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probability of an unavailable important
public health benefit.

Under section 610 of the Clean Air
Act (42 U.S.C. 7671(i)), MDIs that are
not the subject of an essential-use
designation cannot be legally
distributed in interstate commerce.

We particularly encourage comments
on the second criterion in § 2.125(f)(i)
regarding the public health benefit
derived from the availability of these
products in the OTC setting.
Information that may aid in the
Committee’s discussion of essential use
includes:

¢ Who currently uses OTC
epinephrine MDIs?

e How many of these MDIs are used
annually?

e What are the alternatives if these
products are no longer available?

e From literature sources, what is the
value of use of the product to the users,
and why do they use it?

e What established treatment
guidelines recommend the use of OTC
epinephrine?

e How many people with asthma do
not have ready access to prescription
medication through healthcare
professionals?

The background material will become
available no later than the day before
the meeting and will be posted under
the Nonprescription Drugs Advisory
Committee (NDAC) and the Pulmonary
Drugs Advisory Committee (PADAC) on
FDA’s website at http://www.fda.gov/
ohrms/dockets/ac/acmenu.htm. (Click
on the year 2006 and scroll down to
NDAC or PADAQ).

Procedure: Interested persons may
present data, information, or views,
orally or in writing, on issues pending
before the committees. Written
comments should be submitted by close
of business January 6, 2006, to the
Division of Dockets Management (see
Addresses). Oral presentations from the
public will be scheduled between
approximately 1 p.m. and 2 p.m. Time
allotted for each presentation may be
limited. Those desiring to make formal
oral presentations should notify the
contact person by close of business
January 6, 2006, and submit a brief
statement of the general nature of the
information 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 Darrell Lyons
(see Contact Person) 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: November 17, 2005.
Jason Brodsky,

Acting Associate Commissioner for External
Relations.

[FR Doc. 05-23372 Filed 11-28-05; 8:45 am)]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

Vaccines and Related Biological
Products Advisory Committee; Notice
of Meeting

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

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: Vaccines and
Related Biological Products 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 December 14, 2005, from 9 a.m.
to 4:30 p.m. and on December 15, 2005,
from 9 a.m. to 4:30 p.m.

Location: Holiday Inn Select, 8120
Wisconsin Ave., Bethesda, MD.

Contact Person: Christine Walsh or
Denise Royster, Center for Biologics
Evaluation and Research (HFM-71),
Food and Drug Administration, 1401
Rockville Pike, Rockville, MD 20852,
301-827-0314, or FDA Advisory
Committee Information Line, 1-800—
741-8138 (301-443-0572 in the
Washington, DC area), code
3014512391. Please call the Information
Line for up-to-date information on this
meeting.

Agenda: On December 14, 2005, the
committee will hear presentations and
make recommendations on the safety
and efficacy of a rotavirus vaccine
manufactured by Merck. On December
15, 2005, the committee will hear
presentations and make

recommendations on the safety and
efficacy of ZOSTAVAX (zoster vaccine
live (Oka/Merck)) manufactured by
Merck.

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 December 7, 2005. Oral
presentations from the public will be
scheduled between approximately 1:15
p.m. and 1:45 p.m. on December 14,
2005, and from approximately 1:30 p.m.
and 2 p.m. on December 15, 2005. Time
allotted for each presentation may be
limited. Those desiring to make formal
oral presentations should notify the
contact person before December 7, 2005,
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 Christine
Walsh or Denise Royster 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: November 17, 2005.
Jason Brodsky,

Acting Associate Commissioner for External
Relations.

[FR Doc. 05-23373 Filed 11-28-05; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HOMELAND
SECURITY

Federal Emergency Management
Agency

Agency Information Collection
Activities: Proposed Collection;
Comment Request

AGENCY: Federal Emergency
Management Agency, Department of
Homeland Security.

ACTION: Notice and request for
comments.

SUMMARY: The Federal Emergency
Management Agency, as part of its
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continuing effort to reduce paperwork
and respondent burden, invites the
general public and other Federal
agencies to take this opportunity to
comment on proposed continuing
information collections. In accordance
with the Paperwork Reduction Act of
1995 (44 U.S.C. 3506(c)(2)(A)), this
notice seeks comments on hotels and
motels and other places of public
accommodations meeting the fire safety
requirements as identified in Public
Law 101-391, Hotel and Motel Fire
Safety Act of 1990.

SUPPLEMENTARY INFORMATION: Public
Law 101-391 requires FEMA to
establish and maintain a National
Master List (NML) of fire safe hotels,

motels and other places of public
accommodation (property). This public
law was enacted as a result of a number
of major life-loss fires occurring in the
late 1970’s and 1980’s. The purpose of
this public law is to assure the traveling
public of fire safe accommodations.
Under Public Law 101-391, Federal
employees on official travel are required
to stay in properties approved and listed
on the NML.

