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accordance with Department regulation
45 CFR 5b.5 (a) (2).)

CONTESTING RECORD PROCEDURES:

To contest a record, the subject
individual should contact the system
manager named above, and reasonably
identify the record and specify the
information being contested. The
individual should state the corrective
action sought and the reasons for the
correction with supporting justification.
(These procedures are in accordance
with Department regulation 45 CFR
5b.7.)

RECORD SOURCE CATEGORIES:

Personally identifiable information in
this database is obtained from the
application submitted by or on behalf of
individuals/applicants seeking
eligibility determinations, from
qualified employers and other
employers who provide employer-
sponsored coverage, from other Federal
and state agencies needed to make
eligibility determinations, from
marketplace assisters facilitating the
eligibility and enrollment processes,
from QHPs, from State-based Exchanges
that provide information to perform the
statutory functions, from states
participating in State Partnership
Exchanges pursuant to the State
Partnership Memorandum of
Understanding, and from third party
data sources to determine eligibility as
described in this notice.

EXEMPTIONS CLAIMED FOR THIS SYSTEM:
None
Dated: January 31, 2013.

Michelle Snyder,

Deputy Chief Operating Officer, Centers for
Medicare & Medicaid Services.

[FR Doc. 2013-02666 Filed 2—5-13; 8:45 am]|
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SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a proposed collection of
information has been submitted to the
Office of Management and Budget
(OMB) for review and clearance under
the Paperwork Reduction Act of 1995.
DATES: Fax written comments on the
collection of information by March 8,
2013.

ADDRESSES: To ensure that comments on
the information collection are received,
OMB recommends that written
comments be faxed to the Office of
Information and Regulatory Affairs,
OMB, Attn: FDA Desk Officer, FAX:
202-395-7285, or emailed to
oira_submission@omb.eop.gov. All
comments should be identified with the
OMB control number 0910-0114. Also
include the FDA docket number found
in brackets in the heading of this
document.

FOR FURTHER INFORMATION CONTACT:
Daniel Gittleson, Office of Information
Management, Food and Drug
Administration, 1350 Piccard Dr., PI50—
400B, Rockville, MD 20850, 301-796—
5156, Daniel.Gittleson@fda.hhs.gov.
SUPPLEMENTARY INFORMATION: In
compliance with 44 U.S.C. 3507, FDA
has submitted the following proposed
collection of information to OMB for
review and clearance.

Administrative Detention and Banned
Medical Devices—(OMB Control
Number 0910-0114)—Extension

FDA has the statutory authority under
section 304(g) of the Federal Food, Drug,
and Cosmetic Act (the FD&C Act) (21
U.S.C. 334(g)) to detain during
established inspections devices that are
believed to be adulterated or
misbranded. Section 800.55 (21 CFR

800.55), on administrative detention,
includes among other things, certain
reporting requirements and
recordkeeping requirements. Under
§800.55(g), an applicant of a detention
order must show documentation of
ownership if devices are detained at a
place other than that of the appellant.
Under § 800.55(k), the owner or other
responsible person must supply records
about how the devices may have
become adulterated or misbranded, in
addition to records of distribution of the
detained devices. These recordkeeping
requirements for administrative
detentions permit FDA to trace devices
for which the detention period expired
before a seizure is accomplished or
injunctive relief is obtained.

FDA also has the statutory authority
under section 516 of the FD&C Act (21
U.S.C. 360f) to ban devices that present
substantial deception or an
unreasonable and substantial risk of
illness or injury. Section 895.21 (21 CFR
895.21), on banned devices, contains
certain reporting requirements. Section
895.21(d) describes the procedures for
banning a device when the
Commissioner of Food and Drugs (the
Commissioner) decides to initiate such
a proceeding. Under 21 CFR 895.22, a
manufacturer, distributor, or importer of
a device may be required to submit to
FDA all relevant and available data and
information to enable the Commissioner
to determine whether the device
presents substantial deception,
unreasonable and substantial risk of
illness or injury, or unreasonable, direct,
and substantial danger to the health of
individuals.

During the past several years, there
has been an average of less than one
new administrative detention action per
year. Each administrative detention will
have varying amounts of data and
information that must be maintained.
FDA'’s estimate of the burden under the
administrative detention provision is
based on FDA'’s discussion with one of
three firms whose devices had been
detained.

In the Federal Register of April 10,
2012 (77 FR 21564), FDA published a
60-day notice requesting public
comment on the proposed collection of
information. No comments were
received.

