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the end of FY 2010, FDA estimates that
445 establishments will have been
billed for establishment fees, before all
decisions on requests for waivers or
reductions are made. FDA estimates that
a total of 15 establishment fee waivers
or reductions will be made for FY 2010.
In addition, FDA estimates that another
15 full establishment fees will be
exempted this year based on the orphan
drug exemption in FDAAA (see section
736(k) of the act). Subtracting 30
establishments (15 waivers plus the
estimated 15 establishments under the
orphan exemption) from 445 leaves a
net of 415 fee-paying establishments.
FDA will use 415 for its FY 2011
estimate of establishments paying fees,
after taking waivers and reductions into
account. The fee per establishment is
determined by dividing the adjusted
total fee revenue to be derived from
establishments ($206,356,667) by the
estimated 415 establishments, for an
establishment fee rate for FY 2011 of
$497,200 (rounded to the nearest $100).

B. Product Fees

At the beginning of FY 2010, the
product fee was based on an estimate
that 2,380 products would be subject to
and would pay product fees. By the end
of FY 2010, FDA estimates that 2,460
products will have been billed for
product fees, before all decisions on
requests for waivers, reductions, or
exemptions are made. FDA assumes that
there will be about 50 waivers and
reductions granted. In addition, FDA
estimates that another 25 product fees
will be exempted this year based on the
orphan drug exemption in FDAAA (see
section 736(k) of the act). FDA estimates
that 2,385 products will qualify for
product fees in FY 2010, after allowing
for waivers and reductions, including
the orphan drug products eligible under
the FDAAA exemption, and will use
this number for its FY 2011 estimate.
Accordingly, the FY 2011 product fee
rate is determined by dividing the
adjusted total fee revenue to be derived
from product fees ($206,356,667) by the
estimated 2,385 products for a FY 2011
product fee of $86,520 (rounded to the
nearest $10).

V. Fee Schedule for FY 2011
The fee rates for FY 2011 are set out
in table 6 of this document:

TABLE 6—FEE SCHEDULE FOR FY
2011

Fee Rates for

Fee Category FY 2011

Applications

TABLE 6—FEE SCHEDULE FOR FY
2011—Continued

Fee Category Fegﬁggﬁ for
Requiring clinical data $1,542,000
Not requiring clinical data $771,000
Supplements requiring $771,000

clinical data
Establishments $497,200
Products $86,520

VI. Fee Payment Options and
Procedures

A. Application Fees

The appropriate application fee
established in the new fee schedule
must be paid for any application or
supplement subject to fees under
PDUFA that is received after September

30, 2010. Payment must be made in U.S.

currency by check, bank draft, or U.S.
postal money order payable to the order
of the Food and Drug Administration.
Please include the user fee
identification (ID) number on your
check, bank draft, or postal money
order. Your payment can be mailed to:
Food and Drug Administration, P.O.
Box 70963, Charlotte, NC 28272-0963.

If checks are to be sent by a courier
that requests a street address, the
courier can deliver the checks to: Wells
Fargo, Attn: Food and Drug
Administration Lockbox 70963, 1525
West WT Harris Blvd., rm. D1113-022,
Charlotte, NC 28262. (Note: This Wells
Fargo address is for courier delivery
only.)

Please make sure that the FDA post
office box number (P.O. Box 70963) is
written on the check, bank draft, or
postal money order.

Wire transfer payment may also be
used. Please reference your unique user
fee ID number when completing your
transfer. The originating financial
institution usually charges a wire
transfer fee between $15.00 and $35.00.
Please ask your financial institution
about the fee and include it with your
payment to ensure that your fee is fully
paid. The account information is as
follows: New York Federal Reserve
Bank, US Dept of Treasury, TREAS
NYC, 33 Liberty St., New York, NY
10045, Acct. No.: 75060099, Routing
No.: 021030004, SWIFT: FRNYUS33,
Beneficiary: FDA, 1350 Piccard Dr.,
Rockville, MD.

