate incentive payments to States,
for required recordkeeping, prepare
appropriation requests and to prepare
an annual report to Congress.
Respondents: State and local
governments; Number ofRespondents:
54; Frequency ofResponse: Quarterly;
Estimated Average Burden per
Response: 35; Estimated Annual
Burden: 1,134 hours. OMB Desk Officer:
Laura Oliven.

Written comments and
recommendations for the proposed
information collection should be sent
directly to the OMB Desk Officer
designated above at the following
address: OMB Reports Management
Branch, New Executive Office Building,
Room 3201, 72517th Street, NW,,
Washington, DC 20503.

Dated: June 10,1991.
Naomi B. Marr,
Associate Administrator, Office of
Management and Information Systems
(FR Doc. 91-14140 Filed 6-13-91; 8:45 am]
BILUNG CODE 4tS0-04-M

Food and Drug Administration

[Docket No. 91C-0189]

Soia/Barnes-HInd; Filing of Color
Additive Petition

Aacency: Food and Drug Administration,
HHS.

action: NOtice.

summary: The Food and Drug
Administration (FDA) is announcing
that Sola/Bames-Hind, has filed a
petition proposing that the color
additive regulations be amended to
provide for the safe use of |,4-bis(2-
methacryloxyethylamino}-9,10-
anthraquinone to color contact lenses
prepared with glyceryl methacrylate/
methyl methacrylate/ethylene glycol
dimethacrylate copolymer and N,N-
dimethyl acrylamide/methyl
methacrylate/ethylene glycol
dimethacrylate copolymer.

FOR FURTHER INFORMATION CONTACT:
Sandra L Varner, Center for Food and
Safety and Applied Nutrition (HFF-335),

Food and Drug Administration, 200 C St.

SW., Washington, DC 20204, 202-472-
5690.

SUPPLEMENTARY INFORMATION: Under
the Federal Food, Drug, and Cosmetc
Act (sec. 706(d)(1) (21 U.S.C. 376(d)(1))),
notice is given that a petition (CAP
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0C0226), has been filed by Sola/Bames-
Hind, 810 Kifer Rd., Sunnyvale, CA
94086-5200, proposing that 21 CFR part
73 of the color additive regulations be
amended to provide for the safe use of
1,4-bis(2-methacryloxyethylamino)-9,10-
anthraquinone to color contact lenses
prepared with glyceryl methacrylate/
methyl methacrylate/ethylene glycol
dimethacrylate copolymer and N,N-
dimethyl acrylamide/methyl
methacrylate/ethylene glycol
dimethacrylate copolymer

The potential environmental impact of
this action is being reviewed. If the
agency finds that an environmental
impact statement is not required and
this petition results in a regulation, the
notice of availability of the agency’s
finding of no significant impact and the
evidence supporting that finding will be
published with the regulation in the
Federal Register in accordance with 21
CFR 25.40(c).

Dated: June 7,1991.
Fred R. Shank,
Director, Centerfor Food Safety and Applied
Nutrition.
[FR Doc. 91-14238 Filed 6-13-91; 8:45 am]
BILLING CODE 4160-01-M

Advisory Committees; Meetings

agency: Fo0d and Drug Administration,
HHS.

action: Notice.

summary: ThiS notice announces
forthcoming meetings of public advisory
committees of the Food and Drug
Administration (FDA). This notice also
summarizes the procedures for the
meetings and methods by which
interested persons may participate in
open public hearings before FDA’s
advisory committees.

Meetings: The following advisory
committee meetings are announced:

Oncologic Drugs Advisory Committee

Date, time, andplace. July 1and 2,
1991, 9 a.m., Conference Rms. D and E,
Parklawn Bldg., 5600 Fishers Lane,
Rockville, MD.

Type ofmeeting and contactperson.
Open committee discussion, July 1,1991,
9a.m. to 4:30 p.m.; open public hearing,
4:30 p.m. to 5:30 p.m., unless public
participation does not last that long;
open committee discussion, July 2,1991,
8:30a.m. to 5p.m.; Adele S. Seifried,
Center for Drug Evaluation and
Research (HFD-9), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-443-4695.