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

TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN *

Number of Average
21 CFR section reNSurggggr?{S responses per Troetgl g;‘gg:l burden per Total hours
P respondent P response
B00.55(F) +-veeeueeermrrrireenireenite ettt 1 1 1 25 25
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TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN '—Continued
Number of Average
21 CFR section Number of responses per Total annual burden per Total hours
respondents respondent responses response
895.21(d)(8) and 895.22(2) .....cevverrerrerrereenrereenre e 26 1 26 16 416
TOMAL e | eeeeresee e snees | seeeseeeseeeseesieees | eesieeenee e e | eeseesaee e 441
1 There are no capital costs or operating and maintenance costs associated with this collection of information.
TABLE 2—ESTIMATED ANNUAL RECORDKEEPING BURDEN *
Number of Average
21 CFR section re’;lglglsger Oefrs records per To::l:gpdnsual burden per Total hours
p recordkeeper recordkeeping
800.55(K) veveeeermeeerrueeneesueeeesueeneesteeeeste et e e neesneeeens 1 1 1 20 20

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

Dated: January 31, 2013.
Leslie Kux,
Assistant Commissioner for Policy.
[FR Doc. 2013—-02529 Filed 2-5-13; 8:45 am]
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SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a proposed collection of
information has been submitted to the
Office of Management and Budget
(OMB) for review and clearance under
the Paperwork Reduction Act of 1995.
DATES: Fax written comments on the
collection of information by March 8,
2013.

ADDRESSES: To ensure that comments on
the information collection are received,
OMB recommends that written
comments be faxed to the Office of
Information and Regulatory Affairs,
OMB, Attn: FDA Desk Officer, FAX:
202-395-7285, or emailed to
oira_submission@omb.eop.gov. All
comments should be identified with the
OMB control number 0910-0511. Also
include the FDA docket number found
in brackets in the heading of this
document.

FOR FURTHER INFORMATION CONTACT:
Daniel Gittleson, Office of Information

Management, Food and Drug
Administration, 1350 Piccard Dr., PI50—
400B, Rockville, MD 20850, 301-796—
5156, Daniel.Gittleson@fda.hhs.gov.

SUPPLEMENTARY INFORMATION: In
compliance with 44 U.S.C. 3507, FDA
has submitted the following proposed
collection of information to OMB for
review and clearance.

Medical Device User Fee Cover Sheet,
Form FDA 3601—(OMB Control
Number 0910-0511)—Extension

The Federal Food, Drug, and Cosmetic
Act, as amended by the Medical Device
User Fee and Modernization Act of 2002
(MDUFMA) (Pub. L. 107-250), and the
Medical Device User Fee Amendments
of 2007 (Title II of the Food and Drug
Administration Amendments Act of
2007), authorizes FDA to collect user
fees for certain medical device
applications. Under this authority,
companies pay a fee for certain new
medical device applications or
supplements submitted to the Agency
for review. Because the submission of
user fees concurrently with applications
and supplements is required, the review
of an application cannot begin until the
fee is submitted. Form FDA 3601, the
“Medical Device User Fee Cover Sheet,”
is designed to provide the minimum
necessary information to determine
whether a fee is required for review of
an application, to determine the amount
of the fee required, and to account for
and track user fees. The form provides
a cross-reference between the fees
submitted for an application with the
actual submitted application by using a
unique number tracking system. The
information collected is used by FDA’s
Center for Devices and Radiological
Health and the Center for Biologics
Evaluation and Research to initiate the
administrative screening of new medical

device applications and supplemental
applications.

The total number of annual responses
is based on the number of cover sheet
submissions received by FDA in fiscal
years 2009 through 2011. FDA received
cover sheets for the following medical
device submissions (average annual): 38
premarket approval applications
(premarket approval application (PMA),
product development protocol (PDP),
postmarketng requirement (PMR),
biologics license application (BLA)),
3,561 premarket notifications, 12 panel
track supplements, 180 real-time
supplements, 127 180-day supplements,
749 30-day notices, 84 513(g) requests,
and 463 annual fees for periodic
reporting. The number of received
annual responses included the cover
sheets for applications that were
qualified for small businesses and fee
waivers or reductions. The estimated
hours per response are based on past
FDA experience with the various cover
sheet submissions, and range from 5 to
30 minutes. The hours per response are
based on the average of these estimates
(18 minutes).

In the Federal Register of June 6, 2012
(77 FR 33469), FDA published a 60-day
notice requesting public comment on
the proposed collection of information.
FDA received one PRA related
comment.

The comment states that the cover
sheet “can be obtained prior to payment
of the fee and should not be available
until payment of the fee has been
confirmed.” It is unclear whether the
comment addresses the topics on which
the 60-day notice invited comment. As
stated earlier in this document, the User
Fee Cover Sheet is designed to provide
the minimum necessary information to
determine whether a fee is required for
review of an application, to determine
the amount of the fee required, and to
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