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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. FDA-2009-N-0475]

Agency Information Collection
Activities; Announcement of Office of
Management and Budget Approval;
Administrative Detention and Banned
Medical Devices

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a collection of information entitled
“Administrative Detention and Banned
Medical Devices” has been approved by
the Office of Management and Budget
(OMB) under the Paperwork Reduction
Act of 1995.

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 the
Federal Register of January 19, 2010 (75
FR 2871), the agency announced that
the proposed information collection had
been submitted to OMB for review and
clearance under 44 U.S.C. 3507. An
agency may not conduct or sponsor, and
a person is not required to respond to,

a collection of information unless it
displays a currently valid OMB control
number. OMB has now approved the
information collection and has assigned
OMB control number 0910-0114. The
approval expires on February 28, 2013.
A copy of the supporting statement for
this information collection is available
on the Internet at http://
www.reginfo.gov/public/do/PRAMain.

Dated: April 29, 2010.
Leslie Kux,
Acting Assistant Commissioner for Policy.
[FR Doc. 2010-10580 Filed 5—4—10; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

[Docket No. FDA-2009-N-0474]

Agency Information Collection
Activities; Announcement of Office of
Management and Budget Approval;
Inspection by Accredited Persons
Program Under the Medical Device
User Fee and Modernization Act of
2002

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA) is announcing
that a collection of information entitled
“Inspection by Accredited Persons
Program Under the Medical Device User
Fee and Modernization Act of 2002” has
been approved by the Office of
Management and Budget (OMB) under
the Paperwork Reduction Act of 1995.

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, e-mail:
Daniel.Gittleson@fda.hhs.gov.

SUPPLEMENTARY INFORMATION: In the
Federal Register of January 19, 2010 (75
FR 2871), the agency announced that
the proposed information collection had
been submitted to OMB for review and
clearance under 44 U.S.C. 3507. An
agency may not conduct or sponsor, and
a person is not required to respond to,

a collection of information unless it
displays a currently valid OMB control
number. OMB has now approved the
information collection and has assigned
OMB control number 0910-0510. The
approval expires on February 28, 2013.
A copy of the supporting statement for
this information collection is available
on the Internet at http://
www.reginfo.gov/public/do/PRAMain.

Dated: April 29, 2010.
Leslie Kux,
Acting Assistant Commissioner for Policy.
[FR Doc. 2010-10577 Filed 5-4-10; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2010-N-0198]

Agency Information Collection
Activities; Proposed Collection;
Comment Request; Premarket
Notification

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

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
premarket notification.

DATES: Submit written or electronic
comments on the collection of
information by July 6, 2010.

ADDRESSES: Submit electronic
comments on the collection of
information to http://
www.regulations.gov. Submit written
comments on the collection of
information to the Division of Dockets
Management (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:
Daniel Gittleson, Office of Information
Management, Food and Drug
Administration, 1350 Piccad Dr., PI50—
400B, Rockville, MD 20850, 301-796—
5156, Daniel.Gittleson@fda.hhs.gov.

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,
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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 these topics: (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.

Premarket Notification—21 CFR Part
807, Subpart E—(OMB Control Number
0910-0120)—Extension

Section 510(k) of the Federal Food,
Drug, and Cosmetic Act (the act) (21
U.S.C. 360(k)) and the implementing
regulation under part 807 (21 CFR part
807, subpart E) require a person who
intends to market a medical device to
submit a premarket notification
submission to FDA at least 90 days
before proposing to begin the
introduction or delivery for introduction
into interstate commerce for commercial
distribution of a device intended for
human use. Based on the information
provided in the notification, FDA must
determine whether the new device is
substantially equivalent to a legally
marketed device, as defined in
§807.92(a)(3). If the device is
determined to be not substantially
equivalent to a legally marketed device,
it must have an approved premarket
approval application (PMA), Product
Development Protocol, Humanitarian

Device Exemption (HDE), Petition for
Evaluation of Automatic Class III
Designation (de novo) or be reclassified
into class I or class II before being
marketed. FDA makes the final decision
of whether a device is substantially
equivalent or not equivalent.

Section 807.81 states when a
premarket notification is required. A
premarket notification is required to be
submitted by a person who is:

¢ Introducing a device to the market
for the first time;

¢ Introducing a device into
commercial distribution for the first
time by a person who is required to
register; and

¢ Introducing or reintroducing a
device which is significantly changed or
modified in design, components,
method of manufacturer, or the
intended use that could affect the safety
and effectiveness of the device.

Section 807.87 specifies information
required in a premarket notification
submission.

