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This estimate is based on the average
number of new color additive petitions
received in 1997 and 1998. Although
the burden varies with the type of
petition submitted, a color additive
petition involves analytical work and
appropriate toxicology studies, as well
as the work of drafting the petition
itself. Because labeling requirements
under §70.25 for a particular color
additive involve information required as
part of the color additive petition safety
review process, the estimate for the
number of respondents is the same for
§70.25 as for § 71.1, and the burden
hours for labeling are included in the
estimate for § 71.1.

Color additives are subjected to
payment of fees for the petitioning
process. The listing fee for a color
additive petition ranges from $1,600 to
$3,000, depending on the intended use
of the color and the scope of the
requested amendment. A complete
schedule of fees is set forth in 21 CFR
70.19. An average of two Category A and
three Category B color additive petitions
are expected per year. The maximum
color additive petition fee for a Category
A petition is $2,600 and the maximum
color additive petition fee for a Category
B petition is $3,000. Because an average
of five color additive petitions are
expected per calendar year, the
estimated total annual cost burden to
petitioners for this startup cost would be
less than or equal to $14,200 (2 x $2,600
+ 3 x $3,000 listing fees = $14,200).

Dated: April 5, 1999.

William K. Hubbard,

Acting Deputy Commissioner for Policy.
[FR Doc. 99-8954 Filed 4-9-99; 8:45 am]
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Draft Guidance for Industry on Formal
Dispute Resolution; Appeals Above
the Division Level; Availability;
Correction

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice; correction.

SUMMARY: The Food and Drug
Administration (FDA) is correcting a
notice that appeared in the Federal
Register of March 19, 1999 (64 FR
13587). The document announced an
opportunity for public comment on a
draft guidance entitled ‘““Formal Dispute
Resolution; Appeals Above the Division
Level.” The notice was published with

two inadvertent errors. This document
corrects those errors.

FOR FURTHER INFORMATION CONTACT:
Karen L. Nelson, Office of Information
Resources Management (HFA-250),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-827-1482.

SUPPLEMENTARY INFORMATION: In FR Doc.
99-6749, appearing on page 13587 in
the Federal Register of Friday, March
19, 1999, the following corrections are
made:

1. On page 13587, in the first column,
under the DATES caption, the last
sentence is corrected to read ‘“Written
comments on the information collection
provisions must be submitted to the
Dockets Management Branch (address
below) by May 19, 1999. All comments
should be identified with the docket
number found in brackets in the

heading of this document.”
2. On page 13589, in first column, the

last paragraph of the document is
removed.

Dated: April 6, 1999.
William K. Hubbard,
Acting Deputy Commissioner for Policy.
[FR Doc. 99-8997 Filed 4-9-99; 8:45 am]
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Draft Guidance for Industry on Formal
Meetings with Sponsors and
Applicants for PDUFA Products;
Availability; Correction

AGENCY: Food and Drug Administration,
HHS.
ACTION: Notice; correction.

SUMMARY: The Food and Drug
Administration (FDA) is correcting a
notice that appeared in the Federal
Register of March 19, 1999 (64 FR
13591). The document announced an
opportunity for public comment on a
draft guidance entitled “Formal
Meetings with Sponsors and Applicants
for PDUFA Products.” The notice was
published with two inadvertent errors.
This document corrects those errors.
FOR FURTHER INFORMATION CONTACT:
Karen L. Nelson, Office of Information
Resources Management (HFA-250),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-827-1482.

SUPPLEMENTARY INFORMATION: In FR Doc.

99-6748, appearing on page 13591 in

the Federal Register of Friday, March

19, 1999, the following corrections are
made:

1. On page 13591, in the third
column, under the DATES caption, after
the last sentence two sentences are
added to read “Written comments on
the information collection provisions
must be submitted to the Dockets
Management Branch (address below) by
May 19, 1999. All comments should be
identified with the docket number
found in brackets in the heading of this
document.”

2. On page 13594, in the first column,
the last paragraph of the document is
removed.

Dated: April 6, 1999.
William K. Hubbard,
Acting Deputy Commissioner for Policy.
[FR Doc. 99-8998 Filed 4-9-99; 8:45 am]
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Agency Information Collection
Activities: Proposed Collection;
Comment Request

AGENCY: Health Care Financing
Administration.

In compliance with the requirement
of section 3506(c)(2)(A) of the
Paperwork Reduction Act of 1995, the
Health Care Financing Administration
(HCFA), Department of Health and
Human Services, is publishing the
following summary of proposed
collections for public comment.
Interested persons are invited to send
comments regarding this burden
estimate or any other aspect of this
collection of information, including any
of the following subjects: (1) The
necessity and utility of the proposed
information collection for the proper
performance of the agency’s functions;
(2) the accuracy of the estimated
burden; (3) ways to enhance the quality,
utility, and clarity of the information to
be collected; and (4) the use of
automated collection techniques or
other forms of information technology to
minimize the information collection
burden.

Type of Information Collection
Request: Extension of a currently
approved collection;

Title of Information Collection:
Medicare Participating Physician or
Supplier Agreement, HCFA-460;

Form No.: HCFA—-460 (OMB# 0938—
0373);

Use: The HCFA-460 is completed by
nonparticipating physicians and
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