Application fees can also be paid
online with an electronic check (ACH).
FDA has partnered with the U.S.
Department of the Treasury to utilize

Pay.gov, a Web-based payment
application, for online electronic
payment. The Pay.gov feature is
available on the FDA Web site after the

user fee ID number is generated.
The tax identification number of the

Food and Drug Administration is 53—
0196965.

B. Establishment and Product Fees

FDA will issue invoices for
establishment and product fees for FY
2011 under the new fee schedule in
August 2010. Payment will be due on
October 1, 2010. FDA will issue
invoices in November 2011 for any
products and establishments subject to
fees for FY 2011 that qualify for fees
after the August 2010 billing.

Dated: July 29, 2010.
Leslie Kux,
Acting Assistant Commissioner for Policy.
[FR Doc. 2010-19116 Filed 8-3-10; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

[Docket No. FR-5376—-N-78]

Notice of Submission of Proposed
Information Collection to OMB
Research Plan for an Evaluation of the
Section 202 Demonstration Planning
Grant (DPG) Program

AGENCY: Office of the Chief Information
Officer, HUD.
ACTION: Notice.

SUMMARY: The proposed information
collection requirement described below
has been submitted to the Office of
Management and Budget (OMB) for
review, as required by the Paperwork
Reduction Act. The Department is
soliciting public comments on the
subject proposal.

This research is intended to help HUD
better understand sponsor perspectives
on the effectiveness of the DPG program
in assisting Section 202 properties reach
initial closing within 18 months of fund
reservation. The study will also
provided information on sponsor
perspectives of the marketing of the
DPG program by HUD filed office staff,
the DPG application process and the
overall administration of the grant
program. The respondents are both
recipients and non-recipients on the 202
DPG grant.

DATES: Comments Due Date: September
3, 2010.

ADDRESSES: Interested persons are
invited to submit comments regarding
this proposal. Comments should refer to
the proposal by name and/or OMB
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approval Number (2528-New) and
should be sent to: HUD Desk Officer,
Office of Management and Budget, New
Executive Office Building, Washington,
DC 20503; fax: 202—-395-5806.

FOR FURTHER INFORMATION CONTACT:
Leroy McKinney Jr., Reports
Management Officer, QDAM,
Department of Housing and Urban
Development, 451 Seventh Street, SW.,
Washington, DC 20410; e-mail Leroy
McKinney Jr. at
Leroy.McKinneyJr@hud.gov or telephone
(202) 402-5564. This is not a toll-free
number. Copies of available documents
submitted to OMB may be obtained
from Mr. McKinney.

SUPPLEMENTARY INFORMATION: This
notice informs the public that the
Department of Housing and Urban
Development has submitted to OMB a
request for approval of the Information
collection described below. This notice

is soliciting comments from members of
the public and affecting agencies
concerning the proposed collection of
information to: (1) Evaluate whether the
proposed collection of information is
necessary for the proper performance of
the functions of the agency, including
whether the information will have
practical utility; (2) Evaluate the
accuracy of the agency’s estimate of the
burden of the proposed collection of
information; (3) Enhance the quality,
utility, and clarity of the information to
be collected; and (4) Minimize the
burden of the collection of information
on those who are to respond; including
through the use of appropriate
automated collection techniques or
other forms of information technology,
e.g., permitting electronic submission of
responses.

This notice also lists the following
information:

Title of Proposal: Research Plan for an
Evaluation of the Section 202 DPG
Program.

OMB Approval Number: 2528-New.
Form Numbers: None.

Description of the Need For the
Information and Its Proposed Use:This
research is intended to help HUD better
understand sponsor perspectives on the
effectiveness of the DPG program in
assisting Section 202 properties reach
initial closing within 18 months of fund
reservation. The study will also provide
information on sponsor perspectives of
the marketing of the DPG program by
HUD filed office staff, the DPG
application process and the overall
administration of the grant program.
The respondents are both recipients and
non-recipients on the 202 DPG grant.

Frequency of Submission: On-
occasion.

Number of Annual Hours per _
respondents responses response = Burden hours
Reporting BUrden ... 100 1 1.01 101

Total Estimated Burden Hours: 101.
Status: New Collection.