Generalfunction of the committee.
The committee reviews and evaluates
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data on the safety and effectiveness of
marketed and investigational human
drugs for use in the treatment of cancer.

Agenda—Open public hearing.
Interested persons may present data,
information, or views, orally or in
writing, on issues pending before the
committee. Those desiring to make
formal presentations should notify the
contact person before June'21,1991, 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
required to make their comments.

Open committee discussion. On July 1,
1991, the committee will discuss: (1)
New drug application (NDA) NDA 20-
119, VeeM-26 (tenoposide, Bristol-Myers
Squibb), for multiple indications for
childhood acute lymphocytic leukemia;
(2) supplemental NDA 19-880,
Paraplatin (carboplatin, Bristol-Myers
Squibb), for first line combination
chemotherapy stages Ill and 1V ovarian
cancer, and (3) NDA 20-141, Isovorin (1-
leucovorin, Lederle Labs), for rescue
after high dose methotrexate for
osteosarcoma, patients with impaired
methotrexate elimination, and
inadvertent methotrexate overdose. On
July 2,1991, the committee will discuss:
(1) NDA 20-122, Oncopent (pentostatin,
Parke-Davis), for alpha interferon
refractory hairy cell leukemia; and (2)
the NSABP tamoxifen breast cancer
prevention protocol.

Endocrinologic and Metabolic Drugs
Advisory Committee

Date, time, andplace. July 24 and 25,
1991,9 a.m., Holiday Inn Crowne Plaza,
Regency Rm., 1750 Rockville Pike,
Rockville, MD.

Type ofmeeting and contactperson.
Open public hearing, July 24,1991, 9 a.m.
to 10 a.m., unless public participation
does not last that long; open committee
discussion, 10 a.m. to 5p.m.; open public
hearing, July 25,1991, 9 a.m. to 10 a.m.,
unless public participation does not last
that long; open committee discussion, 10
am. to 5p.m.; John L Gueriguian, Center
for Drug Evaluation and Research
(HFD-510), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857, 301-443-3490, fax
301-443-9282.

Generalfunction ofthe committee.
The committee reviews and evaluates
data on the safety and effectiveness of
marketed and investigational human
drugs for use in endocrine and metabolic
disorders.

Agenda—Open public hearing.
Interested persons may present data,
information, or views, orally or in
writing, on issues pending before the

committee. Those desiring to make
formal presentations should notify the
contact person before June 28,1991, 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
required to make their comments.

Open committee discussion. On July
24.1991, the committee will discuss the
osteoporosis indication of injectable
salmon calcitonin (Calcimar, Rhone-
Poulence Rorer) in light of recently
acquired efficacy data. On July 25,1991,
the committee will discuss safety and
efficacy for NDA 20-086, acarbose
(Glucobay), submitted by Miles, Inc.

Gastrointestinal Drugs Advisory
Committee

Date, time, andplace. July 25 and 26,
1991, 9 a.m., Conference Rms. D and E,
Parklawn Bldg., 5600 Fishers Lane,
Rockville, MD.

Type ofmeeting and contactperson.
Open public hearing, July 25,1991,9 a.m.
to 10 a.m., unless public participation
does not last that long; open committee
discussion, 10 a.m. to 5 p.m.; open
committee discussion, July 26,1991,9
am. to 5p.m,; Joan C. Standaert, Center
for Drug Evaluation and Research
(HFD-180), Food and Drug
Administration, 5600 Fishers Lane,
Rockville, MD 20857,419-259-6211, or
the Advisors and Consultants Staff, 301-
443-4695.

Generalfunction ofthe committee.
The committee reviews and evaluates
data on the safety and effectiveness of
marketed and investigational human
drugs for use in gastrointestinal
diseases.

Agenda—Open public hearing.
Interested persons may present data,
inforamtion, or views, orally or in
writing, on issues pending before the
committee. Those desiring to make
formal presentations should notify the
contact person before July 10,1991, 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
requried to make their comments.