Section 204 of the Food and Drug
Administration Modernization Act
(FDAMA) amended section 514 of the
act (21 U.S.C. 360d). Amended section
514 allows FDA to recognize consensus
standards developed by international
and national organizations for use in
satisfying portions of device premarket
review submissions including
premarket notifications or other
requirements. FDA has published and
updated the list of recognized standards
regularly since enactment of FDAMA
and has allowed 510(k) submitters to
certify conformance to recognized
standards to meet the requirements of
§807.87. Form FDA 3654, the 510(k)
Standards Data Form, standardizes the
format for submitting information on
consensus standards that a 510(k)
submitter chooses to use as a portion of
their premarket notification submission.
(The Form FDA 3654 is not for
declarations of conformance to a
recognized standard FDA believes that
use of this form will simplify the 510(k)
preparation and review process for
510(k) submitters.

Form FDA 3514, a summary cover
sheet form, assists respondents in
categorizing administrative 510(k)
information for submission to FDA. This
form also assists respondents in
categorizing information for other FDA
medical device programs such as PMAs,
investigational device exemptions, and
HDEs. Under § 807.87(h), each 510(k)
submitter must include in the 510(k)
either a summary of the information in
the 510(k) as required by § 807.92
(510(k) summary) or a statement
certifying that the submitter will make
available upon request the information
in the 510(k) with certain exceptions as
per §807.93 (510(k) statement). If the
510(k) submitter includes a 510(k)
statement in the 510(k) submission,

§ 807.93 requires that the official
correspondent of the firm make
available within 30 days of a request, all
information included in the submitted
premarket notification on safety and
effectiveness. This information will be
provided to any person within 30 days
of a request if the device described in
the 510(k) submission is determined to
be substantially equivalent. The
information provided will be a
duplicate of the 510(k) submission
including any safety and effectiveness
information, but excluding all patient
identifiers and trade secret and
commercial confidential information.

According to § 807.90, submitters may
request information on their 510(k)
review status 90 days after the initial
log-in date of the 510(k). Thereafter, the
submitter may request status reports
every 30 days following the initial status
request. To obtain a 510(k) status report,
the submitter should complete the
status request form, Form FDA 3541,
and fax it to the Center for Devices and
Radiological Health office identified on
the form.

The most likely respondents to this
information collection will be
specification developers and medical
device manufacturers.

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

TABLE 1.—ESTIMATED ANNUAL REPORTING BURDEN!

Annual
281e§i,c:)|r? NE%BLI’ Res'\rl)ghggnts p;'r%%i%%%ys e Tg;zlpégggs ! Eggéiﬁ:é Total Hours
807 subpart E 3,700 1 3,700 79 292,300
807.87 FDA Form 3514 1,956 1 1,956 0.5 978
807.90(a)(3) FDA Form 3541 218 1 218 0.25 55
807.87(d) and (f) FDA Form 3654 1,500 1 1,500 10 15,000
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TABLE 1.—ESTIMATED ANNUAL REPORTING BURDENT—Continued
Annual
21 CFR Form No. of Total Annual Hours per
Section Number Respondents pe':rr%qelé%%%yse Responses Response Total Hours
807.93 2,000 1 2,000 0.5 1,000
Totals 309,333

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

FDA has based these estimates on
conversations with industry and trade
association representatives, and from
internal review of the documents listed
in table 1 of this document.

Dated: April 29, 2010.

Leslie Kux,

Acting Assistant Commissioner for Policy.
[FR Doc. 2010-10576 Filed 5—4—10; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2008—-P—-0284]

Determination That BREVIBLOC
(Esmolol Hydrochloride) Injection, 250
Milligrams/Milliliter, 10-Milliliter
Ampule, Was Withdrawn From Sale for
Reasons of Safety or Effectiveness

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

SUMMARY: The Food and Drug
Administration (FDA) has determined
that BREVIBLOC (esmolol
hydrochloride (HCI)) Injection, 250
milligrams (mg)/milliliter (mL), 10-mL
ampule, was withdrawn from sale for
reasons of safety or effectiveness. This
determination means the agency will
not accept or approve abbreviated new
drug applications (ANDAs) for esmolol
HCI injection, 250 mg/mL, 10-mL
ampule.

FOR FURTHER INFORMATION CONTACT:
Olivia A. Pritzlaff, Center for Drug
Evaluation and Research, Food and
Drug Administration, 10903 New
Hampshire Ave., Bldg. 51, rm. 6308,
Silver Spring, MD 20993-0002, 301—
796-3601.