Collection of Information

Title: Federal Hotel and Motel Fire
Safety Declaration Form.

Type of Information Collection:
Existing collection.

OMB Number: 1660—0068

Form Numbers: FF 75-13

ANNUAL BURDEN HOURS

Abstract: Public Law 101-391
requires FEMA to establish and
maintain a National Master List (NML)
of fire safe places of public
accommodation. The information
collected will be available electronically
to the general public identifying
properties meeting the specified level of
fire safety equipment as required in the
public law. It is also available to Federal
employees required by Public Law 101-
391 to stay at properties on the NML
when on official travel.

Affected Public: Business or other for-
profit, not-for-profit institutions, and the
Federal Government.

Estimated Total Annual Burden
Hours: 500.

. . No. of Frequency of Burden hours Annual Total annual
PFOJGCVAC“V'Wxz*%%%eftoém()s)r focus group, respondents responses per respondent responses burden hours
= (A) (B) (C) (A xB) (AxBxC)
FF 75-18 s 2000 1 0.25 2,000 500
TOtal oo 2,000 1 0.25 2,000 500

Estimated Cost: $10,000 per year. Rate
of first level manager at $20.00 x 0.25
hour x 2,000 respondents.

Comments: Written comments are
solicited to (a) evaluate whether the
proposed data collection is necessary for
the proper performance of the agency,
including whether the information shall
have practical utility; (b) evaluate the
accuracy of the agency’s estimate of the
burden of the proposed collection of
information, including the validity of
the methodology and assumptions used;
(c) enhance the quality, utility, and
clarity of the information to be
collected; and (d) minimize the burden
of the collection of information on those
who are to respond, including through
the use of appropriate automated,
electronic, mechanical, or other
technological collection techniques or
other forms of information technology,
e.g., permitting electronic submission of
responses. Comments should be
received within 60 days of the date of
this notice.

ADDRESSES: Interested persons should
submit written comments to Chief,
Records Management Section,
Information Resources Management
Branch, Information Technology
Services Division, Federal Emergency
Management Agency, Department of
Homeland Security, 500 C Street, SW.,
Room 316, Washington, DC 20472.

FOR FURTHER INFORMATION CONTACT:
Contact Timothy B. Ganley, Fire
Program Specialist, Untied States Fire

Administration, Department of
Homeland Security at (301) 447-1358
for additional informaiton. You may
contact the Records Management
Branch for copies of the proposed
collection of information at facsimile
number (202) 646—3347 or email
address: FEMA-Information-
Collections@dhs.gov.

Dated: November 15, 2005.
Darcy Bingham,
Branch Chief, Information Resources

Management Branch, Information
Technology Services Division.

[FR Doc. E5-6664 Filed 11-28-05; 8:45 am]
BILLING CODE 9110-17-P

DEPARTMENT OF HOMELAND
SECURITY

Federal Emergency Management
Agency

[FEMA-1605-DR]

Alabama; Amendment No. 8 to Notice
of a Major Disaster Declaration

AGENCY: Federal Emergency
Management Agency, Department of
Homeland Security.

ACTION: Notice.

SUMMARY: This notice amends the notice
of a major disaster declaration for the
State of Alabama (FEMA-1605-DR),
dated August 29, 2005, and related
determinations.

DATES: Effective November 16, 2005.

FOR FURTHER INFORMATION CONTACT:
Magda Ruiz, Recovery Division, Federal
Emergency Management Agency,
Washington, DC 20472, (202) 646—2705.

SUPPLEMENTARY INFORMATION: The
Federal Emergency Management Agency
(FEMA) hereby gives notice that
pursuant to the authority vested in the
Acting Director, Department of
Homeland Security, under Executive
Order 12148, as amended, Michael
Bolch, of FEMA is appointed to act as
the Federal Coordinating Officer for this
declared disaster.

This action terminates my
appointment of Vice Admiral Thad
Allen of the United States Coast Guard
as Federal Coordinating Officer for this
disaster.

(The following Catalog of Federal Domestic
Assistance Numbers (CFDA) are to be used
for reporting and drawing funds: 97.030,
Community Disaster Loans; 97.031, Cora
Brown Fund Program; 97.032, Crisis
Counseling; 97.033, Disaster Legal Services
Program; 97.034, Disaster Unemployment
Assistance (DUA); 97.046, Fire Management
Assistance; 97.048, Individuals and
Households Housing; 97.049, Individuals and
Households Disaster Housing Operations;
97.050, Individuals and Households
Program—Other Needs; 97.036, Public
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