Open committee discussion. On July
25.1991, the committee will discuss
NDA 17-939, Tagamet (cimetidine),
continuous intravenous injection for
prevention of stress ulcer and a draft
guidelines for the study of Crohn’s
disease. On July 26,1991, the committee
will discuss the use of bismuth
subsalicylate (Peﬁto—BismoI) asa
Category | over-the-counter (OTC)
antidiarrheal.
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The committee discussion and
conclusions regarding the use of bismuth
subsalicylate may be considered by the
agency in its preparation of a final
monograph for OTC antidiarrheal drug
products. This monograph is being
developed as part of the OTC drug
review. The advance notice of proposed
rulemaking for OTC antidiarrheal drug
products was published in the Federal
Register of April 30,1986 (51 FR16138).
Bismuth subsalicylate has not been
proposed as an active ingredient for
inclusion in this monograph.

FDA public advisory committee
meetings may have as many as four
separable portions: (1) An open public
hearing, (2) an open committee
discussion, (3) a closed presentation of
data, and (4) a closed committee
deliberation. Every advisory committee
meeting shall have an open public
hearing portion. Whether or not it also
includes any of the other three portions
will depend upon the specific meeting
involved. There are no closed portions
for the meetings announced in this
notice. The dates and times reserved for
the open portions of each committee
meeting are listed above.

The open public hearing portion of
each meeting shall be at least 1 hour
long unless public participation does not
last that long. It is emphasized, however,
that the 1 hour time limit for an open
public hearing represents a minimum
rather than a maximum time for public
participation, and an open public
hearing may last for whatever longer
period the committee chairperson
determines will facilitate the commitee’s
work.

Public hearings are subject to FDA's
guidelines (Subpart C of 21 CFR part 10)
concerning the policy and procedures
for electronic media coverage of FDA’s
public administrative proceedings,
including hearings before public
advisory committees under 21 CFR part
14. Under 21 CFR 10.205, representatives
of the electronic media may be
permitted, subject to certain limitations,
to videotape, him, or otherwise record
FDA's public administrative
proceedings, including presentations by
participants.

Meetings of advisory committees shall
be conducted, insofar as is practical, in
accordance with the agenda published
in this Federal Register notice. Changes
in the agenda will be announced at the
beginning of the open portion of a
meeting.

Any interested person who wishes to
be assured of the right to make an oral
presentation at the open public hearing
portion of a meeting shall inform the
contact person listed above, either
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orally or in writing, prior to the meeting.
Any person attending the hearing who
does not in advance of the meeting
request an opportunity to speak will be
allowed to make an oral presentation at
the hearing’s conclusion, if time permits,
at the chairperson’s discretion.

Persons interested in specific agenda
items to be discussed in open session
may ascertain from the contact person
the approximate time of discussion.

Details on the agenda, questions to be
addressed by the committee, and a
current list of committee members are
available from the contact person before
and after the meeting. Transcripts of the
open portion of the meeting will be
available from the Freedom of
Information Office (HF1-35), Food and
Drug Administration, rm. 12A-13, 5600
Fishers Lane, Rockville, MD 20857,
approximately 15 working days after the
meeting, at a cost of 10 cents per page.
The transcript may be viewed at the
Dockets Management Branch (HFA-
305), Food and Drug Administration, rm.
1-23,12420 Parklawn Dr., Rockville, MD
20857, approximately 15 working days
after the meeting, between the hours of9
a.m. and 4 p.m., Monday through Friday.
Summary minutes of the open portion of
the meeting will be available from the
Freedom of Information Office (address
above) beginning approximately 90 days
after the meeting.

This notice is issued under section
10(a)(1) and (2) of the Federal Advisory
Committee Act (5 U.S.C. app. 2), and
FDA’s regulations (21 CFR part 14) on
advisory committees.

Alan L. Hoeting,

Acting Associate Commissionerfor
Regulatory Affairs.

[FR Doc. 91-14371 Filed 6-12-91; 2:18 p.m.)
BILLING CODE 4160-0t-M

Health Resources and Services
Administration

Infant Mortality Advisory Council;
Establishment

Pursuant to the Federal Advisory
Committee Act, Public Law 92-463 (5
U.S.C. appendix 2), the Secretary,
Department of Health and Human
Services announces the establishment of
the following advisory committee.