Authority: Section 3507 of the Paperwork
Reduction Act of 1995, 44 U.S.C. 35, as
amended.

Dated: July 28, 2010.

Leroy McKinney, Jr.,

Departmental Reports Management Officer,
Office of the Chief Information Officer.

[FR Doc. 2010-19081 Filed 8—-3-10; 8:45 am]
BILLING CODE 4210-67-P

DEPARTMENT OF HOUSING AND
URBAN DEVELOPMENT

[Docket No. FR-5430—-N—01]

Proposed Fair Market Rents for the
Housing Choice Voucher Program and
Moderate Rehabilitation Single Room
Occupancy Program Fiscal Year 2011

AGENCY: Office of the Assistant
Secretary for Policy Development and
Research, HUD.

ACTION: Notice of Proposed Fiscal Year
(FY) 2011 Fair Market Rents (FMRs).

SUMMARY: Section 8(c)(1) of the United
States Housing Act of 1937 (USHA)
requires the Secretary to publish FMRs
periodically, but not less than annually,
adjusted to be effective on October 1 of
each year. Today’s notice proposes
FMRs for FY 2011 to be used to
determine payment standard amounts
for the Housing Choice Voucher (HCV)
program, to determine initial renewal

rents for some expiring project-based
Section 8 contracts, and to determine
initial rents for Housing Assistance
Payment (HAP) contracts in the
Moderate Rehabilitation Single Room
Occupancy program. Other programs
may require use of FMRs for other
purposes.

The proposed FY 2011 FMR areas are
based on current Office of Management
and Budget (OMB) metropolitan area
definitions and include HUD
modifications that were first used in the
determination of FY 2006 FMR areas.
Changes to the OMB metropolitan area
definitions through December 2009 are
incorporated. The principal city for
three metropolitan areas changed,
which resulted in a code change. In
Alaska, there was a name change for a
nonmetropolitan borough and two
boroughs in Alaska were divided to
make four new boroughs.! Proposed FY
2011 FMRs are based on 2000 Census
data updated using more current survey
data. For FY 2011, FY 2010 FMRs are
updated using 2008 American
Community Survey (ACS) data, and
more recent Consumer Price Index (CPI)

1The three metropolitan areas are: North Port-
Bradenton-Sarasota, FL. MSA, Crestview-Fort
Walton Beach-Destin, FL. MSA, and Steubenville-
Weirton, OH-WV MSA. In Alaska, Prince of Wales-
Ketchikan Census Area, AK is changed to Prince of
Wales-Hyder Census Area, AK; the Alaskan
borough of Skagway-Hoonah-Angoon is divided
into Skagway and Hoonah-Angoon boroughs; and
the Alaskan borough of Wrangell-Petersburg is
divided into Wrangell and Petersburg boroughs.

rent and utility indexes. HUD continues
to use ACS data in different ways based
upon the number of two-bedroom
standard-quality and recent-mover
sample cases that are available in the
FMR area or its Core-Based Statistical
Area (CBSA).

This notice also proposes Small Area
FMRs for the Dallas, TX HUD Metro
FMR Area in accordance with a Federal
Register Notice published May 18, 2010,
(75 FR27808) announcing a Small Area
FMR Demonstration project.

DATES: Comment Due Date: 30 days after
publication.

ADDRESSES: Interested persons are
invited to submit comments regarding
HUD’s estimates of the FMRs, as
published in this notice, to the Office of
General Counsel, Rules Docket Clerk,
Department of Housing and Urban
Development, 451 Seventh Street, SW.,
Room 10276, Washington, DC 20410-
0001. Communications should refer to
the above docket number and title and
should contain the information
specified in the “Request for Comments”
section.

Submission of Hard Copy Comments.
To ensure that the information is fully
considered by all of the reviewers, each
commenter who is submitting hard copy
comments, by mail or hand delivery, is
requested to submit two copies of its
comments to the address above, one
addressed to the attention of the Rules
Docket Clerk and the other addressed to
the attention of Economic and Market
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