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required to register their establishments
and list those devices they reprocess.
FDA has estimated that there will be
approximately 2,000 such
establishments that will fall into this
category. The first year of the
requirement will cause a one-time bolus
of information to be submitted. FDA has
separated the burden estimates into two
tables to indicate year 1 (table 1 of this
document) and subsequent year’s
estimates (table 2 of this document).
Year 1 will include burden hours based
on this bolus of submissions during the
first year and subsequent year’s
estimates will indicate an adjustment
for the new registrants for year 2 and
beyond.

Burden Hour Explanation

The annual reporting burden hours to
respondents for registering
establishments and listing devices is
estimated to be 16,961 hours, and
recordkeeping burden hours for
respondents is estimated to be 49,500
hours. The estimates cited in the tables
above are based primarily upon the
annual FDA accomplishment report,
which includes actual FDA registration
and listing figures from fiscal year (FY)
2000. These estimates are also based on
FDA estimates of FY 00 data from
current systems, conversations with
industry and trade association
representatives, and from internal
review of the documents referred to in
the previous tables.

According to 21 CFR part 807, all
owners/operators are required to list,
and establishments are required to
register. Each owner/operator has an
average of two establishments,
according to statistics gathered from
FDA'’s registration and listing database.
The database has 16,500 active
establishments listed in it. Based on
past experience, the agency anticipates
that approximately 4,045 registrations
will be processed during the first year
(because of hospitals who reprocess
single-use), and 2,045 registrations
thereafter. The agency also anticipates
that approximately 5,450 initial and
update device listings will be submitted
the first year (due to hospitals who
reprocess single-use devices), and 3,450
thereafter. FDA anticipates reviewing
200 historical files annually. Finally,
because initial importers (currently
estimated at 6,200) do not have to
maintain historical files and because of
the addition of 2,000 hospitals who
reprocess single-use medical devices,
FDA estimates that the number of
recordkeepers required to maintain the
initial historical information will be
9,900.

Dated: June 29, 2001.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 01-16987 Filed 7—5—-01; 8:45 am)]
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SUMMARY: The Food and Drug
Administration (FDA) is announcing an
opportunity for public comment on the
proposed collection of certain
information by the agency. Under the
Paperwork Reduction Act of 1995 (the
PRA), Federal agencies are required to
publish notice in the Federal Register
concerning each proposed collection of
information, including each proposed
extension of an existing collection of
information, and to allow 60 days for
public comment in response to the
notice. This notice solicits comments on
information collection requirements for
reports of corrections and removals.
DATES: Submit written or electronic
comments on the collection of
information by September 4, 2001.
ADDRESSES: Submit electronic
comments on the collection of
information to http://www.fda.gov/
dockets/ecomments. Submit written
comments on the collection of
information to the Dockets Management
Branch (HFA-305), Food and Drug
Administration, 5630 Fishers Lane, rm.
1061, Rockville, MD 20852. All
comments should be identified with the
docket number found in brackets in the
heading of this document.

FOR FURTHER INFORMATION CONTACT:
Peggy Schlosburg, Office of Information
Resources Management (HFA—-250),
Food and Drug Administration, 5600
Fishers Lane, Rockville, MD 20857,
301-827-1223.

SUPPLEMENTARY INFORMATION: Under the
PRA (44 U.S.C. 3501-3520), Federal
agencies must obtain approval from the
Office of Management and Budget
(OMB) for each collection of
information they conduct or sponsor.
“Collection of information” is defined
in 44 U.S.C. 3502(3) and 5 CFR
1320.3(c) and includes agency requests

or requirements that members of the
public submit reports, keep records, or
provide information to a third party.
Section 3506(c)(2)(A) of the PRA (44
U.S.C. 3506(c)(2)(A)) requires Federal
agencies to provide a 60-day notice in
the Federal Register concerning each
proposed collection of information,
including each proposed extension of an
existing collection of information,
before submitting the collection to OMB
for approval. To comply with this
requirement, FDA is publishing notice
of the proposed collection of
information set forth in this document.

With respect to the following
collection of information, FDA invites
comments on: (1) Whether the proposed
collection of information is necessary
for the proper performance of FDA’s
functions, including whether the
information will have practical utility;
(2) the accuracy of FDA'’s estimate of the
burden of the proposed collection of
information, including the validity of
the methodology and assumptions used;
(3) ways to enhance the quality, utility,
and clarity of the information to be
collected; and (4) ways to minimize the
burden of the collection of information
on respondents, including through the
use of automated collection techniques,
when appropriate, and other forms of
information technology.

Reports of Corrections and Removals—
21 CFR Part 806 (OMB Control No.
0910-0359)—Extension

Section 519(f) of the Federal Food,
Drug, and Cosmetic Act (the act) (21
U.S.C. 360i(f)) directs FDA to issue
regulations to require device
manufacturers and importers to report
promptly to FDA, any correction or
removal of a device undertaken by such
manufacturers and importers, if the
correction or removal was undertaken to
reduce a risk to health posed by the
device or to remedy a violation of the
act caused by the device which may
present a risk to health. Under 21 CFR
806.10 and 806.20(a), FDA requires that
each device manufacturer and importer
shall submit a written report to FDA of
any action initiated to correct or remove
a device to reduce a risk to health posed
by the device or to remedy a violation
of the act caused by the device which
may present a risk to health within 10-
working days of initiating such
correction or removal. In addition, each
manufacturer and importer of a device
who initiates a correction or removal of
a device that is not required to be
reported to FDA, shall keep a record of
such correction or removal.