SUPPLEMENTARY INFORMATION: In 1984,
Congress enacted the Drug Price
Competition and Patent Term
Restoration Act of 1984 (Public Law 98—
417) (the 1984 amendments), which
authorized the approval of duplicate
versions of drug products approved
under an ANDA procedure. ANDA
applicants must, with certain
exceptions, show that the drug for

which they are seeking approval
contains the same active ingredient in
the same strength and dosage form as
the “listed drug,” which is a version of
the drug that was previously approved
under a new drug application (NDA).
ANDA applicants do not have to repeat
the extensive clinical testing otherwise
necessary to gain approval of an NDA.
The only clinical data required in an
ANDA are data to show that the drug
that is the subject of the ANDA is
bioequivalent to the listed drug.

The 1984 amendments include what
is now section 505(j)(7) of the Federal
Food, Drug, and Cosmetic Act (the act)
(21 U.S.C. 355(j)(7)), which requires
FDA to publish a list of all approved
drugs. FDA publishes this list as part of
the “Approved Drug Products With
Therapeutic Equivalence Evaluations,”
which is generally known as the
“Orange Book.” Under FDA regulations,
drugs are removed from the list if the
agency withdraws or suspends approval
of the drug’s NDA or ANDA for reasons
of safety or effectiveness, or if FDA
determines that the listed drug was
withdrawn from sale for reasons of
safety or effectiveness (section
505(j)(7)(C) of the act; 21 CFR 314.162).

FDA will not approve an ANDA if the
listed drug has been withdrawn from
sale for safety or effectiveness reasons
(section 505(j)(4)(I) of the act). Under
§314.161(a)(1) (21 CFR 314.161(a)(1)),
the agency must determine whether a
listed drug was withdrawn from sale for
reasons of safety or effectiveness before
an ANDA that refers to that listed drug
may be approved. A drug that has been
withdrawn from the market for safety or
effectiveness reasons is not a listed drug
(21 CFR 314.3(b)). FDA may not approve
an ANDA that does not refer to a listed
drug.

BREVIBLOC (esmolol HCl)) Injection
is the subject of NDA 19-386, held by
Baxter Healthcare Corp. (Baxter).
BREVIBLOC is a beta,-selective
adrenergic receptor-blocking agent with
a short duration of action. BREVIBLOC
is approved for the treatment of
supraventricular tachycardia.
BREVIBLOC is also indicated for
treatment of intraoperative and

postoperative tachycardia and/or
hypertension.

Baxter currently markets 4 product
presentations of BREVIBLOC Injection—
10-mg/mL and 20-mg/mL ready-to-use
vials and 10-mg/mL and 20-mg/mL
premixed injection bags. Baxter has
discontinued marketing the following
two product presentations of
BREVIBLOC (esmolol HCI) Injection:

e In 2003, Baxter discontinued
BREVIBLOC (esmolol HCI) Injection, 10
mg/mL (formulation without sodium
chloride), and FDA determined that this
presentation of BREVIBLOC Injection
was not withdrawn from sale for reasons
of safety or effectiveness (69 FR 47155,
August 4, 2004).

e In 2007, Baxter discontinued
BREVIBLOC (esmolol HCI) Injection,
250 mg/mL, 10-mL ampule. In a letter
dated June 28, 2007, Baxter informed
the agency that the company had
decided to cease manufacture and
distribution of BREVIBLOC (esmolol
HCI) Injection, 250 mg/mL, 10-mL
ampule, because the product
demonstrated a higher risk of
medication errors that may potentially
result in serious outcomes. Baxter
observed that serious adverse events
were associated with the following
medication errors:

e Mixups between the ready-to-use
10-mg/mL vial and the 250-mg/mL, 10-
mL ampule concentrate;

¢ Use of undiluted 250-mg/mL, 10-
mL ampule concentrate;

¢ Dilution calculation errors with the
250-mg/mL, 10-mL ampule concentrate;
and

¢ Administration of the wrong drug.

In a Dear Healthcare Professional
letter dated August 20, 2007, Baxter
stated that their decision to cease
manufacture of BREVIBLOC (esmolol
HCI) Injection, 250 mg/mL, 10-mL
ampule, was made after thorough
review of adverse event reports, clinical
usage studies, input from clinicians, and
initiatives to reduce medication errors.

In a citizen petition dated March 27,
2008 (Docket No. FDA-2008-P-0284),
submitted under 21 CFR 10.30 and in
accordance with 21 CFR 314.122 and
314.161, Bedford Laboratories (Bedford)
requested that the agency determine
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