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6. Assurance that the firm or
individual representing the firm and
submitting a certificate for signature to
FDA is aware of and knows that they are
subject to the provisions of section 1001
of Title 18, United States Code. This law
provides that it is a criminal offense to
knowingly and willfully make a false
statement or alter or counterfeit
documents in a matter within the
jurisdiction of a U.S. agency.

In the Federal Register of February
28, 2001 (66 FR 12802), the agency
requested comments on the proposed
collection of information. One comment
was received. In this comment there
were two concerns regarding burden.
The first was that States may incur more
than “information”” burden. The impact
on a few States has been to retrieve
inspection reports from FDA contracted
inspections or from a State inspection.

The second concern was that FDA
“assumed no operating or maintenance
costs”. The burden on a company for
placement on an EC required list is only
the initial information asked for in the
Federal Register notice. A company
may inquire about the status during the
review process for placement on the list
but this is of their choosing.

FDA estimates the burden of this
collection of information as follows:

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN?

No. of Annual Frequency Total Annual Hours per
Products Respondents per Response Responses Response Total Hours

Shell eggs 10 1 10 0.25 25
Dairy 100 1 100 0.25 25
Game meat and meat products 10 1 10 0.25 25
Animal casings 15 1 15 0.25 3.75
Gelatin 6 1 6 0.25 15
Total 35.25

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

The estimated number of respondents
is based on the volume of exports and
responses received to date. The
estimated number of yearly responses
has decreased from the estimate in

FDA’s previous notice seeking comment
for this collection of information (63 FR
29738, June 1, 1998) because the actual
number of responses has been
decreasing. Companies do not need to

reapply unless they have a compliance
problem. An estimate for processors that
export gelatin also has been added
because these processors are now being
included in the listing process.

TABLE 2.—ESTIMATED ANNUAL RECORDKEEPING BURDEN1

No. of Record- Annual Frequency of Total Annual Hours per Record-
Respondents keepers Recordkeeping Records keeper Total Hours
Trade association 15 1 15 8 120
State 50 1 50 8 400
Total 520

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

The burden estimated for the trade
associations assumes the trade
associations will disseminate FDA’s
information request through mass
mailings to their membership or publish
it in their trade magazine or newsletter.
The burden estimated for State
authorities assumes dissemination of
information to the processors or
dissemination of information about
processors to FDA.

Dated: May 29, 2001.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 01-13985 Filed 6—4—01; 8:45 am]
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Indian Health Service

Indians Into Medicine Program,;
Correction

AGENCY: Indian Health Services, HHS.
ACTION: Notice; correction.

SUMMARY: The Indian Health Service
published a document in the Federal
Register on May 18, 2001, concerning
an application deadline of June 1, 2001,
for the Indians Into Medicine Program.
The document contained an incorrect
deadline date.

FOR FURTHER INFORMATION CONTACT: Ms.
Jacqueline Santiago, Chief, Loan
Repayment Branch, Division of Health
Professions Support, Indian Health
Service, 12300 Twinbrook Parkway,
Suite 100A, Rockville, MD 20852,
Telephone 301-443-3396. (This is not a
toll-free number.)

Correction

In the Federal Register of May 18,
2001, in FR Doc. 01-12529, on page
27665, in the third column, correct the
DATES caption to read:

DATES: A. Application Receipt Date—An
original and two (2) copies of the
completed grant application must be
submitted with all required
documentation to the Grants
Management Branch, Division of
Acquisition and Grants Management,
Twinbrook Building, Suite 100, 12300
Twinbrook Parkway, Rockville,
Maryland 20852, by close of business
June 18, 2001.

Dated: March 29, 2001.
Michel E. Lincoln,
Deputy Director.
[FR Doc. 01-13987 Filed 6—4—-01; 8:45 am]
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