Designation: Advisory Committee on
Infant Mortality

Purpose: Advises the Secretary on
Department programs related to infant
mortality, including implementation of
the Healthy Start Initiative and other
recommendations of the Domestic Policy
Council, and infant mortality objectives
from Healthy People: 2000: National

Health Promotion and Disease
Prevention Objectives.

Structure: The Committee consists of
the Assistant Secretary for Health, the
Assistant Secretary for Children and
Families, the Administrator, Health Care
Financing Administration and the
Assistant Secretary for Food and
Consumer Services, USDA, as ex-officio
members, and 21 members, including the
chair, selected by the Secretary.
Members shall be representatives of
both the public and private sectors.
Members from the private sector will
represent corporations and foundations,
the media, the clergy, health and other
professional organizations. Members
from the public sector will include
elected officials, and health and human
services administrators from State and
local levels including representatives of
minority, rural and urban interests.

Authority for this Committee will
terminate in two years unless the
Secretary, HHS, formally determines
that continuance is in the public interest.

Dated: June 11,1991.
Jackie E Baum,
Advisory Committee Management Officer,
HRSA.
[FR Doc. 91-14239 Filed 6-13-91; 8:45 ami
BILLING CODE 4160-15-M

Social Security Administration

Agency Forms Submitted to the Office
of Management amt Budget for
Clearance

Each Friday the Soda! Security
Administration publishes a list of
information collection packages that
have been submitted to the Office of
Management and Budget (OMB) for
clearance in compliance with Public
Law 96-511, The Paperwork Reduction
Act. The following clearance packages
have been submitted to OMB since the
last list was published in the Federal
Register on May 17,1991.

Gall Reports Clearance Officer on
(301) 965-4149 for copies of package.)

1. Compliance With Pass-Along—
0960-0240—T he authority granted by the
final rule F-20-416.2099 allows the
Social Security Administration (SSA) to
request cost-of-living adjustment pass-
along information from those States
which administer their own
supplementary payments programs.
Without this authority, SSA would be
unable to determine that those States
have complied with the requirement to
meet certain supplementary
expenditures. Compliance failure could
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result in a state losing Federal financial
partidpation in the title XIX, Medicaid
program. The affected public consists of
States which administer their own
supplementary payments program.

Number of Respondents: 26
Frequency of Response: 15(4) 2/11(1) 1
Average Burden Per Response: 1 hour
Estimated Annual Burden: 71 hours

2. Employment Relationship
Questionnaire—0960-0040—The
information collected on the form SSA-
7160 s used by the Sodal Security
Administration to determine the status
of certain employees in various
occupational fields. The affected public
is comprised of employers of individuals
applying for Sodal Security benefits
whose employee status is in doubt.

Number of Respondents: 47,500

Frequency of Response: 1

Average Burden Per Response: 25
minutes

Estimated Annual Burden: 19,792 hours

3. Statement Regarding
Contributions—0960-0020—The
information collected on the form SSA-
783 is used by the Social Security
Administration to make determination
of one-half support which is an
eligibility factor for certain claimants.
The affected public is comprised of.
claimants who need to prove one-half
support by the wage earner or other
persons having knowledge of the
situation.

Number of Respondents: 30,000
Frequency of Response: 1
Average Burden Per Response: 15
minutes
Estimated Annual Burden: 7,500 hours
OMB Desk Officer: Laura Oliven.
Written comments and
recommendations regarding these
information collections should be sent
directly to the appropriate OMB Desk
Officer designated above at the
following address: OMB Reports
Management Branch, New Executive
Office Building, room 3208, Washington,
DC 20503.

Dated: June 10,1991.
Ron Compston,
Social Security Administration, Reports
Clearance Officer.
[FR Doc. 91-14183 Filed 6-13-91; 8:45 am]

BILLING CODE 4190-11-M

115 States report four times annually
*11 States report once annually