The information collected in the
reports of corrections and removals will
be used by FDA to identify marketed
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devices that have serious problems and
to ensure that dangerous and defective
devices are removed from the market,
assuring that FDA has current and
complete information regarding these
corrections and removals and whether

recall action is adequate. Failure to
collect this information prevents FDA
from receiving timely information about
devices that may have a serious effect
on the health of the users of the devices.
Respondents to this information
collection are businesses or other for-

profit manufacturers or importers of
medical devices who must remove or
correct medical devices that cause
public health risk to the general public.

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

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN?

21 CFR Section No. of Respondents AnpneuraFIQE;%%lrjggcy Tgée;lpﬁgglejgl Hours per Response | Total Hours
806.10 880 1 880 10 8,800
1There are no capital costs or operating and maintenance costs associated with this collection of information.
TABLE 2.—ESTIMATED ANNUAL RECORDKEEPING BURDEN?
21 CFR Section Recordkeepers | per Recordkeepng | | Records | Recordideper | Totl Hours
806.20(a) 440 1 440 10 4,400

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

The following is an explanation of the
burden estimate:

Reporting Burden

FDA estimates that it would take 10
staff hours to prepare and assemble a
written report. For the estimated 880
reports, FDA estimates that respondents
will spend 8,800 hours to prepare,
assemble, and send the reports.
Recordkeeping Burden

FDA estimates that it would take 10
staff hours to prepare a written record.
For the estimated 440 records, the total
recordkeeping burden is estimated at
4,400 hours per recordkeeper.

Dated: June 29, 2001.
Margaret M. Dotzel,
Associate Commissioner for Policy.
[FR Doc. 01-16989 Filed 7-5-01; 8:45 am]
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Medical Devices; Availability of Safety
and Effectiveness Summaries for
Premarket Approval Applications

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

SUMMARY: The Food and Drug
Administration (FDA) is publishing a
list of premarket approval applications

(PMAs) that have been approved. This
list is intended to inform the public of
the availability of safety and
effectiveness summaries of approved
PMAs through the Internet and the
agency’s Dockets Management Branch.

ADDRESSES: Submit written requests for
copies of summaries of safety and
effectiveness to the Dockets
Management Branch (HFA-305), Food
and Drug Administration, 5630 Fishers
Lane, rm. 1061, Rockville, MD 20852.
Please cite the appropriate docket
number as listed in table 1 of this
document when submitting a written
request. See the SUPPLEMENTARY
INFORMATION section for electronic
access to the summary of safety and
effectiveness.

FOR FURTHER INFORMATION CONTACT:
Thinh Nguyen, Center for Devices and
Radiological Health (HFZ-402), Food
and Drug Administration, 9200
Corporate Blvd., Rockville, MD 20850,
301-594-2186.

SUPPLEMENTARY INFORMATION:
I. Background

In the Federal Register of January 30,
1998 (63 FR 4571), FDA published a
final rule to revise §§814.44(d) and
814.45(d) (21 CFR 814.44(d) and
814.45(d)) to discontinue publication of
individual PMA approvals and denials
in the Federal Register. Instead, revised
§§814.44(d) and 814.45(d) state that
FDA will notify the public of PMA
approvals and denials by posting them
on FDA'’s Intranet home page at http://
www.fda.gov; by placing the summaries
of safety and effectiveness on the
Internet and in FDA’s Dockets
Management Branch; and by publishing

in the Federal Register after each
quarter a list of available safety and
effectiveness summaries of approved
PMAs and denials announced in that
quarter.

FDA believes that this procedure
expedites public notification of these
actions because announcements can be
placed on the Internet more quickly
than they can be published in the
Federal Register, and FDA believes that
the Internet is accessible to more people
than the Federal Register.

In accordance with section 515(d)(4)
and (e)(2) of the Federal Food, Drug, and
Cosmetic Act (the act) (21 U.S.C.
360e(d)(4) and (e)(2)), notification of an
order approving, denying, or
withdrawing approval of a PMA will
continue to include a notice of
opportunity to request review of the
order under section 515(g) of the act.
The 30-day period for requesting
reconsideration of an FDA action under
§10.33(b) (21 CFR 10.33(b)) for notices
announcing approval of a PMA begins
on the day the notice is placed on the
Internet. Section 10.33(b) provides that
FDA may, for good cause, extend this
30-day period. Reconsideration of a
denial or withdrawal of approval of a
PMA may be sought only by the
applicant; in these cases, the 30-day
period will begin when the applicant is
notified by FDA in writing of its
decision.

The following is a list of approved
PMAs for which summaries of safety
and effectiveness were placed on the
Internet in accordance with the
procedure explained previously from
January 1, 2001, through March 31,
2001. There were no denial actions
during this period. The list provides the
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